Jonarox 3

a0 Haka3y MinicTepcTBa 0X0poHH
3n0poB’s Ykpainu «IIpo nep:xaBny
peecTpauiio (mepepeectpaiiio) JikapcbKuX
3ac00iB (MeANYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MartepiajiB»

Bin 01 TpaBus 2024 poky Ne 750

MEPEJIK
JIKAPCBKHMX 3ACOBIB (MEJUYHUX IMYHOBIOJIOITYHUX IPENAPATIB), IIIOJ0 SIKUX BYJIM BHECEHI
3MIHHU JO PEECTPALIMHUX MATEPIAJIIB, IKI BHOCATBHCS 10 JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

Ne Hasea dopma eunycky 3asieHuK KpaiHa Bupo6Huk KpaiHa PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNiKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupo6HuUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
1.| ABAMIC™ crnpen HasanbHU, "makcoCwmit Benuka nakco Benuka BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/9306/01/01
CyCneHasisl, KnsiH BpuTaHis OnepenwHc 0K BpwuTaHis/ 3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom
nosoBaHui, 27,5 Ekcnopt JlimiTen, Benuka Icnanis A®I. 3miHa y napameTpax crneumdikauin Ta/abo
MkKr/go3sy; no 120 Nimiten BputaHia [ONyCTUMMX MEX, BU3HAYEHMX Y cneumndikauiax
003 y hnakoHi 3 'nakco Bennkom Ha A®I, abo BMXigHUA/MPOMIXKHUIA
[03Yy04M C.A,, Icnanis npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
NPUCTPOEM Ta npoueci BUpo6HmuTBa ADI (3BY>KEHHS
po3nunoBayem i OOMNYCTUMUX MEX, BU3HaYeHuX y cneuudikauii)
KoBMaykom; no 1 NpuBEAEHHS 3aTBEPMKEHUX KpUTEPIiB
dnakoHy B NPUAHSTHOCTI cneumndikaLii BUpobHuka y
KapTOHHiI kopobui BiANOBIAHOCTI A0 YMHHOT MOHorpadii €, o

nonsrae y 3BY)XeHHi AONYCTUMUX MEX JOMILLIOK.
BmMicT gomilLoK, 3aTBEpIKEHNX Y BHYTPILLHIN
cneuudikauii BUpoBHMKa | HE OMUCAHMX Y YNHHI
MoHorpadii € (impurities GW872664X and
GW675713X), 6yae KOHTpOnoBaTUCh B MEXax
nokasHuka "byab-sika HeigeHTudikoBaHa
Aomiwka" 3 GinbLL CTPOrMM KpuTepiem
NpuHSATHOCTI-He GinbLue 0,10%. BHacnigok
OHOBIIEHHS, BiAOYNMCS 3MiHW B HACTYMHMUX
posginax: 3.2.S.3.2 (Impurities), 3.2.5.4.1
(Specifications), 3.2.S.4.2 (Analytical
Procedures), 3.2.5.4.5 (Justification of
Specifications), 3.2.P.1.2 (Description and
Composition), 3.2.P.3.2 (Batch Formula).

2.| ABEPO TabneTkn, no 16 mr; dapmauesT MonbLia [MepBuHHE MNonbua/ BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a - UA/18917/01/02
no 10 Tabnetok y WYHWI 3aBOf, nakyBaHHs, HimeyumHa 3MiHn | TUny - 3miHm 3 gkocTi. CepTudikar peuernmom
GnicTepi; no 3 ‘MONboAP BTOPUHHE BignosigHocTi/lE-cepTudikat BignoigHoCTI
Gnictepn y MA” C. A. nakyBaHHs1, €Bponevicbkint hapmakonei/MmoHorpadii.
KapTOHHIl kopoOLi KOHTpOrb cepii Ta MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BigNoBiganbHUN BignoBigHOCTi abo BUny4eHHsi cepTudikata
3a BMNYyCK cepii: BignoBigHocTi EBponenchkii hapmakonei: ans

dapmaLeBTUYHNUIA A®I; gns BuxigHoro
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3aBof matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
"TONb®APMA" BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
C.A., MNonbLya; [OMOMDKHOI peqoBUHM (cepTudikaT
BUPOBHMUTBO in BignoBigHOCTI €Bponevickkin hapmakoner) -
bulk tablets: OHoBneHnn ceptudpikat Big yxxe 3aTBEPIKEHOrO
KataneHt BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikaTty
HimeuyunHa BignoBigHOCTI €Bponewickkin hapmakonei R1-
LopHaopd MvbX, CEP-2006-316-Rev 04 Bif 3aTBEpmKeHOro
Himeyuunna BupobHmka OLON S.P.A., Itanis gns gitoyoi
peyoBWHM BeTaricTuHy AWrigpoxrnopua B 3BA3KY
3i 3MiHOIO MOLLTOBOTO iHAEKCY (3aTBEpPAXEHO:
R1-CEP-2006-316-Rev 03; 3anponoHoBaHo: R1-
CEP-2006-316-Rev 04).
3.| ABEPO Tabnetkn,no 24 wr; dapmaueBT Monbwa [MepBuHHE Monbwa/ BHECEHHS 3MiH O peEeCTpaLiiHUX maTepianis: 3a - UA/18917/01/03
no 10 TabneTtok y WNYHWI 3aBOA nakyBaHH4, Himeyunna 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom
6nictepi; no 3 abo 6 ‘MONboAP BTOPUHHE BignosigHocTi/E-cepTudikaT BignoBigHoCTI
GnictepiB y MA” C. A. nakyBaHHs, €sponevicbkin dapmakonei/moHorpadii.
KapTOHHIl kopobui KOHTpPOIb cepii Ta MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoOBiganbHUN BignoBigHocTi abo BUNyYeHHs cepTudikata
3a BUMYCK cepii: BiANOBIAHOCTI €Bponencoki hapmakonei: Ans
dapmaLueBTUYHNIA A®I; ansa BuxiaHoro
3aBof matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
"TIONb®APMA" BVKOPWCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
C.A., MNonbLya; [OOMNOMiXHOT peqoBuHU (cepTudikat
BMPOGHMLTBO in BignoBigHocTi €Bponeinchkii hapmakonei) -
bulk tablets: OHoBReHnn cepTudikat Big, y>xe 3aTBEpAXEHOro
PotteHpopd BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikaty
dapma 'mbX, BignosigHocTi €Bponeincokii hapmakonei R1-
Himeyuunna CEP-2006-316-Rev 04 Big 3aTBEpmXEHOrO
Bupo6Hmka OLON S.P.A., Itania gns gitoyoi
peyvoBUHM BeTaricTuHy Aurigpoxrnopua B 3Bs3Ky
3i 3MiHOIO MOLLITOBOTO iHAEKCY (3aTBEpAXeHO:
R1-CEP-2006-316-Rev 03; 3anponoHosaHo: R1-
CEP-2006-316-Rev 04).
4.| ABEPO Tabnetkn, no 8 wmr; dapmanesT Monbwa MepBuHHE Monbwa/ BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a - UA/18917/01/01
no 10 Tabnetok y WYHWUIA 3aBOg nakyBaHHS, HimeuunHa 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat peuenmom
6nicTepi; no 3 ‘MONboAP BTOPUHHE BignosigHocTi/l'E-cepTudikat BignosigHoCTi
Gnictepn y MA” C. A. nakyBaHHs, €Bponevicbkin dapmakonei/MmoHorpadii.
KapTOHHiI kopobui KOHTpOrb cepii Ta MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BigNoBiganbHUN BignoBigHOCTi abo BUny4eHHsi cepTudikata
3a BUMYCK cepii: BiANoBigHOCTI €Bponenceki hapmakonei: Ans
dapmaueBTUIHUIA A®I; ansa BuxigHoro
3aBoj maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
"MONb®APMA" BMKOPWCTOBYIOTECS Y BUPOOHMLTBI APl; aong
C.A,, MonbLua; [OMNOMiXXHOT peqyoBuHU (cepTudikat
BMPOGHMLTBO in BignoBigHocTi €Bponeincokiii hapmakonei) -
bulk tablets: OHoBneHn cepTudikat Big, y>xe 3aTBEpAXEHOro
KataneHT BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikaTty
HimeuunHa BignoBigHocTi €Bponeicbkini hapmakonei R1-
LopHaopd MvbX, CEP-2006-316-Rev 04 Big 3aTBEpAXeHOro
HimeyynHa Bupo6HMka OLON S.P.A., Itanis ans gitoyoi
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3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
peYvoBVHM BeTaricTyHy ANUriAPOXNOPUA, B 3BA3KY
3i 3MiHOIO MOLLTOBOTO iHAEKCY (3aTBEPAXEHO:
R1-CEP-2006-316-Rev 03; sanponoHoBaHo: R1-
CEP-2006-316-Rev 04).
AUMNIN® TabneTku no 50 wr, AT AT "®apmak”, BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/17556/01/01
no 10 Tabnetok y "dapmak” YkpaiHa 3minn Il TMny - 3miHm 3 akocTi. ADI. (iHWi 3miHK) peuenmom
6nictepi; no 3 abo 6 (BMPOBHMLTBO 3 - OHOBIEHHs1 MacTep-gaiina Ha AdI
6nicTepis y navui npoaykuii in bulk BinpgarnintuH Big BupobHuka Moehs Iberica S.L.,
ipM-BUPOBHWMKIB IcnaHis (3aTBepakeHa O-VG-2004-EU-s0020 C-
Bnydapma VG-2004-EU-s0020 Ha 3anponoHoBaHy O-VG-
IHoycTpis 2205- s0071-EU C-VG-2207- sO078EU)
dapmaneBTuka
C.A., MNoptyranisa
(B1pobHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTpPOIb cepil,
Bunyck cepii), AET
JlabopaTopis
MpanserT JlimiTeq,
IHAis
(B1pobHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOrb cepil,
BWMNYCK cepii))
AUMNIN® Tabnetku no 50 wr, AT Ykpaina BMPOGHMLTBO, IHais/MopTtyr BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - - UA/17555/01/01
in bulk: no 11,0 kry "®apmak” nepBUHHE Ta anis 3miHu Il TUny - 3miHn 3 sxocTi. A®I. (iHWi 3MiHW)
H6apabaHax BTOPUHHE - OHOBMEHHA macTep-danna Ha AdI
nakyBaHH4, BingarnintuH Big BupobHuka Moehs Iberica S.L.,
KOHTpOrb cepil, Icnanis (3aTBepaxeHa O-VG-2004-EU-s0020 C-
Bunyck cepii: AET VG-2004-EU-s0020 Ha 3anponoHoBaHy O-VG-
INabopaTopis 2205- s0071-EU C-VG-2207- sO078EU )
MpawnseT JlimiTeq,
IHais;
BUPOBHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOrb cepil,
BUNYCK cepii:
Bnydapma
IHaycTpia
dapmaneBTUka
C.A,, MNoptyranis
7.| AKIHETOH PO34MH AN iH'eKuin Hecma HimeuunH CipToH ITanis BHECEHHS1 3MiH 4O peecTpauinHMX maTepianis: 3a - UA/13362/01/01
5wmr/Mnno 1 mne PKMOE Y a dapmachbioTikanc 3MiHun | Tuny - 3MiHM Wwopo peuenmom
amnyni, no 5 amnyn C.IN.A. 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
B KAPTOHHIM nayui BBefeHHs abo 3MiHU 10 y3aranbHEHMX AaHKX
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

npo cuctemy capmakoHarnagy (BBegeHHs
y3aranbHEeHUX AaHnx Npo cuctemy
chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
chapmakoHarnsay; KOHTakTHoOT ocobu 3
chapmakoHarnagy 3agBHUKa ANs 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BiAMiHHa Bif yNOBHOBaXXeHOT 0cobu,
BignoBiganbHoI 3a 34iCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-danna cuctemm
tapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnsag,.
[itova pepakuis: Friederike Hoffgen.
MponoHoBaHa peaakuis: O-p Minag
Ecnax6oginis / Dr. Milad Espahbodinia. 3miHa
KOHTaKTHWX AaHWX YNOBHOBaXXEHOI 0cobu
3asiBHMKA, BigNoOBiAanbHOI 3a hapMakoHarnsg.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag B
YkpaiHi. 3miHa MicLue3HaxomKkeHHs macTep-
daiina cuctemn hapmakoHarnsgy. 3miHa micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy

AKK®

po34uH, 50 mr/mn;
no2wmny
KOHTeWHepax
OHOL030BUX
nonimepHux; no 10
KOHTeNHepiB y
KopoOLi 3 KapTOHY

TOB "lOpisi-
Papm"

YkpaiHa

TOB "lOpis-
Papm"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MmiHu | TUNy - AOMIHICTPaTMBHI 3MiHN.
Buny4yeHHs1 BUpOGHUMYOI AinbHULI (BKNOYa4un
ainbHULi anst ADI, npomixxHoro npogykty abo
roTOBOrO fikapcbKoro 3acoby, AinbHULI ANns
npoBefeHHs NaKyBaHHS, BUPOGHMKa,
BiANoOBiganbsHOro 3a BUNYycK cepin, Micue
NPOBEAEHHST KOHTPOIO cepii) abo
nocrayanbHuka BUXiAHOrO MaTepiany, peareHty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[0CbE) BUNYyYeHHs BUpobHuKka ADI
XimTexHonoris, YkpaiHa y 3B'A3Ky 3
NPUNUHEHHSM BUPOBHMLTBA fit040i pe4OBUHU
(3aTBepmxeHun BUpo6HMK Jiangsu Yongan
Pharmaceutical Co., Ltd., Kutait). 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
Cuctema KOHTelHep/3aKynopoBarnbHUiA 3acio.
3MiHa y NepBUHHIN ynakoBLi rOTOBOro
nikapcbkoro 3acoby (iHLi 3MiHK) - 3MiHa B
po3aini "YnakoBka", a came yTO4YHEHHS
marepiany koHTenHepa. 3MiHM BHECEHO B po3ain
"YnakoBka" B IHCTPYKLUIilO ANS MeAU4HOro
3acTocyBaHHS NikapCbKoro 3acody Ta B po3gin
6.5. "Tun Ta BMIiCT NepBMHHOI ynakoBk1" B
KOPOTKY XapaKTepuCTMKY Nikapcbkoro 3acoby
(yTouHeHo maTepian koHTenHepa). 3miHu | Tuny -
3MmiHu 3 sikocTi. FoTOBUIA NiKapcbkuii 3aci6.

6e3
peuenma

nidnsieae

UA/11103/01/01




5 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Cucrtema KoHTenHep/3akynoptoBaribHUI 3acio

(iHwWwi 3MiHKM) 3miHK B po3aini «Ynakoskay, a
came BuAaneHo iHgpopmadito Woao rpyrnoBoro
nakyBaHHs, BUNpaBrieHa Ha3Ba BTOPUHHOI
YNaKoBKW - «KOpOobKa 3 kKapTOHY» 3aMiCTb «navka
3 KapTOHY». 3MiHN BHECeHO B po3gin "Ynakoeka"
B iHCTPYKLUIiO 4Nt MEAUYHOrO 3aCTOCYBaHHS Ta B
po3gin 6.5. "Tun Ta BMICT NepPBUHHOT yNnakoBkun"
B KOPOTKY XapaKTepuCTUKy Nnikapcbkoro 3acoby
(BUNpaBneHa Ha3Ba BTOPUHHOI yNakoBku). 3MiHM
| Tuny - 3MiHn 3 sKocTi. FoTOBMI NikapcbKWi
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM ¥ Npoueci
BMPOGHMLTBA roTOBOIO fikapcbKoro 3acoby,
BKITHOYAK0UM MPOMIKHUI MPOAYKT, WO
3aCTOCOBYETLCSI NPY BUPOBGHMLTBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) 3MiHa B OMUCI TEXHOMOTYHOrOo
npotecy BUpobHMLTBA, a came Ha3Ba
TexHonoriYHoi onepadii «Ctepunisadis»
3amiHeHa Ha «TepMiyHy 0BpobKy» y
BiANOBIQHOCTI A0 T pyHKUi.
3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbKkoro 3acoby (AonoBHEHHS crieumdikavii
HOBWM MOKa3HUKOM 3 BiAMnoBiAHNM METOAOM
BUNpobyBaHHs) CynyTHsi 3MiHa - 3MiHKM 3 SIKOCTI.
["oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHWi 3miHKn) gonoBHEHHS cneumdikauii M3
nokasHukom «OgHOpPIAHICTE 4030BaHMX
OANHULBY 3 BiANOBIAHUM METOAOM
BunpobysaHHs (Ph.Eur.2.9.40, po3paxyHkoBo-
Barosun). 3minu | Tmny - 3miHK 3 akocTi. FoToBMNIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaui Ta/abo JonyCcTUMMX MEX rOTOBOrO
nikapcbkoro 3acoby (40NoBHEHHSs cneumdikaLii
HOBWM MOKa3HUKOM 3 BiAMOBiAHNM METOAOM
BUNpobyBaHHs) CynyTHs 3miHa - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHWM) JoAaBaHHS HOBOTO NMokKa3HUKa
crneumdikauii "Pe4oBuHM, L0 BUSBNSIOTLCSA
HiHrigpuHomM" (Ph.Eur. 2.2.27) 3 HopmyBaHHAM:
6yab-aka gomiluka: He binbwe 0,5%.
BcraHoBneHWn kpuTepin NPUAHATHOCTI

Bignosigae HopmyBaHHK ans A®I, BignosigHo




6 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
MoHorpadii Ph.Eur. Aminocapronic acid 3miHu |

TMny - 3MiHK 3 SKOCTi. [0TOBMI NiKapCbKNIA
3aci6. KoHTporb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
AO0MYyCTUMMX MEX rOTOBOTO NiKapcbkoro 3acoby
(BMNYyYEHHA HE3HAYHOTO MOKa3HWKa (Hanpuknag,
3acTapifioro NokasHuka, Takoro sk 3anax Ta
cMmak, abo igeHTudikauis 6apBHUKIB Un
cmakoBux 8o6aBok)) CynyTHsi 3miHa
- 3MiHu 3 sikoCTi. FOTOBMIA NikapCbkuii 3acio.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
meToAax BUNPobyBaHHSA rOTOBOTO fiKapCbKOro
3aco0by (iHwWi 3MiHM) BUYyYeHHs 3i cneumdikauii
113 nokasHuka «lgeHTndikauisi LOMOMiKHOT
PEYOBUWH HaTPIlO XNopuUay».
3Mminn | TMny - 3MiHK 3 aKkocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MmiHa napameTpis
cneumndikaui Ta/abo JoNycTUMMX MEX FOTOBOrO
nikapcbKoro 3acoby (BUIyYEHHS HE3HAYHOTO
nokasHvKa (Hanpuknag 3acTapinoro nokasHwka,
Takoro sik 3anax Ta cmak, abo igeHTudikadis
6apBHUKIB Y cmakoBux Aob6aBok)) CynyTHA
3MiHa - 3MiHu 3 siKoCTi. [oTOBUIA NMikapCbKMi
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3miHa y MeTogax BunpobyBaHHS roToBOro
nikapcbkoro 3acoby (iHLWi 3MiHWU) BUMYYeHHS 3i
cneuudikauii M3 nokasHuka «KinbkicHe
BM3Ha4Y€HHSA JOMOMIXKHOI PEe4YOBUHWN HATPIO
xnopuay». 3MiHn | Tuny - 3MiHK 3 SIKOCTI.
"oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOIO Nikapcbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkrtovaroum 3amiHy abo gonoBHeHHs)) CynyTHA
3MiHa - 3MiHM 3 sKoCTi. [O0TOBMI NikapCbKWi
3acib. KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMMUX MEX FOTOBOTO MiKapCbKoro 3acoby
(iHLWi 3MiHK)
3MiHWM B MeTOax KOHTPOIO Ta CYMNyTHs 3MiHa B
crneumdikaLii 3a NokasHMKOM «laeHTudikauisy.
Ha 3amiHy meToauku ineHTudikauii
aMiHOKanpoHOBOI KUCMOTK (AKICHa peakuisi Ha
anicgaTtuyHy rpyny) po3pobneHa HoBa
ideHTndikauis B yMoBax BU3HAYEHHS PEYOBUH,
BUSIBINIOBAHMX HiHrgpWHOM. Ha 3aMiHy MeToauku
ineHTudiKauii (akicHa peakuist Ha KapOoKCUNbHY
rpyny), BnpoBaaxeHa ineHTudikauis, sikicHa
peakuis 3rigHo Ph.Eur. «Aminocapronic acid».

Buny4eHo igeHTndikaLilo «HaTpito» 1a
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

«xnopugiey. 3miHn | Tuny - 3MiHM 3 SIKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPoOyBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHWi 3miHM y MeToaax BunpobyBaHb
(BKNtoYa4M 3amiHy abo JONOBHEHHsT)) CynyTHS
3MiHa - 3MiHuM 3 sKoCTi. [OTOBUIA NMikapCbKMi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
OOMNYCTUMKX MEX FOTOBOrO fikapCbKoro 3acoby
(iHWi 3MiHW) 3MiHWM B METOAI KOHTPOSIO SKOCTI
113 3a nokasHukoMm «KinbkicHe BU3Ha4YeHHs» (in-
house meTog, TUTPyBaHHA). 3MiHK | TRy - 3MiHK
3 gKocTi. FoToBUI nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BKNtoYaoum 3amiHy abo 4onNoBHEHHs1)) CynyTHS
3MiHa
- 3MiHu 3 akocTi. FoTOBMIA NiKapCbkuii 3aci6.
KoHTpOsb roTOBOro Nnikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctTummx
MEX roTOBOrO flikapCcbKoro 3acoby (iHLui 3MiHW)
3MiHW B crneumndikauii Ta MeToAi KOHTPOMto
sikocTi 113 3a nokasHukom «CTyniHb
3abapBneHHs». 3MiHu | Tuny - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntoyaro4um 3amiHy abo JONOBHEHHS))
CynyTHS 3MiHa - 3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaLii Ta/abo JoNyCTUMMX MEX FOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHK) 3MiHa B MeToAi
KOHTPOIMIO SIKOCTi 3@ NOKa3HMKOM
«MikpobionoriyHa unctoTta» y BignoBigHOCTI 40

YMHHUX BUMor Ph.Eur.2.6.12, Ph.Eur.2.6.13.

AKCETUH®

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, 500 wmr;
no 10 Tabnetok y
cTpwvni, no 1 ctpuny
B KapPTOHHIl kopobLLi;
no 10 Tabnetok y
6nicTepi no 1
Gnictepy B
KapTOHHiI kopobui

Mepokemi
nTa

Kinp

Mepokemi J1T[]
(3aBog C)

Kinp

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3MiHK)
BUNPaBNEeHHs ApYyKapCbKOl NOMUIKN Y KifbKOCTI
Ledpypokcrmy akceTuny Ta Lientonosn
mikpokpucTaniyHoi 105 y cknagi MM3. Takox B
cknagi nikapcbKkoro 3acoby 3a3HavaeTbes
iHbopmaLis LWoAo PO3YnHHMKa NS wapy
NniBKOBOro NOKpuUTTA (6€3BOAHMI eTaHoN Ta
MeTWUNEHXNopUA) 3 NPUMITKOI (Hemae B
KiHLEeBOMY NpoaykTi. BunapoByeTbcs nig yac
CYLWiHHS)) ANs NpMBEeAEeHHs A0 MaTepianis

3a
peuernmom

UA/8714/02/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUPOGHMKa
10.| AKCETUH® TabneTku, BKPUTI Mepnokewmi Kinp Mepokemi NTO Kinp BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/8714/02/01
NniBKOBOK nTao (3aBog C) 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
obonoHkoto, 250 wmr; nikapcbkuin 3aci6. Onuc Ta cknag, (iHwWi 3miHn)
no 10 Tabnetok y BUMNpPaBEHHS APYKapCbKOi MOMUIIKA Y KiflbKOCTI
cTpwuni, no 1 ctpuny LedypoKCUMY akceTuny Ta Lienornosu
B KapTOHHI Kopobuyj; mikpokpucTaniyHoi 105 y cknagi M13. Takox B
no 10 Tabnetok y cknagi nikapcbkoro 3acoby 3a3HavaeTbes
Gnictepi no 1 iH(bopMaLis Woao po34MHHUKA ANs Wwapy
6nictepy B NniBKOBOTrO NOKPUTTS (6e3BoAHUIA eTaHON Ta
KapTOHHIN kopobLi METUINEHXOopMA) 3 MPUMITKO (HeMae B
KiHUeBOMY NpoAyKTi. BunaposyeTbca nig vac
CYLUiHHS)) oNs NpMBEeAEeHHs 4o MaTepianis
BMpOGHMKa
11.| AJIEP3UH TabneTkn, BKPUTI 3AT YropwuHa 3AT YropwuHa BHECEHHs1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/9862/01/01
NniBKOBOIO dapmauesT dapmaueBTNYHUIA 3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBUN peuenma
000MOoHKOW, M0 5 Mr | NYHWIA 3aBOA 3aBopg ElC nikapcbkuii 3aci6. KoHTponb rotoBoro
no 7 TabneTok y EriC nikapcbkoro 3acoby. 3miHa y meTogax

6nictepi; no 1 abo
no 2 énictepn B
KapTOHHi KOpoOLyi;
no 10 tabnetok y
6nictepi; no 1, abo
no 2, abo no 3
Gnictepu B
KapTOHHI kopobLyi

BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAXEeHNX MeTodax
BUNPOOYBaHHS) He3Ha4YHi 3MiHKM B cneundikauii
Ta meTogi BunpobysaHHs 113 3a nokasHyKoM
«lpeHTndikadis girovoi pevoBuHuy (TLLUX),
3okpema goaaHo USP pedepeHTHUIA 3pasok,
TLWX-xpomaTtorpamy, Ta yTOMHEHO npoLeaypy
XpomaTorpadpyBaHHs. BBegeHHs 3MiH npoTarom
6-TW MicALiB Nicnsa 3aTBEPAXEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAXKeHNX meTofax
BUNpobyBaHHs) 3MiHU B cneuudikauii Ta meToai
KoHTponto 13 3a nokasHukom «loeHTudikauis
nito4oi pedoBuHUY, «KinbkicHe BU3HAYeHHs
Aitoyoi pevoBuHU « (YP-cnektpodoTomeTpis), a
came 3MiHV B po3paxyHKoBi opmyni. B
cneundikauii '3 Bumorn Ha TepMmiH
NpUAATHOCTI 3a3Ha4YeHO SIK NPU BUMYCKY Y
BigNOBIQHOCTI 4O OpuriHanbHUX MaTepianis
BMpOGHVKa. BBeaeHHS 3miH npoTarom 6-tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MmiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
KoHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPobyBaHHSA rOTOBOTO MikapCbKoro
3acoby (He3Ha4Ha 3MiHa y 3aTBEpKEHNX
MeTofax BUNpobyBaHHA) 3MiHM B cneumdikauii
Ta MeToai koHTpornto 13 3a nokasHnkoM
«laeHTundikauis TuTaHy giokeuay B cknagi
060roHKM TabneTkn (KonbopoBa peakLis)».
3MiHEHO MEeTOAMKY NPOBEAEHHSI BUNPOOYBaHHS
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9
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3 JoAaBaHHAM peakTuBy 8% KMCnoTu

docdopHoi. BBeAeHHsA 3MiH npoTarom 6-tu
MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
meToAax BUNPobyBaHHSA rOTOBOTO fiKapCbKOro
3acoby (He3Ha4Ha 3MiHa y 3aTBepMKEHNX
mMeToaax BunpobyBaHHs) 3MiHM B cneumdikauii
Ta MmeTogi koHTporto 113 3a nokazHUKOM
«KinbkicHe Bu3HayeHHs (BEPX)», a came
KpuTepii NPUAHATHOCTI B cneumdikauii M3 Ha
TepMiH NPUAATHOCTI 3a3HaYeHOo K NpY BUMYCKY
95,0-105,0% y BignoBigHOCTI 40 OpuriHanbHNX
marepianis BUpobHuka. B meToauui BunyyeHo
iHdbopMaUito Wwoao cTabinbHOCTI
BMNPOGOBYBAHOrO PO34KHY, 3MIHEHO
po3paxyHkoBy chopmyrny. BBegeHHs 3MiH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3Mminn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y metoaax

BUNPOBYBaHHS rOTOBOIO NikapcbKoro 3acoby

(He3HayHa 3MiHa y 3aTBepAXeHNX meTodax
BUNPoOYBaHHS) He3HayHi 3MiHW B cneumdikauii
'N3 3a nokasHnkoM «OHOPIAHICTb O30BaHUX

oavHnLb (Y®P-cnekTpooTOMETpisi, OQHOPIAHICTD
BMICTY)», B MeTOAi BUNpobOyBaHHS 3MiHW B
po3paxyHKoBiv chopMyri.

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
"oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTogax

BUNPOBYBaHHS rOTOBOrO NikapckbKoro 3acoby

(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
BMNPOOYBaHHSA) He3HauHi 3MiHW B cneumdikauii
Ta meTogi kKoHTporto N3 3a nokazHUKoOM
«CynposigHi gomiwkn (BEPX)», a came 3amiHeHO
[EeTeKTop 3 AioAHO-MaTpUYHOro Ha YO,

BBEJEHHS PO34MHY ANS NepeBipkv YyTNMBOCTI

cucTeMu, BBeeHHsi napameTpy npuaaTHOCTI

XxpomaTtorpadiyHoi cuctemu curHan/wym,
[OMOBHEHHS iHhOpMaUer LWOAO BiHOCHMX
yaciB yTpUMyBaHHS, 3MiHU B PO3paxyHKOBIn
dopmyni. B cneundikauii M3 yToyHeHo, wo
HOPMYETLCS KOXKHa ifeHTudikoBaHa umn
HeigeHTudikoBaHa goMmiluka, KpuTepii
NPUAHATHOCTI He 3MiHUnnCH. BBeaeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPKEHHS.
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTogax
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BMNPoOyBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHNX meTodax
BUNPOOYBaHHSA) HE3HAYHI 3MiHM Y MeTogj
koHTponto 13 3a nokasHmkoM «XipanbHa
Aowmiwka (BEPX)», a came 3miHeHo feTekTop 3
niogHo-MaTpuyHoro Ha Y@, BBeAeHHs!
CTaHAapTHOrO pPo34MHy, A0AaHO XpomaTtorpamy
XONOCTOro po3ynHy. BBeaeHHs 3MiH npoTsarom 6-
TV MicsiLiB nicnst 3aTBepaKEHHS. 3MiHu | Tuny -
3MiHM 3 AkocTi. F0TOBMIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSI rOTOBOIO NikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPOXKEHUX
MeToAax BUNpobyBaHHs1) HE3HaYHI 3MiHW B
cneumaikauii Ta METOAI KOHTPOSO 3a
NOKa3HUKOM «PO34MHEHHS» Y BigNoBIgHOCTI 4O
opuriHanbHVX maTepianis BUPOGHMKa, a came
HEe3HaYHi KOPUryBaHHs ONMUCY NPUrOTYBaHHS
BMNPo6OBYBAHOro PO34MHY Ta 3MiHU B
po3paxyHKoBil hopmyni. BBegeHHs 3MiH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BUNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKeHNX meTofax
BUNPOOYBaHHs) HE3HaYHi 3MiHW B MeTOAi
BunpobyBaHHs 13 3a nokasHukom «Po3mipm» y
BiQMNOBIQHOCTI 4O 3aTBEPAKEHOro po3ainy
3.2.P.5.2 «AHaniTuyHi metoankn». BBeaeHHs
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBepAKEHHS. 3MiHu | TUny - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BUNpPoOYyBaHHSs) He3HauHi 3MiHW B cneumdikauii
Ta MmeTogi BunpobyBaHHs 113 3a nokasHMKoM
«CepepnHs Maca» y BiAMoBigHOCTI 4O MaTepianis
BMPOGHMWKa, a came B crieumdikaLii BUny4eHo
NnocunaHHs Ha cneumdikauito BUpobHuka, B
MeToAi BUNnpobyBaHHSA HE3HAYHI pefaKLiviHi
3MiHW. BBeAeHHs 3MiH NpoTaroM 6-tn micsauis
nicns 3aTBepaKeHHs. 3MiHn | Tuny - 3miHu 3
sKocTi. [oToBMIA nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3MiHa y meToaax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BUNpPoOyBaHHs1) He3HauHi 3MiHW B cneumdikauii
Ta meTogi BunpobyBaHHs 113 3a nokasHKoM
«QOaHopigHicTb Macu» y BiANOBIAHOCTI A0
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3acoby
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Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3aTBepakeHoro po3ainy 3.2.P.5.2 «AHaniTU4Hi
MeTOAMKM» B KpaiHi BUpoOHWKa. BBeaeHHs 3miH
NpOTArom 6-Tu MicsALB NiCNs 3aTBEPYKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPoOYBaHHS roTOBOrO NiKapCbKoro 3acody
(He3HayHa 3MiHa y 3aTBepAXeHNX meTodax
BUNPOOYBaHHS) HE3Ha4YHi 3MiHKM B cneundikauii
Ta meTogi BunpobyBaHHs 113 3a nokasHMKoM
«Bmict Boan (TutpyBaHHs 3a metogom Kapna
diwepa)», a came 3MiHM Y BU3HAYEHHI BOOHOIO
TUTPY peakTuBy Ta npoueaypu TUTpyBaHHs. B
cneuudikauii M3 BUny4eHo nocunaHHs Ha
crneumikaLito BUpobHMKa.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepMKeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
BUNPOOYBaHHS) He3Ha4YHi 3MiHK B cneundikauii
Ta meTogi kKoHTporto M3 3a nokazHUKoOM
«MikpobionoriyHa YncToTa» y BignoBiAHOCTI 4O
opuriHanbHUX maTtepianis BUpobHvka. BeeaeHHs
3MiH NPOTArom 6-Tu MicsiLiB Micnsi
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeTodax
BMNPOOYBaHHSA) He3HauHi 3MiHW B cneumdikauii
Ta MeToAi koHTpornto 113 3a nokas3HnkoM
«Onuc» y BiANOBIAHOCTI 4O opuriHaNbHUX
MaTepiarniB BUpOOHMKa, a came NoKasHUK
po3ainseTbcsa Ha okpeMi napameTpu «Onucy,
«Konip Tabnetok», «3anax Tabnetok» 6e3 3amiHu
KpuUTepiiB NPUNHATHOCTI. BBeAEHHs 3MiH
NpoTSArom 6-Tn MicsALIB MiCNsA 3aTBEPLKEHHS.

12.

AINNErPA® 120
mr

TabneTku, BKpUTI
obornoHkot, no 120
mr; Ne 10, Ne 20
(10x2): no 10
Tabnetok y 6nictepi;
no 1 a6bo no 2
Gnictepu B
KapTOHHiI kopobLyi

TOB
"Onenna
Xenckea
YkpaiHa"

YkpaiHa

CAHOO®I
BIHTPOIM
IHOACTPIA -
TYP3

®paHuia

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHun | Tuny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK) - 3MiHK BHECEHO [0 TEKCTY
MapKyBaHHS1 BTOPUHHOI YNaKoBKU MiKapCbKOro
3acoby go nyHkTiB 8, 17 Ta 4O TEKCTy
MapKyBaHHs1 NEPBMHHOI YNaKOBKM NiKapCbKoro
3acoby no nyHkTiB 4, 7.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAkeHHst; 3minm I Tuny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKi XapaKTepucTuLli nikapcbkoro

6e3
peuenma

nidnsieae

UA/8500/01/01
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13.

ANNErPA® 180

TabneTku, BKpUTI

TOB

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT ans
MEeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHMMW 3 SKOCTI, AOKMIHIMHUMU, KIiHIYHUMK
OaHnMu Ta AaHnMm 3 chapmakoHarnsgy - 3MiHu
BHECEHO A0 IHCTPYKUIii AN MEeANYHOro
3acToCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"OcobnueocTi 3actocyBaHHsA" Ta "Cnocib
3acTocyBaHHs Ta 4o3u" BignoBigHoO 40
MaTepianis peecTpauiinHoro 4oCbe, a TaKoX
BHOCSTbCH HE3HaYHi KOPEKTOPChHKi BUMpPaBIEHHS
, 30KpeMa - nepeHeceHHs iHdopmadlii 3 po3giny
"Ocobnuei 3axogmn 6e3nekn” oo posginy
"OcobnmBocTi 3acTocyBaHHSA" Ta HE3HAYHiI
opdorpadivHi Ta peaakLiriHi BUNpaBneHHsi B
po3ainax "®apmakonoriyHi BnacTueocTi",
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3gaTHICTb BNNMBATK Ha LWBWUAKICTL peakuii npu
KepyBaHHi aBToTpaHcnopToM abo iHWMMK
MexaHiamamu", "Oitn", "MobivHi peakuii”,
"TepmiH npugaTHocTi", "Micue3HaxooKeHHS
BMPOGHMKa Ta agpeca Micusi IpoBagXeHHSs Aoro
nisnbHOCTI", SKi He BNNMBAKOTb Ha AaHi Woao
edeKTUBHOCTI Ta 6e3neku 3acTocyBaHHs
npenapaty nauieHtamu (Hanpvknag, AoAaBaHHs
XXMPHOro BuaineHHs abo kypcuBy, 3amiHa abo
[o[aBaHHsi PO34iNoBMX 3HAKIB TOLLO), @ TaKOX
o po3giny "Mob6ivHi peakuii" BHeceHo
iHdpopmaLiito Npo HeobXigHICTL NOBIAOMNATU NPO
yci BUnagku nigo3proBaHux NobivyHUX peakuin Ta
BiJCYTHOCTI eheKTUBHOCTI NikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs; 3minm Il Tuny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUiT Ans
MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, AOKNIHIYHUMMN, KNiHIYHUMKN
OaHnMu Ta AaHnMm 3 hbapmakoHarnsagy - 3MiHu
BHECEHO [0 iHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWK1MKM nikapcbknMmn 3acobamu Ta
iHWi BMAam B3aemopin" Ta "MobivHi peakuii”
BiZNOBIOHO [0 MaTepianiB peecTpauinHoro
nocke. BBegeHHs 3MiH NnpoTsarom 6-tm Micsiuis
nicns 3aTBEpPAXKEHHS!

mr

obGornoHkoto, no 180
mr; Ne 10, Ne 20
(10x2): no 10

"Onenna
Xenckea
YkpaiHa"

TabneTtok y 6nictepi;

YkpaiHa

CAHOO®I
BIHTPOIM
IHOACTPIA -
TYP3

®paHuis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUnYy - 3miHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW)- 3MiHWM BHECEHO [0 TEeKCTY

MapKyBaHHS BTOPUHHOI YNakKoBKW MikapCbKoro

be3
peuenma

nionsieae

UA/8500/01/02
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13
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 1 abo 2 Gnictepun 3acoby [o nyHkTiB 8, 17 Ta 4O TEKCTy
MapKyBaHHS MEPBUHHOI YNaKOBKW NikapCbKOro

3acoby 0o nyHkTiB 4, 7.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAXeHHs1; 3miHn Il Tuny - 3miHn Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKi XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS! Ta IHCTPYKLUIi Ans
MeAMYHOrO 3aCTOCYBaHHS! Y 3B’5I3KY i3 HOBUMM
LaHMMW 3 SKOCTI, AOKMiHIMHUMU, KIiHIYHUMK
AaHnMKn Ta AaHnMu 3 hbapmakoHarnsagy - 3MiHu
BHECEHO [0 iHCTPYKLUIT ANa MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao posgainis
"OcobnueocTi 3acTtocyBaHHA" Ta "Cnocib
3aCcToCyBaHHA Ta 403" BiANOBIgHO A0
MaTepianis peecTpauiiHOro 4oCke, a TaKoX
BHOCHTbCH HE3HaYHi KOPEKTOPChKi BUMPAaBIEHHS
, 30KpeMma - nepeHeceHHs iHdopmauii 3 poaginy
"Ocobnuei 3axogmn 6esnekn” 0o posginy
"OcobnmBoCTi 3aCcTOCyBaHHA" Ta HE3HAYHI
opdorpadiyHi Ta peaakuiriHi BUNpaBneHHs B
po3ainax "®apmakonoriyHi BnactueocTi",
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS Yy
nepiop BariTHocTi abo rogyBaHHs rpygar”,
"38paTHicTb BNNMBaTH Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNOPTOM abo iHWNMK
mMexaHiamamu", "Cnoci6 3acTocyBaHHs Ta 031",
"Oitn", "Mepeno3ysaHHs", "MobiyHI peakuii”,
"TepmiH npugaTtHocTi", "MicLe3HaxomKeHHs!
BMPOGHMKa Ta agpeca Micusi IpoBagXeHHSs! Aoro
LiAnbHOCTI", ki He BNNMBaKTb Ha AaHi Woao
edeKTUBHOCTI Ta 6e3nekn 3aCToCyBaHHS
npenapaty nauieHtamu (Hanpvknag, 4oAaBaHHs
XXMpHOro BuaineHHs abo kypcuey, 3amiHa abo
[o4aBaHHA PO3AINOBUX 3HAKIB TOLLIO), @ TAKOX
0o posginy "MNo6ivni peakuii" BHeceHO
iHdpopmaLiito Npo HeobXigHICTb NoBiZOMNATY NPO
yCi BUNaakv nigo3proBaHux NobivHuX peakuin Ta
BiJCYTHOCTI eheKTUBHOCTi NikapcbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKeHHs; 3miHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
MeAMNYHOrO 3aCTOCYBaHHS Y 3B’3KY i3 HOBUMM
[OaHUMW 3 SIKOCTI, AOKMIHIMHUMU, KMiHIYHUMK
OaHnMu Ta AaHnMu 3 hapmakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLiT Anst MeauyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWK1MKM nikapcbknMmn 3acobamu 1a
iHWi Buam B3aemogin" Ta "MobivHi peakuii”

B KapTOHHI Kopobui
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BiAMNOBIQHO OO MaTepianiB peecTpauiiHoro
nocbke. BBegeHHs 3MiH NpoTsrom 6-Tu Micsiuis
nicns 3aTBepAKEHHs!
14.| AITYHBPUT® TabneTku, BKPUTI Takepa HaHis A03BIN Ha BUMYCK AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/18553/01/01
NniBKOBOO dapma A/C cepii: CnonyyeHe 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenmom | niidnseae

o6ornoHkoto, no 30
™mr; no 14 TabneTtok
y 6nicTepi; no 2
Gnictepn y
KapTOHHil kopobui

Takena AscTpis
MBX, ABCTpist
BMPOBHMLTBO 3a
NMOBHUM LIMKIIOM:
MeHH
dapmachbtoTikan
Cepsicec Jlimitea,
Cnony4yeHe
KoponisctBo

KoponisctBo

kogy ATX. 3MiHM BHeECEHO 80 IHCTpyKUii Ana
MELMYHOrO 3aCTOCYBaHHS NikapcbKkoro 3acoby
Ao posginy "®apmakoTepanestuyHa rpyna. Kog
ATX." BignoBigHoO 40 MiXXHapogHOro
knacugikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEpPAKEHO — "AHTMHEONNACTUYHI Ta
iMmyHoMogyntotodi 3acobu. MpoTunyxnuHHI
3acobu. IHWi HeonnacTuyHi 3acobw. |HriGiTopu
npoTteiHkiHasu. BpuratuHi6. Kog ATX LO1XE43",
3anponoHOBaHO — "AHTMHEONNACTMYHI Ta
iMyHOMoAyntotoui 3acobu. MpoTunyxnuHHI
3acobu. IHWi HeonnacTuyHi 3acobu. IHriGiTopu
npoTteiHkiHasu. bpuratuHi6. Kog ATX LO1EDO04."
BBeneHHs 3miH npoTsArom 6 micauis nicns
3aTBepAKEHHS. 3MiHu | TMNy - 3MiHW Woao
6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHK). 3MiHK BHECEHO A0 iHCTPYKUiT Ans
MELMNYHOro 3aCTOCyBaHHS nikapcbKoro 3acoby
o po3aginy "TepMmiH npuaaTtHocTi" (6e3
OHOBMEHHA TEPMiHY NpMAATHOCTI NO CyTi), a
came Ans yHidikauii indopmadii ans gosysaHb
30wmr, 90mr, 180 Mr. BBegeHHst 3MiH npoTarom 6-
Tn MicsuiB nicns 3aTBepakeHHs. 3miHun Il Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsgy. 3miHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans Meau4Horo
3aCTOCYBaHHs1 Y 3B’A3KY i3 HOBUMMW AaHUMU 3
SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMK JaHUMK Ta
AaHvMu 3 papmakoHarnagy. 3mMiHM BHECEHO A0
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby oo posginy "Bsaemogis 3
iHLWIMMKM nikapcbkuMK 3acobamu Ta iHLWi BUam
B3aemogin" wopao Bnnuey GpuratuHidy Ha
dapMaKkoKiHETUKY YyTNMBOro cybcrpaty
uutoxpomy P450 3A (migasonam) y nauieHTis 3
ALK-no3nTtneHuMu a6o ROS1-no3vTnBHUMM
COMiAHMMU MyXITMHaMK Ha OCHOBI pe3ynbTaTiB
KniHi4Horo gocnigxeHHs 1001. BBeaeHHs1 3MiH
npoTarom 6 MicsuUiB nicns 3aTBePKEHHS. 3MiHU
I Tvny - 3miHn Wwopao 6e3nekn/eekTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTKiii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta iHCTPYKUii ANA MeAN4HOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMMW AaHUMWU 3
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
AaHvmMu 3 papmakoHarnsgy. 3mMiHM BHECEHO A0
iHCTPYKLUii ANs MegMYHOro 3aCTOCyBaHHs
nikapcbkoro 3acoby o posginie "Baaemogis 3
iHLWIKXMKM nikapcbknMK 3acobamu Ta iHWi BUAm
B3aemogin", "OcobnueocTi 3actocyBaHHA"
CTOCOBHO CYMYTHbOTO JliKyBaHHsi MOMipHUMU
ingyktopamm CYP3A Ha ocHOBI pe3ynbTaTis
[ocnigpkeHb Ta JONOBHEHO iHGOpMaLito LWoao
BMICTY CNOMyK HaTpito.

BBeneHHs 3miH npoTsarom 6 micauiB nicns
3aTBepAKeHHs. 3MiHu Il Tuny - 3miHn woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns
MeONYHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
OaHUMK Ta gaHuMK 3 chapmakoHarnsgy. 3MiHu
BHECEHO [0 iHCTPYKLUiT ANg MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHs" Ta "MoGivHi
peakuii" woao CykynHMx Aokasis BNimMBy
OpuraTnHiOy Ha poO3BMTOK peakLii
POTOYYTNMBOCTI Ta HE3HAYHI pefaryBaHHs
TeKCTy B po3ainax "lMoka3aHHsA", "Cnocib
3acTocyBaHHs Ta Ao3n", "MobiuHi peakuii”.
BBegeHHs 3MiH npoTarom 6 micsuis nicns
3aTBepakeHHs. 3minm I Tuny - 3miHn wWopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
MEeAMNYHOrO 3aCTOCYBaHHS Y 3B’3KY i3 HOBUMM
LaHUMW 3 SIKOCTI, AOKMIHIMHUMW, KNiHIYHUMK
OaHnMun Ta AaHumu 3 dhapmakoHarnsgy.
3MiHVM BHECEHO [0 iHCTPYKUii AN MeauyHoro
3acTocyBaHHS nikapcbKoro 3acoby Ao po3ainy
"®apmakonorivHi BnactMBocTi" Nigpo3ain
"papmakogmHamika" Woao0 0CTaToOuHNX
pe3ynbTartiB gocnigpkeHHss AP26113-13-301.
BBegeHHs 3miH npoTarom 6 micsuis nicns
3aTBEpPKEHHS!

15.

ANYHBPUI®

TabneTku, BKpUTI
NniBKOBOKO
obonoHkoto, no 180
Mr; no 7 TabneTok y
GnicTepi no 4
Gnictepn y
KapTOHHiI kopobui

Takena
dapma A/C

[aHisa

[03BiN Ha BUMYCK
cepii:
Takepa ABcCTpist
MM6X, ABCTpisi
BMPOGHMLTBO 3a
MOBHUM LIMKIIOM:
MeHH
dapmachbtoTikan
Cepsicec JlimiTeq,
Cnony4yeHe

AscTpis/
Cnony4yeHe
KoponisctBO

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHK. 3MiHa
kogy ATX. 3MiHM BHECEHO 80 IHCTpyKUiT Ans

MeaMYHOro 3acTOoCyBaHHSI NikapCbkoro 3acoby

0o posginy "®apmakotepanesTuyHa rpyna. Kog
ATX." BignoBigHO JO MiXXHApOAHOTO
knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPKEHO — "AHTMHEONNAaCTUYHI Ta
iMyHoMopayntowodi 3acobu. MpoTunyxnuHHi

3a
peuernmom

He
nidnsieae

UA/18553/01/03




®Popma sunycky

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

16
Kpaina
eupobHUKa

[TponoBkeHHs noaarka 3
Homep

PeecmpauyitiHa npoyedypa

3acobu. IHWi HeonnacTuyHi 3acobu. IHriGiTopu

Ymoeu
sionycky

Peknam
yeaHHs1* | peecmpauyiliHo2o
noceid4yeHHs1

Ne
n/n

Hasea
JliKapcbK020
3acoby

(nikapcbka ¢ghopma,
ynakoeka)

KoponisctBo

npoteiHkiHaan. BpuratuHi6. Kog ATX LO1XE43",
3anponoHOBaHO — "AHTMHEONNACTUYHI Ta
imyHoMoZyntotodi 3acobu. MpoTunyxnuHHI

3acobu. IHwWi HeonnacTnyHi 3acobu. IHridiTopu
npoTteiHkiHasu. bpuratuHi6. Kog ATX LO1ED04."
BBepfeHHs 3miH npoTsarom 6 micsuiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO A0 IHCTPYKLiT ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby
no posginy "TepMiH npugatHocTi” (6e3
OHOBJIEHHS TePMiHY NPUAATHOCTI No cyTi), a
came A yHidpikauii iHdopmauii Ans go3ysaHb
30mr, 90mr, 180 mr. BBegeHHS 3MiH NpoTArom 6-
TV MicsLiB nicns 3aTBepmkKeHHs. 3MiHu Il Tuny -
3MmiHn Wwoao 6e3nekun/edeKkTUBHOCTI Ta
tapmakoHarnagy. 3MiHu y KopoTKil
XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS! Ta IHCTPYKUiT ANA MEANYHOro
3aCTOCYBaHHS! Y 3B’A3KY i3 HOBUMUW AaHNMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta

IHCTPYKUiT ANS MeANMYHOro 3aCTOCYBaHHS

B3aemogin" wopao Bnnusy GpuratuHidy Ha
hapmaKkoKiHEeTMKY 4yTnmnBoro cyberpary

dapmakoHarnsaay. 3MiHu y KOpoTKil

BMICTY CMOIyK HaTpito.

AaHvMu 3 papmakoHarnsgy. 3mMiHM BHECEHO A0

nikapcbkoro 3acoby Ao po3sginy "Bsaemopis 3
iHLWIMMM nikapcbkumy 3acobamm Ta iHWi Buam

untoxpomy P450 3A (migasonam) y nauieHTiB 3
ALK-no3ntueHnmm abo ROS1-no3nTnBHNMM
COMiAHMMU MYXIIMHaMM Ha OCHOBI pe3ynbTaTiB
KniHiYHoro gocnimxeHHs 1001. BBegeHHs 3MiH
npoTArom 6 micsuUiB Nicns 3aTBepKEHHS. 3MiHU
Il Tuny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta

XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans Meau4Horo
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMUW JaHUMU 3
SAKOCTI, AOKNIHIYHUMU, KNiHIYHUMK JaHUMK Ta
AaHuMu 3 papmakoHarnsgy. 3mMiHM BHECEHO A0
iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby o posginie "Baaemogis 3
iHLWIMMK nikapcbkUMK 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnmeocTi 3acTocyBaHHS"
CTOCOBHO CYNYTHBOIO MiKyBaHHSA NMOMipHUMM
iHgyktopamu CYP3A Ha ocHOBI pe3ynbTaTiB
[ocnimpkeHb Ta OMOBHEHO iHCbopMaLito LWoao

BBegeHHs 3miH npoTarom 6 micsuis nicns
3aTBepAKEHHS. 3MiHn Il Tuny - 3miHn Wwoao
Oe3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3MiHM y KOPOTKil XapaKTepucTULi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS1 Ta IHCTPYKLUIi Ans
MeAMYHOrO 3aCTOCYBaHHS Y 3B’5I3KYy i3 HOBUMM
LaHMMW 3 SKOCTI, AOKMIHIMHUMU, KIiHIYHUMK
AaHVMK Ta gaHumu 3 hapmakoHarnsgy. 3miHn
BHECEHO A0 IHCTPYKUIii AN Mean4Horo
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs" Ta "lMobiuHi
peakuii” LWoao CyKynHUX Aokasis BnnnBy
OpuraTuHiOy Ha PO3BMTOK peakLji
HPOTOUYTNMBOCTI Ta HE3HAYHI pefJaryBaHHs
TekcTy B po3ginax "lNoka3aHHs", "Cnocit
3acTocyBaHHs Ta go3un”, "MobidHi peakuii”.
BBeneHHs 3miH npoTsarom 6 micauiB nicns
3aTBepAKeHHs. 3MiHu Il Tuny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MEAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMK
OaHnMu Ta AaHvMu 3 dhapmakoHarnsay.
3MiHVM BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"dapmakonoriyHi BnactMBocTi" nigpo3ain
"PapmakogmHamika" Woao OCTaTOYHUX
pe3ynbTartiB gocnigpkeHHss AP26113-13-301.
BBegeHHs 3MiH npoTarom 6 micsuis nicns
3aTBEPAKEHHS

16.

ANYHBPUT®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 90
Mr; N0 7 TabneTok y
6nicTepi no 4
Gnictepn y
KapTOHHiI kopobLyi

Takepa
dapma A/C

Oania

[03BiN Ha BUMYCK
cepii:
Takena ABcTpis
vm6X, ABcTpist
BMPOGHMLTBO 32
NMOBHUM LIUKIIOM:
MeHH
dapmachbtoTikan
Cepgicec JlimiTe,
Cnony4yeHe
KoponisctBO

AscTpis/
Cnony4yeHe
KoponiscTtBo

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHK. 3MiHa
kogy ATX. 3miHu BHeceHo o IHCTpyKLUii Ans

MeOMYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby

0o posginy "®apmakotepanesTuyHa rpyna. Kog
ATX." BignoBigHO JO MiXXHapoaHOro
knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBepAXeHo — "AHTUHeoNnacTuYHI Ta
iMyHOMoayntotoui 3acobu. [MpoTunyxnuHHi
3acobu. IHWi HeonnacTu4Hi 3acobu. IHriGiTopu
npoteiHkiHaan. BpuratuHi6. Kog ATX LO1XE43",
3anpornoHoBaHo — "AHTUHEONNacTUYHI Ta
iMyHoMopayntotodi 3acobu. MpoTunyxnuHHi
3acobu. IHWi HeonnacTu4yHi 3acobu. IHribiTopu
npoteiHkiHaan. bpuratuHib. Kog ATX LO1ED04."
BBegeHHs 3miH npoTarom 6 micsAuiB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy

(iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLIT Ans

MeaMYHOro 3aCTOoCyBaHHSI NikapCcbkoro 3acoby

no posginy "TepMmiH npugatHocTi” (6e3
OHOBJIEHHS TEePMiHY NPUAATHOCTI NO cyTi), a

3a
peuernmom

He
nidnsieae

UA/18553/01/02
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

came Ans yHidikauii iHdbopmauii ans gosyeaHb
30wmr, 90mr, 180 mr. BBegeHHst 3miH npoTarom 6-
TV MicsLiB nicns 3aTBepokKeHHs. 3MiHu Il Tuny -
3MiHM Wwoao 6e3nekun/ehekTUBHOCTI Ta
dapmakoHarnsagy. 3MiHn y KOpoTKiv
XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHs! Ta iHCTPYKUii Ans Mean4Horo
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMW JaHUMK Ta
AaHvMu 3 hbapmakoHarnsgy. 3miHM BHECEHO A0
IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posaginy "Bsaemogis 3
iHLWMMM nikapcbkumm 3acobamm Ta iHWi Buam
B3aemogin" wopao BnnuBy 6puratuHidy Ha
hapmaKkokiHEeTMKY 4yTnmnBoro cyberpary
uutoxpomy P450 3A (migasonam) y nauieHTis 3
ALK-nosuntmeHuMn abo ROS1-no3ntuBHUMHK
COnigHUMM NyXSIMHAMKN Ha OCHOBI pe3ynbTaTiB
KniHiyHoro gocnigxeHHs 1001. BBeaeHHst 3miH
npoTarom 6 micsAuUiB NiCnsA 3aTBEPKEHHS. 3MiHK
Il Tuny - 3MiHKn woao 6eanekn/edekTUBHOCTI Ta
tapmakoHarnagy. 3MiHu y KopoTKil
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii ANs Mean4Horo
3aCTOCYBaHHs! Y 3B’A3KY i3 HOBUMMW AaHUMU 3
SIKOCTi, AOKNIHIYHUMWN, KMiHIYHUMM JaHUMK Ta
AaHuMu 3 papmMakoHarnsgy. 3mMiHM BHECEHO A0
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby o posginis "Baaemogis 3
iHLWIMMKM niKapcbkUMK 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnmeocTi 3acTocyBaHHs"
CTOCOBHO CYNYTHBOIO MiKyBaHHSA MOMipHUMM
ingyktopamu CYP3A Ha ocHOBI pe3ynbTaTiB
JocnigpkeHb Ta JOMNOBHEHO iHopMaLito LWoao
BMICTY CMOJyK HaTpito.
BBeneHHs 3miH npoTarom 6 micauiB nicns
3aTBepakeHHs. 3minm I Tuny - 3miHn wWopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
MeAMNYHOrO 3aCTOCYBaHHS Y 3B’3KY i3 HOBUMM
OAHUMW 3 SKOCTI, AOKNIHIYHUMMN, KNiHIYHUMK
AaHVMU Ta AaHuMK 3 dhapmakoHarnsgy. 3miHu
BHECEHO [0 iHCTPYKLiT Anst MeguyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao posgainis
"OcobnueocTi 3acTocyBaHHs" Ta "MobiuHi
peakuii” LWoao CyKynHUX AokasiB BNnBy
OpuraTunHiOy Ha PO3BMTOK peakLji
OTOYYTNMBOCTI Ta HE3HAYHI pefaryBaHHs
TekcTy B po3ginax "lNoka3aHHs", "Cnocib
3acTocyBaHHs Ta go3un", "MobivHi peakuii”.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BBeneHHs 3miH npoTtsarom 6 micsuiB nicns
3aTBepAKeHHs. 3miHn Il Tuny - 3miHn woao
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.

3MiHM y KOPOTKil XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHs1 Ta IHCTPYKLUii Ans

MeONYHOro 3aCTOCyBaHHS y 3B’A3KY i3 HOBMMM
LaHMMW 3 SKOCTI, AOKMIHIMHUMU, KIiHIYHUMK

OaHMMK Ta gaHumm 3 chapMakoHarmsiay.
3MiHVM BHECEHO [0 iHCTPYKLiT AN MeanyHoro

3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3giny

"®apmakonorivyHi BnacTMBOCTi" migpo3ain

"papmakogmHamika" Woao ocTaTouHNX
pesynbTatiB gocnimpkeHHs AP26113-13-301.

BBeneHHs 3miH npoTsarom 6 micauiB nicns

3aTBEePAKEHHSs!

17.

ANYHBPUI®

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 30
mr; no 14 TabneTtok
y bnicTepi; no 2
Gnictepn y
KapTOHHIl kopobui

Takena
dapma A/C

LaHia

[03BiN Ha BUMYCK
cepii:
Takena AscTpisa
'M6X, ABCTpis
BUPOOHMLTBO
Hepo3dacoBaHoro
nNpoAaykTy,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs T13:
MNeHH
dapmachbtoTikan
Cepgicec JlimiTeq,
Cnony4yeHe
KoponisctBo
BUPOGHMLTBO
Hepo3dacoBaHoro

npoaykty,
KOHTPOMb SIKOCTI
Ta BUNpobyBaHHA
cTabinbHoCTi,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs 13,
[03BiN Ha BUMYCK
cepii:
Takena lpnaHgis
TlimiTen, lpnaHais
BUNpobyBaHHsA
cTabinbHOCTI
(Tinbkun Microbial
Limits):
Anmak CaieHcnc
Ipnangis Jta,
IpnaHpis

ABcTpisi/
Cnony4yeHe
KoponisctBo
/
Ipnangis

BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBUN
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
imnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOIO AKOCTi FOTOBOrO JiKapCbKOro
3acoby (3amiHa abo gogaBaHHA AinbHULI, Ha
SKI 3INCHIOETBCSA KOHTPOSL/BUNPOBYBaHHS
cepii). BBegeHs ginbHuui Almac Sciences
Ireland Ltd, Ida Business & Technology Park,
Garrycastle, Athlone, Co, Westmeath, Ireland, B
SIKOCTi AinbHWLI, BigNoBiganbHOI 3a NpoOBeAEHHSs!
ctabinbHocTi (Tinbku Microbial Limits).
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO SKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
JofaBaHHst BUpobHuKa, Lo Bignosigae 3a
BBE3€eHHs Ta/abo BMnyck cepii) - Bkroyaroun
KOHTponb/BunpobyBaHHs cepii. BBeaeHHs
BUPOGHMYOT AinbHuui Takega Ipnanais Jliviten,
Ipnanpis (Bpew Bisnec Mapk, Kinpyaaepi,
Yiknoy, A98 CD36, IpnaHgisi), B sikocTi
anbTepHaTUBHOI AiNbHULI, BiANoBiAanbLHOI 3a
BUMYCK FOTOBOrO NPOAYKTY Ta TECTYBaHHS
cTabinbHocTi. BBEAEHHS 3MiH NpOTArom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nnikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoByBaHHsSI rOTOBOTO fNikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeTofax BUNpobyBaHHs). HeaHauHi 3MiHM B
MeToZi BUNpobyBaHHsI FOTOBOrO NiKapCbKoro
3acoby "lgpeHTrdikauis, KinbkicHe BU3HaYeHHs Ta
BM3HAYEHHS1 YMCcTOTK" ANsi Toro, Wob nNpuBecTun y

3a
peuenmom

He
nidnsieae

UA/18553/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BiANOBIOHICTb METOA NPUrOTYBaHHS
BUNPOBYBaHOro po3ymHy Ans BCiX
3apeecTpoBaHUX A03YBaHb NikapcbKoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
AopaBaHHst BUpobHuka, Lo Bignosigae 3a
BBE3eHHs Ta/abo Bunyck cepii) - Bkrovaroun
KOHTpOnb/BUNpobyBaHHs cepii. BBeaeHHs
BUPOGHMYOI ainbHuui Takega lpnangis Nimiten,
Ipnangis (Bpew Bisnec Mapk, Kinpyaaepi,
Yiknoy, A98 CD36, Ipnangisi), B kocTi
anbTepHaTMBHOI AiNbHULI, BignosiganbHOI 3a
BMMNYCK Cepil (BKIMOYa4M KOHTPOSb/TECTYBaHHS
cepiit) roToBoro npoaykTy. BeeaeHHs
anbTepHaTUBHOI BUPOBHMYOT AiNbHUL Ta SIK
HaCnIgoK - 3aTBEPMKEHHS IHCTPYKUIT Ans
MELMNYHOro 3aCTOCYBaHHS Ta TEKCTY
MapKyBaHHs! yakoBKM MikapcbKoro 3acoby ans
uiei BMpobHMYOT AinbHULi. BBeaeHHs 3miH
NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
opmu abo po3mipy KOHTENHepa Yn
3aKyrnoproBanbHOro 3acoby (MepBUMHHOT
yNaKkoBKM) (HECTEpUIbHI nikapcbki 3acobu).
CraHpapTusauis Au3anHy Ta po3mipy
GnicTepHVX KapTOK 4O OAHOrO PO3Mipy Ans
posysaHb 30 mr, 90 mr, 180 mr. BBeaeHHs 3MiH
NPOTArom 6-T MicALIB MiCNS 3aTBEPKEHHS.
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuit 3aci6. 3MiHn y BUpoGHMLTBI. 3amiHa
abo BBeAeHHSA 00AaTKOBOI AiNbHUL
BUPOOHMLTBA AN YacTuHM abo BCbOro
BUPOBHMYOro NpoLiecy rotToBOro fikapcbkoro
3acoby (QinbHULSA AN NEPBUHHOTO NaKyBaHHS).
[opnaBaHHA BUpoOHMYOI AinbHULi Takega
Ipnangis Jliviteq, lpnangis, B akocTi
anbTepHaTUBHOI AiNbHUL BigNOBIAanbLHOI 3a
NepBUHHY YMaKoBKY.

BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpKEHHS. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHU y
BUPOOHMLTBI. 3aMiHa abo BBEAEHHSI [OAATKOBOI
AinbHWUI BUpobHULTBa AN YacTuHK abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapCcbKoro
3acoby (AinbHMUSA Anst BTOPMHHOIO NakyBaHHS).
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

[onaBaHHs BUpOOHMYOI AinbHULI Takega
Ipnangis Jliviteq, Ipnangis, B akocTi
anbTepHaTUBHOI OiNbHWLI BignoBiganbHOI 3a
BTOPUWHHY ynakoBKy. BBeaeHHs 3miH npoTsrom 6-
TV MicsuiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
AZMiHiCTpaTuBHI 3MiHW. BunyyeHHs BUpOGHMYOT
OinbHUUI (BKNtoYatoum ginbHuui ans Adl,
NPOMiXXHOrO NPOAYKTY abo roTOBOro MikapCbKoro
3acoby, AinbHULUI Ana NpoBeAeHHS NaKyBaHHS,
BMpobHMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepilt,
MicLie NpOBeAEHHS KOHTPOO cepii) abo
nocTayarnbHvKa BMXiQHOIO MaTepiany, peareHTty
abo O0MNOMIPKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
pocbe). Bupanenns MNexH ®apmacbroTikan
Cepsicec Jlimitea, CnonydeHe Koponiscteo
(Penn Pharmaceutical Services Limited, United
Kingdom), sik cawTy, BignoBigansHoro 3a
KOHTPOSb SKOCTi Ta BUNYCK Cepii roTOBOro
npoaykTy. BunyyeHHs ogHiei 3 BUpOGHUYNX
OiNbHUUB Ta SIK HAcNigoK - BUNYYEHHS IHCTPYKUIT
ONst MEQUYHOrO 3aCTOCYBaHHS Ta TEKCTY
MapKyBaHHs! yakoBKM MikapcbKoro 3acoby ans
Bi4NOBIgHOI BUPOBHMYOT AinbHULi. BBeaeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPKEHHS

18.

ANYHBPUT®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 90
Mr; N0 7 TabneTok y
6nicTepi no 4
Gnictepn y
KapTOHHiI kopobLyi

Takepa
dapma A/C

Oania

[03BiN Ha BUMYCK
cepii:
Takepa ABcTpis
vm6X, ABcTpist
BUPOGHMLTBO
Hepo3cacoBaHOro
npoaykTy,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs T13:
MeHH
dapmachbtoTikan
Cepsicec JlimiTeq,
CnonyyeHe
KoponisctBO
BUPOOHMLTBO
Hepo3cacoBaHOro

npoAaykty,

KOHTPOSIb SIKOCTi

Ta BUNPOOYBaHHS
cTabinbHOCTI,
nepBuHHe Ta

BTOPWHHE
nakyBaHHs 13,
[03BIN Ha BUMYCK
cepii:

AscTpis/
Cnony4yeHe
KoponiscTtBo
/
Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSO AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
AKiN 3AIMCHIOETBCSA KOHTPOMNbL/BUNPOBOYBaHHS
cepii). BBegeHs ginbHuui Almac Sciences
Ireland Ltd, Ida Business & Technology Park,
Garrycastle, Athlone, Co, Westmeath, Ireland, B
SKOCTI AiNbHWUI, BignoBiganbHOi 3a NpoBeAeHHs!
ctabinbHocTi (Tinbku Microbial Limits).
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3MiHKU y
BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTi
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHS BUpobHMKa, Lo BiAMNOBigaE 3a
BBE3EHHsI Ta/abo BMNyck cepii) - Bknroyaroum
KOHTponb/BUNpobyBaHHs cepii. BBeaeHHs
BUPOBHMYOT ainbHUui Takega Ipnangis Nimiten,
IpnaHgis (Bpew BisHec Mapk, Kinpyaaepi,
Yiknoy, A98 CD36, Ipnangisi), B sikocTi
anbTepHaTUBHOI AiNbHWLI, BiaNOBiAanbHOI 3a
BMWIMYCK rOTOBOrO NMPOAYKTY Ta TECTYBaHHS

3a
peuernmom

He
nidnsieae

UA/18553/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Takepa lpnaHgis
JlimiTen, lpnaHais
BUNpoOyBaHHSA
CTabinbHOCTI
(Tinbkn Microbial
Limits):
Anmak CaneHcnc
Ipnangis J1ta,
Ipnangis

cTabinbHOCTI. BBEAEHHS 3MiH NpoTaromM 6-Tu
MicauiB nicnsa 3aTBepAXeHHS. 3miHun | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNPoGyBaHHS rOTOBOIO NikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHNX
MeTogax BUNpobyBaHHs). HeaHauHi 3MiHM B
mMeToai BUNpobyBaHHS roTOBOrO MikapCbKoro
3acoby "lgeHTrdikauis, KinbkicHe BU3HaYeHHs Ta
BM3HAYEHHsI YncToTn" Ans Toro, wob npuesectn y
BiNOBIQHICTb METOA, NPUTOTYBaHHSI
BMNPOOYBaHOro po34mHy Ans BCiX
3apeecTpoBaHUX A03yBaHb NikapcbKoro 3acoby.
BBegeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHS BUpoOHMKa, LLO BiAMOBIiAaE 3a
BBe3€eHHsi Ta/abo Bunyck cepii) - Bkntoyaroum
KOHTpOnb/BUNpobyBaHHs cepii. BBeaeHHs
BMpOGHMYOI AinbHuui Takeaa Ipnanais Jliviten,
IpnaHgis (Bpew Bisnec Mapk, Kinpyaaepi,
Yiknoy, A98 CD36, IpnaHgisi), B sikocTi
anbTepHaTUBHOI AiNbHULI, BiAnosiganeHoi 3a
BUNYCK Cepill (BKIMOYaOUM KOHTPOIb/TECTYBaHHS
cepiit) rotoBoro NpoaykTy. BeegeHHs
anbTepHaTUBHOI BUPOOHMYOT OinbHULI Ta SK
HacnigoK - 3aTBEPAXEHHS IHCTPYKUIT Ans
ME[MNYHOro 3aCTOCYBaHHS Ta TEKCTY
MapKyBaHHS YNakoBKM fikapCbkoro 3acoby ans
uiei BUpobHMYoi AinbHWUi. BBegeHHs 3MiH
NPOTArom 6-T1 MicALIB MiCNS 3aTBEPOXKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
dopmu abo po3mMipy KOHTEHepa 4K
3aKyrnoproBanbHOro 3acoby (nepBMHHOT
yNaKoBKM) (HECTEpUIbHI Nikapcbki 3acobu).
CraHpapTusauis AM3anHy Ta po3mipy
6nicTepHVX KapTOK 1O OAHOrO PO3Mipy Ans
posysaHb 30 mr, 90 mr, 180 mr. BBeaeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOYKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3amiHa
abo BBeAeHHS 40aTKOBOI AiNbHULI
BMPOBHMLTBA AN YacTMHM abo BCbOro
BUPOGHMYOro NpoLecy roTOBOro NikapCbKoro
3acoby (AinbHMULA ANS NEePBUHHOIO NaKyBaHHS).
[opgaBaHHs BUpobHMYOI ginbHULi Takega
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Ipnangis Jlimiteq, lpnangis, B SKoCTi
anbTepHaTUBHOI AiNbHUL BiANOBIAanbLHOI 3a
NEePBUHHY YNaKoBKY.

BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepMKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpoBHULTBA ANs YacTuHK abo BCbOro
BUPOBHMYOro NpoLiecy rotToBoro sikapcbkoro
3acoby (AinbHMLSA Anst BTOPMHHOIO NakyBaHHS).
[opaBaHHA BUpOBHMYOI OinbHULi Takega
Ipnangis Jlimiteq, lpnangis, B SKoCTi
anbTepHaTMBHOI AiNbHULI BigNoBiganeHoi 3a
BTOPWHHY ynakoBKy. BBegeHHs amiH npoTtsarom 6-
TV MicsiLiB nicns 3aTBepKeHHs. 3MiHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. BunyyeHHs BUpOGHNYOIT
[inbHUUI (BKMtoYatoun ainbHuui ana Adl,
NPOMIXHOIO NPOAYKTY abo rOTOBOrO NiKapCbkoro
3acoby, AinbHULI Anst NpoBeAeHHs NaKkyBaHHS,
BMpo6HMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepilt,
MicLie NpoBefeHHs KOHTPOro cepii) abo
nocravanbHUKa BMXig4HOrO MaTepiany, peareHTy
ab0 AONOMIXKHOI PE4OBMHM (SKLLO 3a3HAYEHO Y
pocbe). BupaneHnsi MNeHH ®apmackioTikan
Cepgicec Jlimiteq, Cnony4eHe Koponiscteo
(Penn Pharmaceutical Services Limited, United
Kingdom), sik cawiTy, BignoBigansHoro 3a
KOHTPOIb SIKOCTi Ta BUMYCK Cepii roTOBOro
npoaykTy. BunyyeHHs ogHiei 3 BUPOBHUYMX
OinNbHUUB Ta K HAcNiQoK - BUNYYEHHS IHCTPYKUIT
ONst MEQUYHOrO 3aCTOCYBaHHS Ta TEKCTY
MapKyBaHHS YNakoBKM fikapCbkoro 3acoby ans
BigMNOBiAHOT BUPOBHWMYOI AinbHULi. BBegeHHs
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBEPKEHHSI

19.

ANYHBPUI®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkot, no 180
Mr; no 7 TabneTok y
GnicTepi no 4
Gnictepn y
KapTOHHiI kopobui

Takena
dapma A/C

LaHia

[03BiN Ha BUMYCK
cepii:
Takepa ABcTpist
MM6X, ABCTpisi
BUPOGHULTBO
Hepo3dacoBaHoro
NpoayKTy,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs T13:
MeHH
dapmachbtoTikan
Cepgicec JlimiTe,
CnonyyeHe
KoponisctBo
BUPOGHULITBO

AscTpis/
Cnony4yeHe
KoponisctBO
/
Ipnangis

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3mMiHM y BUpOoOHMLUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
Ta KOHTPOJO IKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHA AiNbHULI, Ha
A 3AIKCHIOETBCS KOHTPONbL/BUNPOBYBaHHS
cepii). BeegeHs ginbHuui Almac Sciences
Ireland Ltd, Ida Business & Technology Park,
Garrycastle, Athlone, Co, Westmeath, Ireland, B
SKOCTI AinbHWUI, BignoBiganbHOI 3a NpoBeAeHHs
ctabinbHocTi (Tinbkun Microbial Limits).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpKEHHS. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHU y
BMPOGHMUTBI. 3MiHa iMnopTepa/amiHu, Lo

3a
peuernmom

He
nidnsieae

UA/18553/01/03




24 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Hepo3chacoBaHOro CTOCYIOTbCSI BUMNYCKY CEpiil Ta KOHTPOIo SKOCTI
NPOAYKTY, roTOBOrO fnikapcbkoro 3acoby (3amiHa abo

KOHTPOSb SIKOCTI
Ta BUNPOGYBaHHS
cTabinbHOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs M3,
[03BiN Ha BUNYCK
cepii:
Takena lpnaHgis
JlimiTea, lpnangis
BUNpobyBaHHsA
CcTabinbHOCTI
(tinbkm Microbial
Limits):
Anmak CaneHcnc
Ipnangis Ita,
Ipnangis

AopaBaHHst BUpobHuka, Lo Bignosigae 3a
BBEe3€eHHs1 Ta/abo Bunyck cepii) - Bkrtovaroum
KOHTpOnb/BUNPoByBaHHs cepii. BBeaeHHst
BUPOGHMYOI ainbHuui Takega Ipnangis Nimiteq,
Ipnangis (bpen bisHec Mapk, Kinpyaaepi,
Yiknoy, A98 CD36, Ipnangis), B AkocTi
anbTepHaTUBHOI AiNbHWLI, BianoBiganbHoi 3a
BWMNYCK rOTOBOTrO NPOAYKTY Ta TECTyBaHHSI
cTabinbHocTi. BBEAEHHSA 3MiH NpoTArom 6-Tu
MicsuiB nicns saatBepakeHHs. 3MiHum | Tuny -
3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSI rOTOBOIO NikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPOXKEHUX
MeToAax BUNpobyBaHHs). He3HauHi 3MiHM B
MeTogi BUNpobyBaHHs1 rOTOBOrO NiKapCbKOro
3acoby "lgeHTndikauis, KinbkicHe BU3HaYeHHs Ta
BU3HAYEHHS YCTOTK" AN Toro, Wwob npuBecTn y
BiANOBIOQHICTb METOA NPUrOTYBAHHS
BMNPOOYBaHOro po34mHy Ans BCiX
3apeecTpoBaHNX A03yBaHb NiKapCbKoro 3acooby.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, LWwo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro nikapcbKkoro 3acoby (3amiHa abo
JopaBaHHst BUpobHuKa, LU Bignosigae 3a
BBE3EHHs1 Ta/abo BMNyck cepii) - Bknrovyaroun
KOHTponb/BunpobyBaHHs cepii. BBeaeHHs
BUPOGHMYOT AinbHuUi Takega lpnanais Jliviten,
Ipnangis (Bpew Bisnec Mapk, Kinpyaaepi,
Yiknoy, A98 CD36, Ipnangisi), B AkocTi
anbTepHaTUBHOI AiNbHULI, BiAnosiganeHoi 3a
BUMNYCK Cepill (BKIMOYaOUM KOHTPOIb/TECTYBaHHSI
Ccepiii) roToBOro NpoAykTy. BBeaeHHs
anbTepHaTUBHOI BUPOBHMYOT AinbHUL Ta K
HaCcnIgoK - 3aTBEPAXEHHS IHCTPYKUIT Ansa
MEeOMYHOrO 3aCTOCYBaHHS Ta TEKCTY
MapKyBaHHS YNakoBKW fikapcbkoro 3acoby ans
uiei BUpobHMYoi AinbHWUi. BBegeHHs 3MiH
NpOTArom 6-Tu MicALIB MiCNsA 3aTBEPYKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTEMHep/3akynoproBanbHuii 3acio. 3miHa
dopmu abo po3mMipy KOHTENHepa 4K
3aKyrnoproBanbHoro 3acoby (NepBUHHOT
YMNaKoBKW) (HECTEPUIbHI Nikapcbki 3acobu).
CraHgapTtusauia gusaviHy Ta po3mipy
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

GnicTepHMX KapToOK 1O OAHOrO PO3Mipy Ans
posysarb 30 mr, 90 mr, 180 mr. BBeaeHHs 3miH
NpOTArom 6-Tu MicsALB NiCNs 3aTBEPYKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuin 3aci6. 3MiHW y BUpOOHMUTBI. 3amiHa
abo BBeAeHHS 40aaTKOBOI AiNbHULI
BMPOGHMLUTBA AN YacTMHM abo BCbOro
BUPOGHMYOro NpOLLECY FOTOBOTO NiKapCbKOro
3acoby (AinbHMUSA ANs NepBMHHOIO NaKyBaHHS).
[onaBaHHs BUpoOHMYOI AinbHULI Takega
Ipnangis Jliviteqn, Ipnangis, B akocTi
anbTepHaTMBHOI AiNbHULI BigNoBiganbHoI 3a
NepBUHHY YNaKoBKY.

BBegeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3miHM y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa AN YacTuHu abo BCbOro
BMPOGHMYOro NpoLEecy roToBOro NikapCcbKoro
3acoby (AinbHULA ANS BTOPUHHOIO NaKyBaHHS).
[onaeaHHs BUpoOHMYOT AinbHULi Takega
Ipnangis Jlimiteq, lpnangis, B SKOCTi
anbTepHaTUBHOI OiNbHUL BiANOBIAanbLHOI 3a
BTOPWUHHY YNakoBKy. BBegeHHs 3MiH NpoTArom 6-
TV MicsLiB nicnst 3aTBepAXKeHHS. 3MiHu | Tuny -
AaMiHiCTpaTVBHI 3MiHW. BunyyeHHs BMpobHnyoi
AinbHWLUI (BkNtoYatoun ginbHuLi anst AdI,
NPOMIXKHOrO NMPOAYKTY abo roTOBOro MikapcbKoro
3acoby, AinbHULI A4NA NpoBeAEeHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanbHOro 3a BUNYCK cepin,
MicLie NpoBeAEeHHS KOHTPONHo cepii) abo
nocravarnbHUKa BUXi4HOrO MaTepiany, peareHTy
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
pocbe). BupaneHnsi MNeHH ®apmackioTikan
Cepsicec Jlimiteq, CnonyyeHe Koponiscteo
(Penn Pharmaceutical Services Limited, United
Kingdom), sik caiTy, BignoBigansHoro 3a
KOHTPOIb SKOCTi Ta BUMYCK Cepii roTOBOro
npoaykTy. BunyyeHHs ofHiei 3 BUpOOHNYNX
OiNbHMUB Ta SIK HAcNigoK - BUNYyYEHHS IHCTPYKUIT
0N MEQUYHOro 3aCTOCYBaHHSA Ta TEKCTY
MapKyBaHHS YNakoBKW fikapcbkoro 3acoby ans
BiANOBiAHOT BUPOBHUYOI AinbHULI. BBeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBEpPKEHHS!

20.

AHTLHET®
NbOAAHUKN

nboAsiHMKK no 8,75
Mr; o 12
NbOASHUKIB Y
GnicTepi, no 2
6nictepa B
KapTOHHIN navui

TOB
"IHOPAPMA
Tpenginr"

JlaTBiricbk
a
Pecnybnik
a

nosI'c
®APMACEYTIKA
Nc c.n.

IcnaHia

BHECEHHS1 3MiH O peecTpauinHMX maTtepianis:
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS
NEepPBUHHOI Ta BTOPUHHOT YMaKOBKMN MiKapCbKOro
3acoby

6e3
peuenma

UA/19961/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

21.

AHTLHET®
NbOAAHUKN

NboAsHUKN No 8,75
Mr; o 12
NbOASIHUKIB Y
Gnictepi, no 2
6nictepa B
KapTOHHIN nayui

TOB
«IHOPAPMA
TpengiHry»

JlaTBinicbk
a
Pecny6bnik
a

NlosIc
SAPMACEYTIKA
JiC C.J.

IcnaHia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHun | Tvny - 3MiHKn Wwoao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKil XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHs1 Ta IHCTPYKLUii Ans
MeAMNYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpuaHnX/6ionogibHMX Nikapcbknx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHUI NpenapaT (3MiHa He nNoTpebye
HaflaHHS XOAHNX HOBMX A40OATKOBUX AaHMX)
3MiHN BHECEHI A0 iHCTPYKLiT Ans MeanyHoro
3acTOCyBaHHs! Nikapcbkoro 3acoby y po3ainu
"dapmakonorivHi BnactusocTi’, "B3aemopis 3
iHLIMMM nikapcbkumy 3acobamu Ta iHWi BUam
B3aemogin", "OcobnuneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOcTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
[o3n" 3rigHo 3 iHhopmMaui€eto Woao MeanyHoro
3acTOCyBaHHsi pehepeHTHOro nikapcbKoro
3acoby (Strepfen® 8,75 mg lozenges Reckitt
Benckiser Healthcare B.V) BeeaeHHs 3miH
NPOTArom 6-Tu MicAUIB 3 4aTW 3aTBEPAKEHHS.
3MmiHu | Tuny - 3MiHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUiT Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 besnekn
3aCTOCyBaHHsI NikapCcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCHNIOKEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AochigXeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHI [0
IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu
"MpoTunokasaHHs", "OcobnmBocCTi
3actocyBaHHs", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaat”, "Cnocib
3acToCyBaHHA Ta [o3u" BignoBigHoO 40
OHOBIIEHOI iHchopmalii 3 6esneku aitoyol
peyoBuHM BBeaeHHS 3MiH NpoTArom 6-tu
MicsLIB 3 JaTV 3aTBEPKEHHS

be3
peuenma

nidnsieae

UA/19961/01/01

22.

AHI.HET®CNP
EWN

crpew Ans poToBoi
NOPOXHWHK, 1,5
mr/mn; no 30 mny
drakoHi 3
[03YH04OI0 MOMIMOIO
Ta KOBMaykom, no 1
¢nakoHy 3

TOB
"IHPAPMA
Tpenginr"

JlaTBiicbk
a
Pecnybnik
a

NNABOPATOPIYM
CAHITATIC C.J1.

IcnaHisa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHK). OHOBNEHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBKW NiKapCbKoro
3acoby.

6e3
peuenma

UA/19962/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HacagKoto-
posnunioBayem y
KapTOHHIN nayui
23.| AHTUKATAPA NOPOLLIOK ANA CninbHe Ykpaina JTABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/7810/01/01
n oparnbHOro po34nHy YKpaiHCbKO- AJTKATTA ®APMA, 3MiHW | Tuny - 3miHn Wwoao peuenma
no 10 nakeTukie 3 icnaHcbke C.JL 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
NOPOLLIKOM Y nauui 3 nignpvemMcTs 3MiHa y KOpOTKin XapakTepucTuLi nikapcbkoro
KapTOHY o "Cnepko 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
YkpaiHa" MeLMYHOro 3acToCyBaHHA Ha niacrasi
perynspHO OHOBIOBAHOrO 3BiTY 3 6eanekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbKkoro 3acoby B
nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YMOBHOBAXEHNM OpraHoMm).
3MiHV BHeceHo o IHCTpyKLii Ans meguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao posgainis
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHA" LWoA0 Ge3nekn 3acTocyBaHHSA
AitoY0i pevoBuHU NapawueTamon BiAnoBigHO A0
pekomeHgauin PRAC. BeegeHHs 3MiH NpoTsirom
6-TW MicAUiB Nicns 3aTBEPAXEHHS.
24.| ACMOHT TabneTkn, BKpUTI Tosapucteo Ykpaina nakyBaHHs i3 in Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/18335/01/01
NniBKOBOIO 3 bulk Bupo6Huka 3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT peuenmom
obornoHkoto, no 10 obmexeHo Ixenedapm C.A,, BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
Mr, no 7 TabneTok y Bignosigans peuis Ta Bunyck €Bponevicbkin apmakonei/moHorpadii.
6nicTepi; no 4 HicTIO cepii: ToBapucTeo MopaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
Gnictepu B nayui "Arpochapm" 3 06MeXeHo BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BiAnoBiganbHICTO BigNOBIgHOCTI €BponeWchkin dapmakonei: ons
"Arpodapm”, A®I; ansa sBuxigHoro
YKpaiHa; KOHTporb matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
AKOCTi: BMKOPWCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
ToBapucTtBo 3 [OOMNOMiXHOT peqoBuHU (cepTudikat
obmexeHoto BignoBigHocTi €Bponeinchkii hapmakonei) -
BignoBiganbHicTo OHoBneHnr ceptudpikat Bifg yXxe 3aTBEPIKEHOro
"Hatyp+", YkpaiHa BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
BignoBigHocTi €Bponenchkii papmakonei Ne R1-
CEP 2012-003 - Rev 01 (3atBepaxeHo: R1-CEP
2012-003 - Rev 00) ans A®I moHTenykacty
HaTpito Bif BXXe 3aTBepAKEeHOro BUPOOHMKa
MOREPEN LABORATORIES LIMITED, Ingis
25.| ACMOHT TabneTku xxyBanbHi ToBapucTBo YkpaiHa nakyBaHHs i3 in YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a - UA/18335/02/01
no4 wmr,no7 3 bulk Bupo6Huka 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuernmom
TabneTtok y onictepi; | obmexeHor Ixenedapm C.A., BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
no 4 6nictepu B Bignosiganb "peuis Ta BUNyck €Bponevicbkinn dapmakonei/MoHorpadii.
nauui HiCTIO cepii: ToBapucTBo MogaHHA HoBOro abo oHoBMEHOro cepTudikara
"Arpocapm” 3 obmexeHoto BiANoBigHOCTi abo BUny4eHHs cepTudikata

BiANOBiganbHICTIO

BigNOBIAHOCTI €BponeWnchbkin dapmakonei: Ans
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
"Arpodapm", A®I; gns BuxigHoro
YKpaiHa; KOHTpOrb matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
SAKOCTI: BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
ToBapwucTBoO 3 [OMOMDKHOI peqoBUHM (cepTudikaT
obmexeHoto BiANoBigHOCTI €Bponencokin hapmakonei) -
BiANOBIgANbHICTIO OHoBReHui ceptudikat Big, y>xe 3aTBepAXeHOro
"Hatyp+", YkpaiHa BMPOOHMKA - NOAAHHSI OHOBMIEHOrO cepTudikaTa
BiAnoBigHOCTI €Bponencokin papmakonei Ne R1-
CEP 2012-003 - Rev 01 (3aTBepaxeHo: R1-CEP
2012-003 - Rev 00) anst A®l MmoHTenykacty
HaTpilo BiA BXe 3aTBEPAKEHOro BUPOOHMKa
MOREPEN LABORATORIES LIMITED, IHgis
26.| ACMOHT TabneTku XyBanbHi ToBapucTeo YkpaiHa nakyBaHH4 i3 in YkpaiHa BHECEHHS 3MiH 0O peecTpaLinHuX maTepianis: 3a - UA/18335/02/02
no5wmr,no7 3 bulk BupobHuka 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
TabneTtok y 6nictepi; | obmexeHoto IxeHedapm C.A., BignosigHocTi/E-cepTudikaT BignoBigHoCTI
no 4 Gnictepu B Bignosiganb [peuisa Ta Bunyck €Bponeiickkin hapmakonei/MoHorpadii.
navui HiCTIO cepii: ToBapncTBo [MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa
"Arpochapm"” 3 06meXeHo BignoBigHocTi abo BUNyYeHHs cepTudikata
BiANOBIgaNbHICTIO BignoBigHOCTI €BponeWichbkin dhapmakonei: ons
"Arpodhapm”, A®I; onsa BuxigHOro
YkpaiHa; KOHTPOISb maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
SAKOCTI: BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
ToBapucTso 3 [OMOMIXKHOI peqoBuHU (cepTudikar
oBMmexeHo BignoBigHocTi €Bponencokii hapmakonei) -
BiANoOBiganbHICTIO OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHOro
"Hatyp+", YkpaiHa BUPOBHMKa - NOAAHHSI OHOBMNEHOrO cepTudikata
BignoBigHocTi €Bponeicekii papmakonei Ne R1-
CEP 2012-003 - Rev 01 (3aTBepaxeHo: R1-CEP
2012-003 - Rev 00) anst A®I MmoHTEnykacty
HaTpilo Bi BXe 3aTBEPAXXEHOro BUPOOHMKa
MOREPEN LABORATORIES LIMITED, IHgis
27.| ACMOHT TabneTku xxyBanbHi ToBapwuctBo Ykpaina Ixenedapm C.A. Mpeuis BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: - - UA/18336/02/01
no 4 wr, in bulk: no 3 3MiHu | Tuny - 3MiHn 3 sikocTi. CepTuddikaT
450, 550 abo 680 obmexeHo BignosigHocTi/lE-cepTudikat BignosigHoCTi
GnictepiB Ne 7 y Bignosigans €Bponevicbkin apmakonei/moHorpadii.
TPaHCMOPTHNX HicTIO MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
(kapTOHHMX) "Arpodhapm" BignoBigHoCTi abo BUNy4eHHs cepTudikata
Kopobkax

BigNoBIgHOCTI €BponeWichkin hapmakonei: ans
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOIO NPoAyKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
[OMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponeincbkiii hapmakonei) -
OHoBReHnn cepTudikat Big, y>xe 3aTBEpAXEHOro
BUpOGHMKa. MNogaHHs oHoBneHoro CepTtudikaty
BignoBigHocTi €Bponeicekii ®apmakonei R1-
CEP 2012- 003-Rev 01 Big 3aTBEPOKEHOIO
BMpoGHMKa «Morepen Laboratories Limited»,
IHAis Aito4oi peYoBMHU MOHTENYKACTy HaTpilo B
3B’3Ky 3 3MiHOW agpecu BupobHuka Nenter &
Co. INC. npomi>XHOro NpoaykTy (3aTBEpAKEHO:




29 [TpomoBxkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa

sionycky yeaHHs* | peecmpauiliHo20
3acoby ynakoeka) noceid4yeHHs1

R1-CEP 2012- 003-Rev 00; Production of
intermediate(s): NENTER & Co. INC. 197,
Oriental Road High-Tech Development Zone
China-434 000 Jingzhou, Hubei Province;
MUDANJIANG HENGYUAN
PHARMACEUTICAL LIMITED BY SHARE LTD.
No. 332, Daqing street Aimin District China-157
000 Mudanjiang City, Heilong Province;
Production of Montelukast sodium: MOREPEN
LABORATORIES LIMITED Village & PO —
Masulkhana-Parwanoo District Solan India-173
220 Masulkhana, Himachal Pradesh;
3anponoHoBaHo: R1-CEP 2012- 003-Rev 01;
Production of intermediate(s): NENTER & Co.
INC. No. 118, Shenzhen Avenue, Jingzhou
Development Zone, China-434 000 Jingzhou,
Hubei Province; MUDANJIANG HENGYUAN
PHARMACEUTICAL LIMITED BY SHARE LTD.
No. 332, Daging street Aimin District China-157
000 Mudanjiang City, Heilong Province;
Production of Montelukast sodium: MOREPEN
LABORATORIES LIMITED Village & PO —
Masulkhana-Parwanoo District Solan India-173

220 Masulkhana, Himachal Pradesh).
28.| ACMOHT TabneTku xxyBanbHi ToBapuctBo YkpaiHa Dxenedapm C.A. Mpeuis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: - - UA/18336/02/02
no 5 wr, in bulk: no 3 3MiHn | Tuny - 3MmiHn 3 skocTi. CepTuddikat
450, 550 abo 680 obmexeHo BignosigHocTi/l'E-cepTudikat BignosigHoCTi
Gnictepia N2 7 y Bignosigans €sponeicbkii hapmakonei/moHorpadii.
TPaHCMOPTHUX HiCTIO MogaHHA HoBOro abo oHoBreHoro cepTudikara
(kapTOHHMX) "Arpodhapm" BignoBigHOCTi abo BUny4eHHs cepTudikata
Kopobkax BignoBigHocCTi EBponenchkii hapmakonei: ons

A®I; onsa BuxigHoOro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHW cepTudikaT Bif ye 3aTBepaKeHOro
BUpobHMKa. MogaHHsA oHoBneHoro CepTudikaty
BignoBigHocTi €Bponeicekii ®apmakonei R1-
CEP 2012- 003-Rev 01 Big 3aTBEpOXEHOMO
BUpobHuka «Morepen Laboratories Limited»,
IHAis Aito4oi peYoBMHU MOHTENYKaCTy HaTpilo B
3B’s13Ky 3 3MiHOK agpecyu BupobHuka Nenter &
Co. INC. npomixHOro NpoayKTy (3aTBEPMAXEHO:
R1-CEP 2012- 003-Rev 00; Production of
intermediate(s): NENTER & Co. INC. 197,
Oriental Road High-Tech Development Zone
China-434 000 Jingzhou, Hubei Province;
MUDANJIANG HENGYUAN
PHARMACEUTICAL LIMITED BY SHARE LTD.
No. 332, Daging street Aimin District China-157
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
000 Mudanijiang City, Heilong Province;
Production of Montelukast sodium: MOREPEN
LABORATORIES LIMITED Village & PO —
Masulkhana-Parwanoo District Solan India-173
220 Masulkhana, Himachal Pradesh;
3anpornoHoBaHo: R1-CEP 2012- 003-Rev 01;
Production of intermediate(s): NENTER & Co.
INC. No. 118, Shenzhen Avenue, Jingzhou
Development Zone, China-434 000 Jingzhou,
Hubei Province; MUDANJIANG HENGYUAN
PHARMACEUTICAL LIMITED BY SHARE LTD.
No. 332, Daging street Aimin District China-157
000 Mudanijiang City, Heilong Province;
Production of Montelukast sodium: MOREPEN
LABORATORIES LIMITED Village & PO —
Masulkhana-Parwanoo District Solan India-173
220 Masulkhana, Himachal Pradesh).
29.| ACMOHT TabneTtkn, BKPUTI ToBapucTBO YkpaiHa IxeHedapm C.A. peuis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - - UA/18336/01/01
NniBKOBOKO 3 3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat
obornoHkoto, no 10 obmexeHo BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
Mmr in bulk: no 520, Bignosiganb €Bponeickkii hapmakonei/MoHorpadii.
350 a6o 400 HiCTIO MogaHHA HoBoro abo oHoBReHoro cepTudikara
GnictepiB Ne 7 y "Arpochapm" BigNoBIgHOCTI abo BUNy4YeHHs ceptudikara
TPaHCMNOPTHUX BignoBigHOCTI €BponeWchbkin hapmakonei: ans
(kapTOHHMX) A®I; onsa BuxigHoro
Kopobkax

matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI API; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichbkin hapmakoner) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BMpOGHMKa. MNogaHHs oHoBneHoro CepTtudikaty
BignoBigHocTi €Bponenickkin Papmakonei R1-
CEP 2012- 003-Rev 01 Big 3aTBEpOXKEHOMO
BMpo6HMKa «Morepen Laboratories Limited»,
IHAia Ail4oi peyoBMHM MOHTENyKacTy HaTpilo B
3B’s13Ky 3 3MiHOW agpecu BupobHuka Nenter &
Co. INC. npomixxHOro NpoAyKTY (3aTBEPMAXEHO:
R1-CEP 2012- 003-Rev 00; Production of
intermediate(s): NENTER & Co. INC. 197,
Oriental Road High-Tech Development Zone
China-434 000 Jingzhou, Hubei Province;
MUDANJIANG HENGYUAN
PHARMACEUTICAL LIMITED BY SHARE LTD.
No. 332, Daqing street Aimin District China-157
000 Mudanjiang City, Heilong Province;
Production of Montelukast sodium: MOREPEN
LABORATORIES LIMITED Village & PO —
Masulkhana-Parwanoo District Solan India-173
220 Masulkhana, Himachal Pradesh;
3anpornoHoBaHo: R1-CEP 2012- 003-Rev 01;
Production of intermediate(s): NENTER & Co.
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
INC. No. 118, Shenzhen Avenue, Jingzhou
Development Zone, China-434 000 Jingzhou,
Hubei Province; MUDANJIANG HENGYUAN
PHARMACEUTICAL LIMITED BY SHARE LTD.
No. 332, Daging street Aimin District China-157
000 Mudanijiang City, Heilong Province;
Production of Montelukast sodium: MOREPEN
LABORATORIES LIMITED Village & PO —
Masulkhana-Parwanoo District Solan India-173
220 Masulkhana, Himachal Pradesh).
30.| ACTAIIH aeposorb Lwvnna Ira. IHAisA Lnnna Ira. (FOHiT IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16916/01/01
(cycneHsis) gns 1)) 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom
iHransauin, 100 BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
mkr/gosy no 200 fo3 €sponevicbkin apmakonei/moHorpadii.
Y KOHTEeWHepi 3 MogaHHA HoBoro abo oHoBReHoro cepTudikara
[,03YH4UM BignoBigHocCTi abo BUNyYeHHs cepTudikata
KnanaHom, BiANOBIAHOCTI €Bponencokiv hapmakonei: Ans
PO3NUMIOKYOL0 A®Il; ansa BuxiaHoro
Hacagkoto Ta matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
HaKOHEYHMKOM; no 1 BUKOPUCTOBYIOTBCS Yy BUPOOHULTBI ADI; ans
KOHTENHEpY Y [OMOMDKHOI peqoBUHM (cepTudikaT
KapTOHHIN ynakoBLj BignoBigHOCTI €Bponewicbkin hapmakoner) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa NoAaHHS OHOBEHOro cepTudikaTa
BignoBigHocTi €Bponeinchkini papmakonei Ne R1-
CEP 2011-314 - Rev 02 (3atBepaxeHo: R1-CEP
2011-314 - Rev 01) ansa A®l cansbytamony
cynbgarTy Big 3aTBepaxeHoro BupobHuka CIPLA
LTD., India.
31.| ATTAM/ KOHLeHTpaT Ans Mdpanzep CLA dPapmalis i CLA BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/16311/01/01
ATGAM NPUroTyBaHHS IHK. AngxoH KomnaHi 3MiHun Il Tuny - 3miHn Wwopo peuyenmom | nidnseae
NIM®OLIUTAP pOo34nHy Ans ninc 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
HUKA iHdpy3in no 50 mr/mn 3MiHU y KOPOTKili XapakTepucTuLj NnikapcbKoro
IMYHOINOBYN | no 5 mn B amnyni; 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
IH, no 5 amnyny MEeAMNYHOrO 3aCTOCYBaHHS Y 3B’3KY i3 HOBUMM
AHTUTUMOLIN KapTOHHIN navui LaHUMW 3 SIKOCTI, AOKMIHIMHUMW, KNiHIYHUMK
TAPHUA AaHVMU Ta AaHuMu 3 dhapmakoHarnsgy. 3miHu
rmoBYNniH BHECEHO [0 iHCTPYKLiT Anst MeguyHoro
(KIHCbKUI) 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis

"OcHoBHi hi3unko-ximi4Hi BnacTueocTi",
"MpoTunokasaHHs", "Baaemogis 3 iHwWnMmn
nikapcbknMu 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
no3n", "Mob6ivni peakuii" BignosiaHo oo
MaTtepianis peecTpauiiHoro JOCke, a TakoX
BHECEHHS pelaKTOPCbKMX NpaBokK A0 po3ainis
"®apmakokiHeTuka", "lNMokasaHHsA" Ta
"MepenosyBaHHs". 3miHn go po3ginis 2.3.P.1.
Description and composition of the drug product
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ta 3.2.P.1. Description and composition of the
drug product. TepmiH BBEAEHHS 3MiH MPOTArOM
12 micsliB nicnsi 3aTBEPOXKEHHS.
32.| ATEHOII-H TabneTku, BKPUTI [xeHom IHgis [>xeHom BioTek IHgis BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/10468/01/01
NNiBKOBOIO Biotek INBT. MeT. JITa. 3MiHun | Tvny - 3MiHmn Wwoao peuenmom
obonoHkoto, no 10 Jita. 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
TabneTok y cTpuni, BBeaeHHs1 abo 3MiHM [0 y3aranbHEeHWX AaHuX
no 1 ctpuny B npo cuctemy dapmakoHarnagy (BBegeHHs
KapTOHHOMY y3aranbHeHVX AaHnX Npo cucTemy
KoHBepTi, no 10 chapmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
KOHBEPTIB Y BigNoBiganbHoI 3a 34iNCHEHHSA
KapTOHHIl kopobui thapMakoHarnagy; KoHTakTHoi ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHSA
dapmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKITHOYAIOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnagy) 3miHa KOHTakTHOi ocobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag B
YKpaiHi.
[itoya pepakuis: WnHkapeHko JTiogmnna
KOpiiBHa. MponoHoBaHa pepakuis: BiniH CiHrx
Tomap. 3MiHa KOHTaAKTHUX JAaHUX KOHTaKTHOI
ocobu 3asBHKKa, BianoBiaanbHOI 3a
dapmakoHarnsg B YkpaiHi
33.| BETAK TabneTkn, BKpUTI Mepokemi Kinp Megokemi TITO Kinp BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a - UA/7563/01/01
NniBKOBOO nTa (LlenTpanbHun 3Minn | TUny - 3miHu Wwopo peuenmom
obornoHkoto, no 20 3aBop) 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
mr, no 10 TabneTok (iHwWi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS
y 6nictepi, no 3 NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKOro
Gnictepn y 3acoby, a came: KOHKPeTU3oBaHo iHdopmalLlito
KapTOHHiI kopobui LLIOAO NOroTuny 3asiBHMKA; AOMNOBHEHHS po3Ainis
iHdbopMaLlieto NPo HaHEeCEHHsT NepeMiHHMX
[aHux (cepisi, TepMiH NpuaaTHOCTI, faTa
BUIOTOBIIEHHS, PEECTPALifiHE NOCBIAYEHHST).
TepmiH BBeAEHHS 3MiH NpoTaroM 3 micauiB nicns
3aTBEpPAKEHHSA
34.| BETAK TabneTku, BKpUTI Mepokemi Kinp Megokemi TITO Kinp BHECEHHS1 3MiH O peecTpauinHmMX maTepianis: 3a - UA/7563/01/02
NniBKOBOO nTa (LlenTpanbHun 3MiHn | TUny - 3miHu Wwopo peuernmom
o6ornoHkoto, no 10 3aBon) 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
mr, no 10 TabneTok (iHwWi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS!
y 6nicTepi, no 3 NEepPBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro
Gnictepn y 3acoby, a came: KOHKPETU30BaHO iHhopMaLlito
KapTOHHiI kopobuyi LLIOAO NOroTuny 3asiBHMKA; AOMOBHEHHS pO3Ainis
iHcpopMmaLlieto Npo HaHeCEeHHS NepeMiHHKX
[aHuX (cepisi, TepMiH NpuaaTHOCTI, faTa
BUIOTOBIEHHS, PEECTPALifiHE NOCBIAYEHHS).
TepmiH BBeAEHHS 3MiH NpOTAroM 3 micauiB nicns
3aTBEpAKEHHSA
35.| BET®EP 1A NOPOLLIOK Ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiHMX maTepianis: 3a - UA/15462/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nnc po3umHy gns iH'ekuin | "BIOPAPMA "BIODAPMA" 3MmiHn | TMny - 3MiHK 3 sKocTi. FoToBMNA peuenmom
no 6000000 MO (30 " nikapcbkuin 3aci6. Cuctema
MKr); 1 donakoH 3 KOHTeWHep/3akynoptoBanbHuii 3aci6. 3miHa
NOPOLLKOM Y napameTpiB cneuudikadin Ta/abo gonycTummx
KOMMNeKTi 3 1 MEX MEePBUHHOI YMaKOBKM FOTOBOrO MiKapCbKoro
amMnyrnoto 3 3acoby (iHLWi 3MiHK) - 3MiHa ONYCTUMUX MEX
PO34YNHHUKOM MO 1 06’emy 0,01M po34MHYy KMCNOTH
mn (Boga 4ns XINopucToBOAHEBOI P Anst BU3HaYeHHs
iH'eKUin cTepunbHa) NOBEPXHEBOI MAPONITUYHOI CTIAKOCTI
y 6nictepi; no 1 BHYTPILLUHbOI NOBEPXHi y cneuudikauii BXigHoro
bnictepy y naydi 3 KOHTPOIO Ha amnynu cknsiHi o6’emom 2 mn,
KapTOHY; 4 dhnakoHn BianosigHo Ao [donoBHeHHsA Ne6 [dY.
3 MOPOLLKOM Y 3aTBepaxeHo
KOMMMekTi 3 4 [MoBepxHeBa rigponiT4Ha CTiNKICTb BHYTPILLHLOI
amnynamu 3 noeepxHi He Ginbwe 1,3 mn 0,01 M po3unHy
PO34YMHHUKOM MO 1 KMCNOTN XNopucToBogHeBoi P
M (Boga Ans 3anponoHoBaHo
iH'ekUin cTepunbHa) [NoBepxHeBa rigponiTMYHa CTINKICTb BHYTPILLUHLOT
y 6nicTepi; no 1 noeepxHi He GinbLwe 1,6 mn 0,01 M po3ynHy
Gnictepy y nayui 3 KMCNoTU XIopucToBogHeBoi P
KapTOHY
36.| BPIHEMPA PO34MH NS iHDY3in, BioMapuH IpnaHgis rotToBumn Himeuumnna/ BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/16841/01/01
30 mr/mn; no 5 mn IHTEepHeLwwHN nikapcbkuii 3acib: IpnaHais/ 3MiHn | TUny - 3miHn Wwopo peuernmom
PO34mMHY Ans Nimiten 0o6pobka CronyyeHi 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy.
iHDY3in y nikapcbKkoro WraTtn BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
npo3opomy 3acoby Ta Awmepuikun/ npo cuctemy dapmakoHarnsgy (BBegeHHs
CKINSIHOMY ¢priakoHi nepBuHHe Benukobput y3aranbHeHVX AaHnX Npo cucTemy
(ckno | Tuny), nakyBaHHs aHis dapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
3aKynopeHomy (HanoBHEHHs1 BignoBiganbHoI 3a 34iMCHEHHSA
npo6koto roToBUM hapmakoHarnsigy; KOHTakTHoi ocobu 3
(byTnnkay4yk) Ta nikapcbknum hapmakoHarnsigy 3asiBHUKa Ans 30iNCHEHHS
06TUCHYTOMY 3acobom) Ta dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa
arntoMmiHieBoto BUNpoByBaHHs BigMiHHa Bi yNnoBHOBaXeHOi ocobu,

Kpuwkoto Tuny flip-
off seal 3
nnacTUKoBUM
KOBMa4koOM 3eneHoro
Konbopy; no 2
dnakoHu 3
PO34MHOM Anst
iHdpy3in y koMnnekTi
3 1 chnakoHom 3

KOHTPOMIO SIKOCTi
(koHTpOnb B
npoueci
BMPOGHMUTBA:
ineHTndikaLis,
Bi3yanbHuUn
KOHTpPO~b,
OioHaBaHTaXXeHHS
Ta KOHTPOnb Npu

BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-chaina cuctemu
hapmakoHarnsigy) 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
[itoya pepakuis: Oxenmc Hikkac / James
Nickas. MNponoHoBaHa peakuisi: Cto3aHHa
XenHoHeH / Susanna Heinonen. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXEHOI 0cobu

pO34YnHOM ANs BUMYCKY: 3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsg.
npomvBaHHs (Mo 5 CTEpUIbHICTb, 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,

M PO34MHYy Ans GakTepianbHi BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
NPOMUBAHHS Yy €HOOTOKCUHN) [itova pepakuis: MNopinuk Aptem
nposopomy PO34MH Ans Bonogmmuposwuy. NponoHoBaHa peaakuisi:
CKIMSAHOMY ChNaKoHi NPOMUBAHHS: Xinbko €BreHist OnekcaHapisHa.

(ckno | Tuny), 06pobka 3MiHa KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
3aKynopeHomy nikapcbKkoro 3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B
npo6koto 3acoby Ta YkpaiHi. 3miHa MicLie3Haxo4KeHHs1 MacTep-
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
(6yTnnkay4yk) Ta nepBuHHe danna cuctemu capmakoHarnagy.
06TUCHYTOMY nakyBaHHsi
arnoMiHieBoO (HanoBHEHHS!

Kpuwkoto Tuny flip-
off seal 3
nnacT1KoBUM
KOBMaYKOM XOBTOrO
Konbopy) B
KapTOHHIl kopobui

PO34MHOM Ans
NpoMMBaHHSA) Ta
BUNpobyBaHHSA
KOHTPOIO SIKOCTi
(koHTpoOnb B
npoueci
BUpOGHMUTBA:
ineHTndikauis,
Bi3yanbHWUi
KOHTPO~b,
BGioHaBaHTaXXeHHS,
KOHTPOrb Npu
BUMNYCKY:
CTEPUIbHICTB,
GakTepianbHi
€HOOTOKCUHM)
Bettep ®apma-
®epTiryHr TM6X i
Ko. KI', HimevunHa
rotoBuin
nikapcbkuii 3acio:
BUNpoByBaHHs
KOHTPOMIO SKOCTi
(koHTponb B
npoueci
BMPOGHMLTBA:
iaeHTuiKaLis,
Bi3yanbHuUn
KOHTPOIb,
GioHaBaHTaXXeHHS
Ta KOHTPOIb Npu
BUMNYCKY:
CTEPUIBHICTB,
GakTepianbHi
€HOOTOKCUHN)
pPO34nH ansi
NPOMUVBaHHS:
BUNpobyBaHHsA
KOHTPOIO AKOCTI
(koHTpoOnb B
npoveci
BMPOGHMLTBA:
iaeHTudiKaLis,
BidyanbHuUin
KOHTPOrb,
GioHaBaHTaXXeHHS
Ta KOHTPOIb Npwu
BUMNYCKY:




35 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

CTEPUNBHICTb,
GakTepianbHi
€HOOTOKCUHM)
BeTttep ®apma-
®epriryHr Tm6X i
Ko. KI', HimeyuynHa
rotoBumn
nikapcbkuin 3acio:
BTOPUHHE
nakyBaHHsi
(mapkyBaHHA Ta
npowec KiHLEeBOro
nakyBaHHs1)
PO34mMH Ans
NPOMMVBaHHS:
BTOPUHHE
nakyBaHHsi
(MapkyBaHHs Ta
npouec KiHLEeBOro
nakyBaHHs)
Anmak ®apma
Cepsices
(AnpreHa)
JimiTea, lpnangis
rotoBumn
nikapcbkuii 3acio:
BUNpoByBaHHs
KOHTPOIO SIKOCTi
(koHTpOnb B
npoueci
BMPOGHMUTBA:
ineHTndikauis) Ta
BUNpoByBaHHs
cTabinbHoCTi
PO34mnH Ans
NPOMVBaHHS:
0b6pobka
nikapcbKoro
3acoby
(BPOGHULTBO
Hepo3chacoBaHOro
NPOMiXKHOro
pO34uHy ons
NpoMMBaHHSA) Ta
BUNpobyBaHHsA
KOHTPOIO SIKOCTi
(koHTpoOnb B
npoveci
BMPOGHMLTBA:
ineHTndikauia Ta
BUNPOOYBaHHSA




Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky

3asieHuK

Kpaina

Bupo6bHuk
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Kpaina
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3acoby

(nikapcbka ¢ghopma,
ynakoeka)

3asieHUKa

cTabinbHOCTI)

eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BioMapuH
dapmackioTrkan
IHK., CnonyyeHi
LWratn Amepuku
rotoBumn
nikapcbkuii 3acio:
36epiraHHs Ta
BUNpoOyBaHHSA
KOHTPOMIO AKOCTI
(koHTpoOnb B
npoueci
BUpOGHMUTBA:
BidyanbHun
KOHTPOrb)
pO34vH Ans
NPOMUBAHHS:
30epiraHHs Ta
BUNpobyBaHHSA
KOHTPOMIO SKOCTi
(KOHTpOIb B
npoueci
BMPOGHMLTBA:
Bi3yanbHun
KOHTpOrb)
Bettep ®apma-
®epTiryHr FTM6X i
Ko. KI', HimeyunHa
rotoBuin
nikapcbkuii 3aci6:
BUNpoByBaHHs
KOHTPOMIO SKOCTi
(koHTpoOnb Npu
BUMYCKY: KPiM
CTepUnbHOCTI) Ta
BUNpobyBaHHs
cTabinbHocTi Ta
BUMNYCK cepii
pPO34nH ansi
NPOMUBAHHS:
0obpobka
nikapcbKoro
3acoby
(BMPOBHMLTBO
Hepo3dacoBaHoro
NPOMIiXXHOrO
PO34MHy Ans
NpoMMBaHHSA) Ta
BUNpPOBYyBaHHs
KOHTPOJIO AKOCTi

(KOHTpOIb B
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npoueci
BMPOOHMLTBA:
ineHTndikauia,
KOHTpPOrb Npu
BUNYCKY: KpPiM
CTEPWUIIbHOCTI),
BUNpoOyBaHHSA
cTabinbHocTi Ta
BUNYCK cepii
BioMapwuH
IHTEepHeLwHN
JlimiTea, lpnangis
rotoBumn
nikapcbkuii 3acib:
BTOPUHHE
nakyBaHHsi
(mapkyBaHHA Ta
npowec KiHLEeBOro
nakyBaHHs1)
pPO34WH Ansi
NPOMMVBaHHS:
BTOPUHHE
nakyBaHHs
AnpgepcoHbpekoH
(KOK) NimiTen,
BenunkobputaHis
37.| BPOHXOMYLMW | cupon 5 % no 120 mn Ykpaina TOB "Apnimeg" Pecnybnika BHECEHHS 3MiH 0 peecTpauifHuX MaTepianis: bes - UA/14603/01/02
H M cupony B "TMEQEKC” BipmeHis 3MiHu | TUnYy - 3miHun Wwopo peuenma
CKNSAHOMY (praKoHi; 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy.
no 1 dnakoHy B BeeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
KapTOHHiI kopobui npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 34iINCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWwo BoHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-channa cuctemm
hapmakoHarnsigy) 3miHa yrnoBHoOBaxeHoi ocobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsag.
[itoua pepakuis: MN'yaseHko AHapin
OnekcaHgpoBud. MponoHoBaHa peaakuisi:
InaToBa Mupocnasa tOpiiBHa. 3MiHa KOHTaKTHMX
[aHUX YNOBHOBaXEHOT 0COOM 3asiBHYMKA,
BignosiganbHoI 3a dhapMakoHarnsg
38.| BYCTPUKC cycneHsisa ans makcoCwmit Benvka nakcoCmiTKnsinH Benbris BHECEHHS1 3MiH 4O peecTpauiHuX maTepianis: 3a - UA/14955/01/01
KOMBIHOBAH iH'ekuin, 0,5 KnanH BpuTaHis Bionogxikans C.A. 3MmiHn | TMny - 3miHK 3 sKocTi. [oToBMIA peuenmom
A BAKUUHA mn/gosy, no 1 gosiy Ekcnopt nikapcbkuii 3aci6. KoHTponb rotoBoro




38 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
and nonepegHbO JlimiTen nikapcbkoro 3acoby (iHwi 3MiHM) - [1oNOBHEHHS
MPO®INAKTUK | HanoBHeHOMy A0 onucy aHaniTu4Hnx metoamk y MKA
N OUNDTEPII, wnpwui; no 1 CTOCOBHO MOXITMBOCTiI BUKOPUCTaHHA
NMPABLUA, nonepegHbO eKBiBaNeHTHUX CTaHOapTHUX 3pasKiB y
KALLUJIOKY HanoBHEHOMY MeTOAMKax, Ae 3a3HadyeHa KOHKpeTHa cepis
(ALENIONAPH LINpu1Ly y KOMMNIEeKTi cTaHgapTHOro 3pasky. PefakuinHi npaBku no
71 3 ABOMa rofikamv B TekcTy MKA. TepmiH BBEAEHHSA 3MiH - NPOTSArom
KOMIMOHEHT) nnacTMKoBoMy 6 micauis nicns 3aTBepAXKEHHS
(AOCOPBOBA KOHTeWHepi; no 1
HA, 3I KOHTEWHEpY Y
SMEHLUEHUM KapTOHHIN kopobui
BMICTOM
AHTUTEHIB)
39.| BYCTPUKC cycneHsia ans "makcoCwmit Benuka nakcoCmiTKnsnH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/15071/01/01
nonio iH'ekuin no 1 goasi KnainH BpuTtaHia Bionogxikans C.A. 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA peuenmom
KOMBIHOBAH (0,5 mn/gosy), no 1 Ekcropt nikapcbkuii 3aci6. KoHTponb rotoBoro
A BAKLUUHA A03i y nonepeaHso Timiteq nikapcbKkoro 3acoby (iHwi 3MiHK). [JONOBHEHHS
ansa HanoBHEHOMY [0 onucy aHaniTM4Hnx metoamk y MKA
MPO®IIAKTUK | wnpwui; no 1 CTOCOBHO MOXITMBOCTiI BUKOPUCTaHHSA
U QUG TEPI, nonepeaHLo €KBiBaNEHTHIX CTaHAAPTHUX 3paskiB y
NPABLUA, HanoBHEHOMY MeTOoAMKax, Ae 3a3HavyeHa KOHKpeTHa cepis
KALUJTIOKY LINpULY Y KOMMNIEKTI cTaHgapTHOro 3pasky. PegakuinHi npaBkm no
(ALENONAPH 3 ABOMa rofnikamv B Tekcty MKA. TepmiH BBeAEHHS 3MiH - NPOTAroM
1] nNnacTuKoBoMy 6 micauiB nicnsa 3aTBepAXEeHHS.
KOMMOHEHT) KOHTeWHepi; no 1
TA KOHTEeWHepy y
NONIOMIENITY | kapTOHHI Kopobui
(IHAKTUBOBA
HA)
(AOCOPBOBA
HA, 3I
SMEHLUEHUAM
BMICTOM
AHTUTEHIB)
40.| BAPUIPUKC™ / | niocpinizaT onsa "makcoCwmit Benvka "nakcoCmiTKnanH Beneris BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a - UA/15966/01/01
VARILRIX™ PO34MHY AnS iH'eKLin KnsanH BpuTaHis Bionogxikans C.A. 3miHu | TNy - 3miHKM 3 sikocTi. MoToBUIA peuenmom
BAKUUWHA OANA | no 1 gosi; 1 donakoH Ekcnopt nikapcbkuii 3aci6. Cuctema
MPO®IIAKTUK | 3 niocinizatom Ta 1 TimiTen KOHTEMHep/3akynoproBanbHuii 3aci6. 3miHa y
M BITPAHOI amnyna 3 MeToAax BUNPOoOyBaHHS NEPBUHHOI YNAKOBKM
BICMU XXUBA PO34MHHUKOM (BOAA rOTOBOrO MikapcbKoro 3acoby (iHLi 3MiHW y
ATEHYMOBAH ans iH'ekyin) B MeTofax BUNpobyBaHb (BKMOYarumn 3amiHy abo
A nnacT1koBoMy fopaBaHHs1)) 3amiHa MeToay KOHTPOMo Ans

KOHTelHepi B
KapTOHHiI kopoOuyj;

1 donakoH 3
niodpinizatom Ta 1
nonepeaHL0
HanoBHeHWIA WnpuLy
3 PO34YNHHWKOM
(Boga Ans iH'exuin) y
KOMMMEKTi 3 ABOMa

BW3HAYEHHS KifbKOCTi CUMNIKOHY Ha MOBEPXHI
rymoBuMx npobok chnakoHis 3 metogy ®yp'e-14-
cnektpockonist (FTIR) y po3uuHi,
eKcTparoBaHomy 3 Npobok 3a A0MOMOrolo
XrnopodpopMy, Ha METOZ CUMIKOHOBOIO
nornvHanHs (SILA), siKUii BUKOHYETbCSI
6e3nocepeHbO Ha ryMoBux npobkax. Kputepii
NPUAHATHOCTI 3anuLaTbes 6e3 3MiH
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

rornkamu B
nnacTnkKoBomy
KOHTENHepi B
KapTOHHi KOpoOLyi;
100 dnakoHis 3
niocpinisatom Ta 100
amnyn 3
PO34MHHMKOM (BOAA
ans iH'ekuin) (8
YapyHKOBIn
ynakoBLi) B OKpeMUx
KapTOHHUX KOpobKax

41.

BECCENN AYE
(0]

Kancynu m'ski no
250 N10; no 25
kancyn y énicrepi;
no 2 6nictepu B
KapTOHHIN kopobLi

Anbdacirma
C.n.A.

ITania

Anbdacirma
C.n.A., Itanis;
KaTtaneHT ITania
C.n.A., ltanis

ITania

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®I; onsa BuxigHOro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AonomixHoi pevosuHu (ME-ceptudikat
BiNOBIgHOCTI €BponeWchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo JOMOMiIXKHOI pe4oBuHM) - HoBuiA
cepTuddikat ons BUXigHOro
maTepiany/peareHTy/npoMixXHOro NPoAYKTy abo
[OMOMIDKHOI pe4OBUHM Bi HOBOTO abo Bxe
3aTBEpOKEHOro BUPOGHUKa - MoAaHHS HOBOro
'E-cepTudcpikaTa BignosigHocTi €Bponenchkin
dapmakonei Ne R1-CEP 2000-140 Rev 04 ans
)KenaTuHy Bif, HOBOrO anbTepHaTUBHOIO
Bupo6Hka TESSENDERLO GROUP N.V. 3miHn
| TMny - 3MiHu 3 skocTi. CepTudikart
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkinn apmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®I; onsa BuxiaHoOro
marepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, L0
BUKOPUCTOBYOTBLCS Y BUPOOHUMLTBI ADIl; ans
nonomixHoi pevosuHu (FE-cepTudikat
BiQNOBIgHOCTI €Bponelickkin chapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/NpoMiXXHOro
npoaykTy abo AONOMIDKHOI pEYOBUHM) -
OHoBneHWI cepTudikart Bif BXe 3aTBEPAKEHOIO
BMPOGHMKa - nogaHHs oHoneHoro ME-
cepTugikaTa BignoBigHOCTi €BponeichbKii
dapmakonei Ne R1-CEP 2001-424 - Rev 03

3a
peuenmom

UA/8123/02/01




40 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

(3aTBepakeHo: R1-CEP 2001-424 - Rev 02) gns
)XenaTuHy Bif 3aTBEPOKEHOrO BUPOGHMKA
GELITA Group.
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€Bponeickki thapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BiANoBigHOCTI abo BUNy4eHHsi cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ans
A®I; onsa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
[onomixHoi pevoBuHu (ME-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npomMixxHoro
npoaykTy abo AONOMiPKHOI peHOBUHM) -
OHoBneHnn cepTudikar Bif BXe 3aTBEPA>KEHOrO
BUPOGHMKA - NogaHHs oHoBneHoro E-
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei Ne R1-CEP 2000-116 - Rev 02
(3aTBepakeHo: R1-CEP 2000-116 - Rev 01) gns
XenaTuHy Bif 3aTBEpOXXEHOro BUPOGHMKa
GELITA Group. 3miHu | Tuny - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/MoHorpadgii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXiQHOro MaTtepiany/peareHTy/npoMi>XHOro
NpoOAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona gonomixHoi peyosuHu (FE-cepTudikar
BigMNoOBigHOCTI E€Bponeichkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
npoaykTy abo AONOMIXKHOI pevoBUHN) -
OHoBneHnn cepTudikar Bif BXe 3aTBEPPKEHOrO
BUPOGHMKa - NogaHHs oHoneHoro ME-
cepTudgikaTa BignoBigHOCTIi €Bponeichbkii
dapmakonei Ne R1-CEP 2003-172 Rev 01
(3aTBepmxeHo: R1-CEP 2003-172 Rev 00) ans
XXenaTuHy Bif, 3aTBepAXXeHOro BUpo6HMKa
GELITA Group. 3miHu | Tuny - 3MiHM 3 SIKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiZNOBIQHOCTI €BpoOnenchkin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikarta BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXiQHOrO Matepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI
A®I; gnsa ponomixHoi pevoBuHu (ME-ceptudpikat




41 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BiZNOBIgHOCTI €BponeWchkin hapmakonei ons
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo JONOMPKHOI peHOBUHM) -
OHoBReHWI cepTudikaT Bifg BXe 3aTBepAKEHOro
BUPOGHMKa - nogaHHs oHoereHoro ME-
cepTudikaTa BignoBigHOCTI €Bponenchkii
dapmakonei Ne R1-CEP 2003-172 Rev 02 gns
XenaTuHy Bif 3aTBepAXXeHOro BUpobHuka
GELITA Group. 3MiHu | Tuny - 3miHn 3 sikocTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €BpONEenchKiin
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikarta BianosigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXiZHOrO MaTepiany/peareHTy/npoMixXHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOBOHULTBI
A®l; gns ponomixHoi pevoBuHu (ME-cepTudikat
BiNOBIgHOCTI €BponeWchkin hapmakonei ons
Adl/BnxigHoro matepiany/peareHTy/npomixXHOro
npoaykTy abo AONOMiPKHOI peHOBUHM) -
OHoBReHWI cepTudikaT Bif BXXe 3aTBepAKEHOro
BMPOGHMKA -
nogaHHs oHoBneHoro NE-cepTudikata
BignoBigHocTi €Bponenchkii papmakonei Ne R1-
CEP 2003-172 Rev 03 gns xenatuHy Big
3aTBepakeHoro BupobHuka GELITA Group.
42.| BI3OMTUK Kpanni O4Hi, pO34mH, dapmauesT Monbwa Bapluascbkuii Monbwa BHECEHHS1 3MiH O peecTpauinHMX maTtepianis: bes - UA/14935/01/01
0,5mMr/Mnno 5 mny WYHWI 3aBOf, dapmaueBTUYHUIA 3MiHn |l Tuny - 3MmiHn 3 akocTi. AL, (iHWwi 3miHK) peuenma
rakoHi 3 “Monbdapm 3aBog lNMonbda oHoBreHHs DMF Ha gitovy peqoBuHYy
KpanenbHuuero i a” C.A. AT, MonbLa; TETPU30MiHy rigpoxnopuay Big 3aTBepAXeHOoro
KPULLIKOKO 3 dapmaueBTUYHUIA BMpo6Huka Scandicci srl (S.1.M.S. srl Societa
rapaHTinHUM 3aBof Italiana Medicinali), ltaly (3aTBepaxeHo: Rev no.
Kinbuem; no 2 "MONb®APMA" 04 of June 2009); 3anponoHoBaHo: Rev no. 05 of
dnakoHu B C.A,, MNonbLa July 2019).
KapTOHHiI kopobuyj;
no 0,5mny
nnacTKoBOMy
drakoHi
0HOPa3oBOro
BMKOPUCTaHHS; Mo
12 dpnakoHis B
KapTOHHIl kopobui
43.| BIMNAT® TabneTkn, BKpUTI HOCBb Beneris BUPOBHUK Benbris/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/10825/01/01
NNiBKOBOIO dapma C.A. Hepo3adhacoBaHoI HimeuunHa 3miHu | TNy - 3miHm 3 sikocTi. ADI. KoHTponb peuenmom
o6onoHkoto, no 50 npoaykuii Ta A®Il. 3miHa y MeToax BunpobyBaHHs ADI abo
mr; no 14 TabneTok KOHTPOIb SKOCTI: BVXiAHOrO Marepiarny/npoMixXHoro
y 6nictepi; no 1 abo HOCB dapma C.A,, npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
4 6nictepu B Benbrisi; BUPOGHMK npoueci BupobHuuTBa AP| (HE3HaYHI 3MiHK Yy
KapTOHHiI kopobLyi Hepo3dacoBaHoi 3aTBEPKEHNX MeToAax BUNPoByBaHHs) 3MiHM

npoaykuii Ta

MeToAMKM 3a nokasHukom «Chiral purity»
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KOHTPOIb SIKOCTi:
Encika
dapmacboTrkana
'M6X, HimeuyuunHa;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs: Encika
dapmacbioTukana
'M6X, HimeuyuunHa;
BUPOBHMK
BiAnoBiganbHWn
3a BUMYCK cepii Ta
KOHTPOIb SIKOCTi:
Encika
dapmacbtoTrkana
'M6X, HimewunHa

metogom HPLC y meTogax koHTponto AdI, wo

BMPOBNSETECS anbTepHaTVBHUM CNocobom

cuHTesy D BupobHukom USB Pharma SA,

Belgium (zogaHo Tabnuuto 3 TMINOBMM Yacom

YTPUMYBaHHS OpraHiqyHMX AOMILLIOK, LLO
OTPUMYIOTBCS i3 anbTepHaTUBHOrO npouecy D).
3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHst APl abo
BUXiZHOrO MaTepiany/npoMixXHoro

npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y

npoteci BupobHmuTea AP| (He3HauHi 3MiHW Y
3aTBEPAKEHNX MeToAax BUNpobyBaHHS) 3MiHN

MeToaukn 3a nokasHnkoM «Residual solvents,
method B» metogom GC y meTogax KOHTPOM

AQI, L0 BUPOBNSETLCSA anbTepHaATUBHUM
crnocobom cuHTesy D BupobHukom USB Pharma
SA, Belgium (gogaHo onuc npuroTyBaHHS
cTaHgapTHOro po3dnHy Option 2). 3MiHu | Tuny -

3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y

meTtofax BunpobysaHHA A®l abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|

(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToaax
BUNpobyBaHHs) 3MiHM METOAMKM ANs
BUNpobyBaHHs iaeHTudikauii, Ynctotn Ta
KiNbKiCHOro BU3Ha4YeHHst metogom HPLC y
mMeTogax koHTponto AdI, Lo BUpobnseTbes
anbTepHaTVBHUM cnocobom cuHTesy D
BupobHmkom USB Pharma SA, Belgium (gogaHo
Tabnumuo 3 TMNOBMM 4YacoM YTPUMYBaHHS Ta
KoedilieHTamMu BiANOBIAi ANsA 3a3HaYeHMX

OOMILLOK, LLIO OTPUMaHi 3 anbTepHaTUBHOIO

npouecy D). 3miHun | Tuny - 3miHn 3 sikocTi. ADL.
Bupo6HuuTBO. 3MiHa BUpOoGHUKa
BVXiAHOro/NpoOMIDKHOTO MPOAYKTY/peareHTy, Lo

BMKOPUCTOBYIOTBLCS Y BUPOBHNYOMY npoLeci

A®I, abo 3miHa BUpoOHuMKa (BKNtoYaroun, ae
HeoOXiaHO, MicLie MPOBEAEHHS KOHTPOIHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANoOBIQHOCTI

€Bponeicbkii hapmakonei y 3aTBepakeHoMy

[0Cbe)(iHLWi 3MiHW)

BeeneHo BupobHuuy ainbHuu UCB Pharma
SA, Belgium, y sikocTi JogaTkoBOro BUpobHUKa
[il0Y0i pevyoBUHM NakocaMifly 3 BUKOPUCTaHHAM
anbTepHaTUBHOIO BUPOGHNYOrO NPOLLECY CUHTES

D (Ha sikinn BUKOHYtOTbCA cTagii 5, 6a Ta 6b
BMPOGHWYOro MpoLecy Ailo40i PeYOBUHM
nakocamigy (cuHTe3 D)). A Takox BUKOHY€E

KOHTpOMb NpoMixHMX npoaykTis SPM 20200,
SPM 20200 RAC ta TBR-SPM 6953, koHTpOrb

BUPOBHMYOro npoLecy, KOHTponb MaTepianis,
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nakyBaHHsi Ta KOHTporb A®I. 3miHu | TNy -

3MmiHu 3 akocTi. A®l. KonTponb A®l. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHux y cneumadikauisx Ha A®l, abo

BUXiAHWN/MPOMDKHUI NpoAyKT/pearexT, Lo

BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(iHWi 3miHK) 3MiHKn B cneuudikadii npomipkHOro

npoaykty SPM 14470 npwu in-process control

(cTagis 2 cuHTesy) AN y3romkeHHs metoay

BUNPOOYBaHHS 3anyLLKOBMX PO3YMHHUKIB MiXK

ABOMa BUPOGHMYMMY AinsiHkamu Minakem
Dunkerque Production, France, Ta Siegfried AG,
Switzerland. 3MiHu | TUny - AgMmiHicTpaTUBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
Micusi NpoBaMKEHHS AisiNbHOCTI BUPOOHWMKa
(BKNtoYaouun, 3a HeobxigHoOCTI, Micue

NPOBEAEHHS KOHTPOIO SKOCTI), abo BnacHuka

macTep-daina Ha A®l, abo nocTayanbHuka
Adl/BuxigHoro maTepiany/peareHTy/npomMixxHoro

NpoAyKTY, L0 3aCTOCOBYIOTECS Y BUPOOHULITBI

A®I (sKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudbikata BignoBigHOCTI

€Bponevicbkin bapmakonei y 3aTBepaXeHoMy

nocbke, abo BUpobHMKa HOBOI LOMOMIKHOT
PEYOBUHM (SIKLLIO 3a3HA4YEHO Y AOCbe) 3MiHa
Ha3BW BUPOBOHMKa NnpomixxHoro npogykty N-Boc-
D-cepuHy 3 D-cepuHy 3 «Expansia-PCAS» Ha
«PCAS», akuin € noctayanbHUKOM Ans
BMPOBGHWKIB Ail0401 peYOBMHN fakocamigy
MinAscent Leuna Production GmbH, Germany
Ta Siegfried Ltd, Switzerland. 3minu | TUny -
3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3HaYeHWX y cneumdikauisx Ha A®l, abo
BUXiAHWA/MPOMDKHUI NpoayKT/peareHT, LWwo
BVIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea AdI

(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM

SIKOCTi Ta BiANOBIAHNM METOAOM BUNPODYBaHHS)
HopaHo HoBy cneuudikauito Ana 50 % pos3unHy
HaTpito rigpokcuay Ao BXe 3aTBepaXeHO!
cneuudikaLii HaTpito rigpokeuay y BUMsAi
rpaHyn/nnacTiBuiB nNpu in-process control Ha
BUPOGHWMYIN ainsHui Siegfried Ltd, Switzerland Ta
BHECEHO peAakLiiHi npaBkn. 3MiHu | Tuny -
3miHu 3 gkocTi. A®l. BupobHuuTBO. 3MiHN B

npoteci BUpo6HuuTea AD| (He3HauyHa 3miHa y

npoteci BupobHuutea AdPl) HesHayHa 3miHa y

npoteci BupobHuuTea API, a came 3MmiHa

peakTuBy 25 % po3unHy amiaky Ha 23 %

PO34mMHy amiaky Ha cTagii 3 BUpobHMYoro
npouecy cuHte3 D npomixxHoro npogykty SPM
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14470, WO BMKOHYETLCS HA BUPOBHWYIN AinsHUj
Minakem Dunkerque Production, Francei i sik
Hacnigok, 3MiHa AOMYCTUMUX MeX Ans
BU3HAYEHHS KiNbKiICHOrO BMIiCTY amiaky Big 25-
30w/w 0o 21-30 % w/w. 3minHu | Tuny - 3MiHm 3
skocTi. A®l. BupobHuuTBo. 3MiHM B npoLeci
BUpobHMLTBa ADI (He3HayHa 3MiHa y npoueci
BMpobHuuTBa A®l) HeaHauHa 3miHa y npoueci
BUpobHMLTBa ADI, a came 3MiHM Ha cTagisx 1-
4a BupobHuyoro npouecy cuHtes D, wo
3AINCHIOITLCS Ha BUPOOHMYIN AinaHui Minakem
Dunkerque Production, France, y 38’3ky 3
3anpoBaPKEHHS anbTepHaTUBHOrO 06nagHaHHA
(Hastelloy) ons ysromkeHHst obnagHaHHA Mixk
nBoma ginsivkamm Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland (L0 He € 3apeecTpoBaHNM B
YkpaiHi). 3MiHum | Tuny - 3miHu 3 sikocTi. ADI.
Bupo6HMLTBO. 3MiHa po3mipy cepii (Bkrovaroum
AianasoHun) APl abo NpoMiPKHOrO MPOAYKTY, SKWIA
3aCTOCOBYETLCA Y Npoueci BUpobHuuTea AdI
(36inbLeHHs o 10 pasiB NopiBHSAHO i3
3aTBepAKeHM po3Mipom) 3miHa Aiana3oHy
po3mipy cepii npomixxHoro npoaykty SPM 14470
Ha o6’egHaHuX cTagin 1 Ta 2 y BUpoGHUYOMYy
npoueci cuHTe3 D fitovoi pe4yoBuHN, Sk
BVKOHYETbCS1 Ha BUpOOHWYiN AinsHui Minakem
Dunkerque Production, France (3aTBepaxeHo:
BXigHa KinbkicTb MeTun 2,3-gubpomnponioHarty
660 kr +/- 3 kr; gianasoH Buxogy SPM 14470 Big
548 kr oo 672 kr; 3anponoHoBaHo: BXiAHa
KinbKicTb MeTun 2,3-gubpomnponioHarty 657 -
762 kr; pianasoH Buxogy SPM 14470: i3
npubnusHo Big 548 kr oo 775 kr). 3miHn | Tuny -
3MiHn 3 gkocTi. A®l. BupobHuuteo. 3miHa
po3mipy cepii (Bkrtoyatoum gianasoHn) APl abo
NPOMIDKHOTO MPOAYKTY, SIKUI 3aCTOCOBYETLCS Y
npoteci BupobHuuTea AP (36inbweHHs o 10
pasiB NOPIBHSAHO i3 3aTBEPOKEHVM PO3MIpOM)
3miHa giana3oHy po3Mipy cepii IpoMiXXHOro
npoaykty SPM 20200 Ha o6’egHaHux cTagivn 3
Ta 4 y BupobHuyomy npotieci cuHtes D gitovoi
PEYOBUHU, KU BUKOHYETLCS Ha BUPOBHMYIN
pinsHui Minakem Dunkerque Production, France
(3aTBEepmkeHo: BxiaHi kinbkocTi SPM 14470: Big,
608 — 615; pianasoH Buxogy SPM 20200 Big 302
0o 520 kr; 3anponoHOBaHoO: BXigHi Kinbkocti SPM
14470: Big 608 — 773; pgianasoH Buxogy SPM
20200 Big 302 po 560 «kr). 3MiHu | TUNY - 3MiHK 3
skocTi. A®l. BupobHuuTBo. 3miHM BUNpobyBaHb
abo JonycTUMmX Mex y npoLeci BUpobHuLTBa
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A®I, Wwo BcTaHOBNEH Y cneumdikauisx (iHwi

3MiHM) 3MiHa 4ONYCTUMOI Mexi Ans napameTpy
«Loss for drying» npwu in-process control gns
npomixHoro npogykty SPM 14470 Ha cTagii 2,
LLIO BUKOHYETBCS Ha BUPOOHMYIN OinsiHUi
Minakem Dunkerque Production, France
(3atBepokeHo: NMT 0.2% w/w; 3anponoHoOBaHo:
NMT 0.5% w/w). 3MiHn | TUny - 3MiHK 3 SKOCTI.
ADl. BupobHuuTBo. 3miHn BUnpobyeaHb abo
[OMYyCTUMUX MeX Y npoueci BUpobHuutea Ad,
LLIO BCTAHOBMEHi y cneumdikauigx (iHLwi 3mMiHn)
YaromxeHHs aHanitnaHoro metogy HPLC npwm in-
process control, Ans BU3Ha4YeHHS KinbKOCTi
npomixxHoro npoaykty SPM 14470 y kiHui cTagii
3 npu nepeTBopeHHi SPM 14470 Ha SPM 14429,
M aBoMa gingHkamu Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland. 3minun | Tuny - 3miHm 3 akocTi. ADI.
Bupo6HMLTBO. 3MiHM BUNpobyBaHbL abo
[OMyCTUMUX MeX Yy npoueci BupobHuutea AdI,
LLIO BCTAHOBIEHI y crneumdikaLisax (4ogaBaHHs
HOBOro BMUNpobyBaHHs Ta AONYCTUMUX MEX)
[opgaHo KOHTpOnb BMICTY i300yTunaueTaTy (3
ponyctumoto mexxeto NMT 0.2% w/w) npwm in-
process control Ha cTagii 2 BupobHuLTBa
npomixHoro npoaykty SPM 14470, wo
BVKOHYETbCS1 Ha BUpOOHWYiN AinsHui Minakem
Dunkerque Production, France, onsi y3aromxeHHs
Mix aBoMa ginsiHkamy Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland. 3minHu | Tuny - 3miHn 3 akocTi. ADI.
BupobHuuTBO. 3MiHa BUpobHUKa
BWXiAHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BMKOPWUCTOBYIOTBCS Y BUPOGHMYOMY npoLieci
A®I, abo 3miHa BMpobHUKa (BkMoyaoun, ae
HeobXxiaHO, MicLie MPOBEeAEHHS KOHTPOSHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€BponeVicbkin hapmakonei y 3aTBepaXeHoMy
[0ChE)(3anponoHOBaHU BUPOBHUK HANeXuTb
[o Tiel camoi BUpOGHMYOI rpynu nNianprveMcTs,
LLIO 11 3aTBepaKeHUn) 3amiHa BUPOOHUKaA
Suzhou Jingye Medecine & Chemical Co., Ltd,
China Ha BupoGHuka Jiangsu Haixin
Pharmaceutical and Chemical Co., Ltd China, sk
BUPOOHMKa, BignoBigansHOro 3a BUPOGHNULTBO
BMXigHOro matepiany 6eHaunaminy, skui
BUKOPUCTOBYETHLCS Y NPOLECi BUPOOHULITBA
Aitoyoi pevyoBUHU nakocamigy. 3minu | Tuny -
3MiHu 3 skocTi. A®l. BupobHuuTBo. 3miHa
BMPOGHVKa BUXiQHOTO/MPOMiXXHOIO

NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUpoGHMYOMY npoueci A®I, abo 3miHa
BMPOOHMKa (BKNtoYaouu, e HeobxigHo, Micue
NpPOBeAEHHs KOHTPOIto AKkocTi) AdI (3a
BiAICYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeWcbkin bapmakonei y 3aTBepaxeHomy
nocbe)(iHwi 3mMiHM) BBeaeHo HoBOro BUpobHMKa
Siegfried St. Vulbas SAS, France, sik
anbTepHaTUBHOI BUPOGHMYOI AinbHULY,
BigNoBigansHoi 3a BUPOGHMLTBO NPOMIDKHOTO
npogykty SPM 20200 RAC 3 TBR-SPM 6953,
KM BUKOPWCTOBYETLCA Y MpoLeci BUpobHMLTBA
LYol pevyoBMHM Nakocamigy 3a crnocobom
cuHTe3y D. A Takox BUKOHYE KOHTPOIb
npomixxHux npoayktis SPM 20200 RAC Ta TBR-
SPM 6953, KoHTporb BUPOGHMYOro npoLiecy,
KOHTpOnb MaTepianis Ta nakyBaHHa SPM 20200
RAC. 3minun | Tuny - 3miHun 3 akocti. ADL.
KoHTponb A®L. 3miHa y napameTpax
crneungikauii Ta/abo gonycTUMmUX Mex,
BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
BUXIOHWMI/MPOMIDKHWUIA NpOaYKT/peareHT, LWo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTea AdI
(iHwWi 3miHM) 3MiHa KpUTEpIiB NPMNHATHOCTI 3a
napameTpom «Appearance» cneumdikauii Ha
npomixkHuii npoaykt TBR-SPM 6953 npw in-
process control Ha BupobHuuin ginaHui Siegfried
St. Vulbas SAS., France (3aTBepmxeHo: Bif
6inoro Ao oBTYBaTO-6iNoOro NOPOLLKY;
3anpornoHoBaHo: Bif, 6inoro Ao XoBTyBaTOro
NMOPOLLKY 3 MOXITUBOI MPUCYTHICTHO
arnomepariB. A TakoX OHOBMEHHI cneundikauii
peaKTuBIB/PO34YNHHWKIB, SKi BUKOPUCTOBYHOTLCS
Ha BUpOGHWYIn ainsHui Siegfried St. Vulbas
SAS., France. 3minu | Tuny - 3miHu 3 sikocTi.
A®I. KoHTpornb A®I. 3miHa y napameTpax
crneundikaiv Ta/abo JoNyCcTUMUX MEX,
BM3HaYeHuX y cneuudikauisx Ha AdI, abo
BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHNM METOAOM BUNPODYBaHHS)
[ina Bu3HayeHHsA napameTpy «ldentification»
cneuudikaLinn Ha npomixkHi npoaykTn SPM
20200 i SPM 20200 RAC pgopaHo meTtop IR
(iHdbpayepBOHOro BUNPOMIHIOBAHHS), K
anbTepHaTVBHE BUNpobyBaHHs ineHTudikauii oo
3aTtBepmkeHoro metogy HPLC. 3minu | Tuny -
3MmiHun 3 akocTi. A®l. BupobHuuTtBo. 3MiHa
BUPOGHMKa BUXIOHOMO/MPOMiXXHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpo6HMYoMy npoueci API, abo 3miHa
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BMpoOHMKa (BKMOYatoum, e HeobxigHo, Micue
npoBeaeHHs KoHTponio sakocTi) APl (3a
BiAICYTHOCTI cepTudikaTa BianoBigHOCTI

€BponeickKi thapMakonei y 3aTBepaKeHoMy

Aocbe)(iHwi 3miHn) BBegeHo aoaatkoBoro

BupobHmka Neogen Chemicals Ltd., India, sik

BUpOOHMKa BUXiZHOrO MaTepiany metun 2,3-

avbpomnponioHaTy Ans BUPOGHMLTBA Litoyoi

peyYoBMHM Nakocamigy 3a CnocoboM CUHTE3y
npouecy D Ha BUpoGHWIin ginsHui BupobHMuTBa
USB Pharma SA, Belgium. 3minun | Tuny - 3miHn

3 sikocTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTponb

roTOBOrO flikapCbKkoro 3acoby (iHLUi 3MiHW)

3aTtBepoXeHi MeToam KOHTponto sikocTi 13

npencTaBneHo ykpaiHCbKolo MoBo. 3MiHu |l

Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTeo. 3miHa
BMPOBHMKa BUXiQHOTO/MPOMiXKHOIO

npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y

BUpoGHMYoMy npoueci A®Il, abo 3miHa
BMPOGHMKa (BKIOYaKoun, Ae HeobxigHo, micue
npoBeAeHHs1 KOHTponto akocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoOMy
[0CbE)(3anponoHOBaHW BUPOBHMK
BUKOPWCTOBYE CMOCI6 CUHTE3Y, L0 CYTTEBO
BiApi3HAETLCSA Bif NonepeaHLOro, abo ymosm
BMPOGHMLTBA, SiKi MOTEHLINHO MOXYTb 3MIHUTH
BaXMNMBI XapakTepucTuku skocti A®I, Taki sk
AKICHUI Ta/abo KinbKiCHWIA NPodinb JOMILLOK, LLIO
noTpebytoTb kBanidikauii, a6o gi3nko-xiMiyHi
BrnacTtuocTi AQI, Wwo BnnMBatoTb Ha
6iogocTynHicTb) BBeaeHo HoBy BMpoBHUYY

AinbHuuo Minakem Dunkerque Production,

France, npomixHoro npoagykty SPM 20200, sikuit
BVIKOPVCTOBYETLCS Y Npoueci BUpobHMLUTBa
Ail0Y0i pevyoBUHM nakocamigy 3a cnocobom
cuHTe3y D. A Takox BUKOHYE KOHTPOIb
NPOMiXKHUX NPOAYKTIB, KOHTPOIb BUPOOHNYOro
npoLiecy, KOHTPONb MaTepianis Ta nakyBaHHA
SPM 20200. 3miHu Il Tuny - 3miHn 3 sikocTi. ADI.
BupobHuuTtBo. 3MiHM B npoLeci BUpobHMUTBa
A®I (3HayHa 3MmiHa y npoueci BupobHuutea AdI,
LLIO MOXe MaTW iCTOTHWI BNNB Ha SAKICTb,
6e3neky abo edheKTMBHICTb NikapcbKoro 3acoby)
3MiHM BUpOBHMYOro npouecy, LWo NonsarawTb y
po3LmnpeHHi BUpobHuyoro npouecy D cuHTesy
Lit0Y0i Pe4OBMHM NakocaMigy LUMSIXOM
[ofaBaHHgA cTagii peunpkynsauii Ta pauemisawii
dapMakonori4HO HeakTUBHOIO S-eHaHTioMepy
Hasapj Ao paueMivHoi cymilli nakocamigy SPM

20200 RAC (cTagis 6b i 4b) Ha BUpoGHWYiW
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AinbHUi Finorga Dynamic Synthesis, Mourenx,
France (skui He 3apeecTpoBaHuWi B YKpaiHi) Ta
ctagii 4b Ha BUpobHuuyin ginbHuui USB Pharma
SA, Belgium
44.| BIMNAT® TabneTku, BKPUTI OCb Benbrisa BUPOBHMK Benebris/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/10825/01/02
NniBKOBOIO dapma C.A. Hepo3adacoBaHoi HimeuyunHa 3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom
obonoHkoto, no 100 npoaykLuii Ta A®I. 3miHa y meTogax BunpobyBaHHst APl abo
mr; no 14 Tabnetok KOHTPOIb AKOCTI: BMXiAHOro martepiany/npoMixxHoro
y 6nicTepi; no 1 abo HOCB dapma C.A., npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
4 6nictepu B Benkrist; BUpOGHMK npoueci BupobHuuTBa AP| (He3HaYHI 3MiHN Y
KapTOHHIN kopobLi Hepo3dacoBaHoi 3aTBEPKEHNX MeToAax BUNPobyBaHHS) 3MiHM
npoaykuii Ta MeTOoAMKM 3a nokasHmkoM «Chiral purity»
KOHTPOIb SKOCTi: metogom HPLC y meTogax koHTponto AdI, wo
Evcika BMPOBNSAETLCA anbTepHaTUBHUM CrIOCOBOM
dapmacbioTukansa cuHTesy D BupobHmkom USB Pharma SA,

'M6X, HimeuyuunHa;
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi: Elcika
dapmacbtoTrkan3
'M6X, HimeuyuunHa;
BUPOBHUK
BiAnoBiganbHWn
3a BMNyCK cepii Ta
KOHTPOIb SIKOCTi:
Encika
dapmacbtoTrkana
'M6X, HimewunHa

Belgium (nogaHo Tabnuuo 3 TMINOBMM Yacom
YTPYMYBaHHS OpraHiyHMX AOMILLIOK, Lo
OTPUMYIOTBCS i3 anbTepHaT1BHOro npotecy D).
3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I. 3viHa y meToaax BunpobysaHHA ADIl abo
BUXiZHOrO MaTepiany/npomMixXHoro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHmuTea AP| (He3HayHi 3MiHK Y
3aTBEPKEHMX MeToAax BUNpobyBaHHs) 3MiHu
MeToaukn 3a nokasHnkoM «Residual solvents,
method B» metogom GC y meTogax KOHTPOM
ADI, L0 BUPOBNSETLCSH anbTepHATUBHUM
cnoco6om cuHtesy D BupobHukom USB Pharma
SA, Belgium (gogaHo onuc npuroTyBaHHS
cTaHgapTHoro po3duHy Option 2). 3miHu | Tuny -
3miHu 3 skocTi. APl. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHa A®Il abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y Npoueci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpobyBaHHs) 3MiHM METOAMKM ANs
BUNpobyBaHHs iaeHTudikauii, Ynctotn Ta
KiNbKiCHOro BM3Ha4YeHHst metogom HPLC y
mMeTofax koHTponto AdI, Lo BUpobnseTbes
anbTepHaTMBHUM CNOco6om cuHTe3y D
BupobHmkom USB Pharma SA, Belgium (gogaHo
Tabnuuto 3 TUNOBUM YacoM YTPUMYBaHHS Ta
KoedilieHTamu BiANOBIAl ANSA 3a3HaYeHMX
[JOMILLOK, WO OTPUMaHi 3 anbTePHATUBHOIO
npouecy D). 3miHn | Tuny - 3miHn 3 sikocTi. ADL.
Bupo6HuuTBO. 3MiHa BUpOoGHUKa
BWXiAHOro/NPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHNYOMY npoLeci
AQI, abo 3miHa BUpobBHUKa (BKMoYar4u, ae
HeoOXiaHO, MicLie MPOBEAEHHS KOHTPOIHO SIKOCTI)
AQI (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
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€BponeickKi thapMakonei y 3aTBepaKeHoMy
A0Cbe)(IHLWi 3MiHW)

BeepneHo BMpobHuyy ginbHuuio UCB Pharma
SA, Belgium, y sikocTi fogaTkoBoro BUpobHUka
Ait040i pevoBUHM NakocamMigy 3 BUKOPUCTaHHAM
anbTepHaTMBHOIO BUPOOHNYOro NpoLecy CUHTE3

D (Ha sikii BUKOHYHOTbCS cTagii 5, 6a Ta 6b
BMPOBHMYOro npouecy Aito4oi pevoBMHM
nakocamigy (cvHTes D)). A TakoX BUKOHY€E

KOHTPOSb NPOMiXKHMX npoaykTie SPM 20200,
SPM 20200 RAC ta TBR-SPM 6953, koHTponb

BMPOGHMYOro NpoLecy, KOHTPONb MaTepianis,

nakyBaHHsi Ta KoHTporb A®I. 3miHun | Tuny -

3miHu 3 akocTi. A®l. KonTponb A®l. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummx
MeX, BU3Ha4YeHux y cneumadikauisx Ha A®l, abo

BUXiAHVN/MPOMDKHWIM NpOJyKT/pearexT, Lo
BMKOPUCTOBYIOTLCS Y npoLleci BupobHuutea Ad|
(iHWi 3miHK) 3MiHKn B cneuudikauii npomixkHOro
npoaykty SPM 14470 npwm in-process control

(cTagis 2 cMHTEe3y) Ans y3rogXeHHs MeToay

BUNPOOYBaHHS 3anyLLKOBMX PO3YMHHUKIB MiXK

ABoMa BUPOGHMYMMY ainsitHkamu Minakem
Dunkerque Production, France, Ta Siegfried AG,
Switzerland. 3minu | TNy - AaMiHicTpaTuBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
MicLil NPOBaXXEHHS! OisNbHOCTI BUpOOHUKa
(Bkntovaroum, 3a HeobxigHOCTI, MicLe

NPOBELEHHSA KOHTPOIO SKOCTi), abo BnacHuka

macTtep-darina Ha ADI, abo noctadyanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTy, L0 3aCTOCOBYIOTLCS Y BUPOOHWLITBI

A®I (sKWO 3a3Ha4YeHO y AOCHE Ha NikapCbKui

3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin bapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT

PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
Ha3BW BUPOOHMKa NnpomixHoro npogykty N-Boc-
D-cepuHy 3 D-cepuHy 3 «Expansia-PCAS» Ha

«PCAS», akuin € noctadansHUKOM Ans
BMPOGHWKIB Ail040i pevoBMHU fakocamigy
MinAscent Leuna Production GmbH, Germany

Ta Siegfried Ltd, Switzerland. 3minu | TUny -

3miHu 3 akocTi. APl. KoHTponb A®l. 3miHa y
napameTpax crneuudikadiv Ta/abo gonycTummnx
MeX, BU3HAYEHWX Y crneumndikauisx Ha APl, abo

BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea API
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHNM METOAOM BUNPODOYBaHHS)
[opaHo HoBy cneumdikauito ans 50 % po3unHy
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HaTpito rigpokcmay A0 BXe 3aTBepOXeHOI
cneundikauii HaTpito rigpokeuay y Burnagi
rpaHyn/nnacTiBuiB Npu in-process control Ha
BUPOGHWUIN ainsHui Siegfried Ltd, Switzerland Ta
BHECEHO peAakLiiHi npaskn. 3MiHn | Tuny -
3MinHu 3 skocTi. A®Pl. BupobHuuTBO. 3MiHM B
npoveci BupobHmutea AP| (HeaHayHa 3miHa y
npoueci BupobHuutea A®l) HesHayHa 3miHa y
npoueci BupobHuuTea A®Il, a came 3miHa
peaktuBy 25 % po3uuHy amiaky Ha 23 %
PO34MHy amiaky Ha cTagii 3 BUpobHNYoro
npouecy cuHte3 D npomixxHoro npogykty SPM
14470, WO BMKOHYETLCS HA BUPOBHMYIN AinsHLi
Minakem Dunkerque Production, Francei i ik
Hacnigok, 3MiHa AoNyCTUMUX MeX Ans
BU3HAYEHHS KiNbKICHOro BMICTYy amiaky Big 25-
30w/w o 21-30 % w/w. 3minu | Tuny - 3miHn 3
skocTi. A®l. BupobHuuTBo. 3MiHM B npoLeci
BUpobHMLTBa ADI (He3Ha4Ha 3MiHa y npoLeci
BnpobHuuTBa A®l) HesnauHa 3miHa y npoueci
BUpobHMLTBa ADI, a came 3MiHM Ha cTagisx 1-
4a BupobHuyoro npouecy cuHtes D, Wwo
3AINCHIOITLCS Ha BUPOOHMYIN ainsaHui Minakem
Dunkerque Production, France, y 38’3ky 3
3anpoBaPKEHHs anbTepHaTUBHOMO 06nagHaHHsA
(Hastelloy) ons y3romkeHHsi obnagHaHHS Mixk
aBoma ginsiHkamu Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland (L0 He € 3apeecTpoBaHNM B
YkpaiHi). 3miHu | Tuny - 3miHn 3 sikocTi. ADI.
BupobHuuTBo. 3MiHa po3mipy cepii (Bknoyaoum
AianasoHun) APl abo NpomiXKHOro MPOAYKTY, SKWIA
3acTOCOBYETbCS Y Mpoueci BupobHuutea Ad|
(36inbLueHHs oo 10 pasiB NopiBHSHO i3
3aTBepAKeHM po3Mipom) 3miHa Aiana3oHy
po3mipy cepii npomixHoro npoaykty SPM 14470
Ha o6’egHaHuX cTagin 1 Ta 2 y BUpoGHUYOMYy
npoveci cuHTe3 D fitovoi pevyoBrHN, SKUN
BVIKOHYETbCSI Ha BUPOOHWMYiN AinaHui Minakem
Dunkerque Production, France (3aTtBepaxeHo:
BXigHa KinbkicTb MeTun 2,3-gubpomnponioHaTty
660 kr +/- 3 kr; gianasoH Buxogy SPM 14470 Big
548 kr oo 672 kr; 3anponoHoBaHo: BXigHa
KinbkicTb MeTun 2,3-gubpomnponioHaty 657 -
762 xr; giana3oH Buxogy SPM 14470: i3
npubnusHo Big 548 kr go 775 kr). 3miHn | Tuny -
3MmiHun 3 akocTi. A®l. BupobHuuTBo. 3MiHa
po3mipy cepii (Bkntovatoum gianasoHn) APl abo
NPOMIDKHOTO MPOAYKTY, SIKUI 3aCTOCOBYETLCS Y
npoteci BupobHmutea AP (36inbweHHs go 10
pasiB NOPIBHSAHO i3 3aTBEPAKEHUM PO3MIPOM)
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3miHa gianasoHy po3mipy cepii NpoMiXXHOro

npoaykty SPM 20200 Ha 06’eaHaHux cTaain 3
Ta 4 y BUpoBGHMYoMy npouieci cnHtes D gitoyoi
PEYOBUHU, KU BUKOHYETLCS Ha BUPOBHWUIN
ainaHui Minakem Dunkerque Production, France
(3aTBEepmkeHo: BXigHi kinskocTi SPM 14470: Big,
608 — 615; giana3oH Buxogy SPM 20200 Big 302
A0 520 kr; 3anponoHoBaHo: BXigHi kinbkocTi SPM
14470: Big 608 — 773; gianasoH Buxogy SPM
20200 Big 302 po 560 «kr). 3miHu | Tuny - 3MiHK 3
akocTi. A®l. BupobHuuTBo. 3miHM BUNpobyBaHb
abo gonycTMMmUX Mex y npoueci BUpobHuLTBa
A®I, Wwo BcTaHoBNEHI y cneumdikauisx (iHwi
3MiHM) 3MiHa 4ONYCTUMOI Mexi Ans napameTpy
«Loss for drying» npwu in-process control gns
npomixHoro npogykty SPM 14470 Ha cTagii 2,
LLIO BUKOHYETbCHA Ha BUPOOHWYIN AinsHUi
Minakem Dunkerque Production, France
(3atBepakeHo: NMT 0.2% w/w; 3anponoHoBaHo:
NMT 0.5% w/w). 3MiHn | TUny - 3MiHK 3 SKOCTI.
A®I. Bupo6HuLTBO. 3MiHM BUNpobyBaHb abo
[OMyCTUMUX MeX Yy npoueci BupobHuutea Ad,
LLIO BCTaHOBNeHi y cneuudikauisx (iHLi 3miHW)
Y3rogxeHHs1 aHanituiyHoro metogy HPLC npw in-
process control, Ans BU3Ha4YeHHs KinbKOCTi
npomixxHoro npoaykty SPM 14470 y kiHui cTagii
3 npu nepeTtBopeHHi SPM 14470 Ha SPM 14429,
MixX ABoMa ginsiHkamu Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland. 3minu | Tuny - 3miHn 3 sikocTi. ADI.
BupobHuuTBo. 3MiHM BUNpobyBaHb abo
[onyCcTMMMUX MeX Y npoueci BupobHuutea Adl,
LLIO BCTAHOBIEHI y cneuudikauisx (4ogaBaHHs
HOBOro BMNpobyBaHHS Ta AONYCTUMUX MEX)
[opaHo KoHTponb BMICTY i3o0yTunaueraTy (3
ponyctumoto mexeto NMT 0.2% w/w) npm in-
process control Ha cTagii 2 BupobHuLTBa
npomixHoro npoaykty SPM 14470, wo
BVIKOHYETbCSI Ha BUPOOHWYin AinaHui Minakem
Dunkerque Production, France, ansi y3aromxkeHHs
Mix ABoMa ginsiHkamy Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland. 3minu | Tuny - 3miHn 3 aikocTi. ADI.
Brpo6HuuTBO. 3MiHa BUpobHUKa
BWXiAHOrO/NPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOBGHMYOMY npoLieci
A, abo 3miHa BUpOOHMKa (BKMOYatoum, ae
HeoObXiaHO, MicLie MPOBEAEHHS KOHTPOIHO SIKOCTI)
AQI (3a BigcyTHOCTI cepTudikaTta BiANoBIiQHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy

[0Cbke)(3anponoHOBaHU BUPOBHUK HANeXuTb
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[0 Tiei caMoi BUPOBHWUYOI rpynun NignpuemcTs,
Lo 1 3aTBepakeHnin) 3amiHa BUpobHuKa
Suzhou Jingye Medecine & Chemical Co., Ltd,
China Ha Bupo6Huka Jiangsu Haixin
Pharmaceutical and Chemical Co., Ltd China, sk
BMpOGHMKa, BignoBiganbHOro 3a BUpobHULITBO
BUXiZHOTO MaTepiany 6eH3unaminy, aKin
BMKOPUCTOBYETLCS y NpoLeci BUPOOHMLITBA
niroYoi pevoBmHK nakocamigy. 3mim | Tuny -
3MmiHun 3 akocTi. A®l. BupobHuuteo. 3miHa
BMPOBHMKa BUXiQHOTO/MPOMiXXHOIO
NpoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYOoMy npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYaKoun, Ae HeobxigHo, micue
npoBeAeHHs KOHTponto sakocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin bapmakonei y 3aTBepaXeHoOMy
nocbe)(iHwi 3mMiHM) BBegeHo HoBoro BUpobHUKa
Siegfried St. Vulbas SAS, France, sik
anbTepHaTUBHOI BUPOBHMYOT AinbHUL,
BifNoBigansHoi 3a BUPOGHULITBO NMPOMIDKHOTO
npoaykty SPM 20200 RAC 3 TBR-SPM 6953,
KM BUKOPWUCTOBYETLCSA Y MpoLeci BUpobHULTBa
[it0Y0i peqyoBUHM nakocamigy 3a cnocobom
cuHTe3y D. A Takox BUKOHYE KOHTPOIb
npomixxHux npoayktis SPM 20200 RAC Ta TBR-
SPM 6953, koHTponb BUpobHUYOro npotecy,
KOHTpOMnb MaTepianis Ta nakyBaHHsa SPM 20200
RAC. 3minHun | Tuny - 3miHun 3 skocti. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo JoNycTUMKUX MEX,
BM3HaYeHuX y cneuudikauisx Ha APl, abo
BUXiAHWA/NPOMiXXHWI NpoayKT/peareHT, LWwo
BMKOPVCTOBYIOTbCS Y npoLleci BupobHuutea AdI
(iHwWi 3miHW) 3MiHa KpUTEpIiB NPUNHATHOCTI 3a
napameTpom «Appearance» cneumdikauii Ha
npomixkHuii npoaykt TBR-SPM 6953 npw in-
process control Ha BupobHwuin ginaHui Siegfried
St. Vulbas SAS., France (3aTBepmpkeHo: Bif
6inoro Ao oBTYBaTO-6iN0ro NOPOLLKY;
3anpornoHoBaHo: Bif, 6inoro Ao XoBTyBaTOro
MOPOLLKY 3 MOXUBOK NPUCYTHICTHO
arnomepariB. A TakoX OHOBMEHHi cneundikauii
peakTuBIB/PO34YMHHIIKIB, SIKi BUKOPUCTOBYIOTBCS
Ha BUMpPOGHWMYIN ainsaHui Siegfried St. Vulbas
SAS., France. 3miHu | Tuny - 3miHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo JonycTUMUX MeX,
BMU3HaYeHMUX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYHOTLCS Y Npoueci BupobHuutea AdI
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(OonoBHEHHS cneumadikaLii HOBUM NOKA3HMKOM

France, npomixHoro npoaykty SPM 20200, sikuii

[nsa BusHayeHHs napameTpy «ldentification»
cneumdikaui Ha npoMixkHi npoaykTn SPM
20200 i SPM 20200 RAC pgopaHo metoa IR
(iHdbpayepBOHOro BUNPOMIHIOBaHHS), SIK
anbTepHaTUBHE BUNPOOYBaHHS igeHTMdikauii oo
3aTtBepakeHoro metogy HPLC. 3minu | Tuny -
3MmiHun 3 akocTi. A®l. BupobHuuteo. 3MiHa
BUPOBGHMKA BUXIOHOTO/MPOMIXKHOIO
npoayKkTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpoGHMYoMy npoueci A®I, abo 3miHa
BMpPOGHMKa (BKMOYatoum, e HeobxigHo, Micue
npoBeaeHHs KOHTponto skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeickKii hapmakonei y 3aTBepaKeHoMy
Aocbe)(iHwi 3miHn) BBeaeHo aopatkoBoro
BupobHmka Neogen Chemicals Ltd., India, sik
BUpOBHMKa BUXiZAHOrO MaTepiany meTtun 2,3-
anbpomnponioHaTy Ans BUpOOHULTBA AitoYoi
peYOBMHM Nakocamigy 3a cnocoboM CUHTe3y
npouecy D Ha BUpoGHWIIN ginsiHLi BUpobHMUTBa
USB Pharma SA, Belgium. 3minu | Tuny - 3miHn
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTpornb
roTOBOrO fikapcbKoro 3acoby (iHLi 3MiHK)
3aTBepaXeHi MeToam KOHTponto sikocTi 13
npeacTaBneHo yKpaiHCbKO MoOBO. 3MiHu I
Tuny - 3MiHu 3 sikocTi. A®l. BupobHuuTBO. 3MiHa
BUPOBHVKa BUXiQHOMO/MPOMiXXHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHM4oMy npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYaKoun, Ae HeobxigHo, micue
npoBeAeHHs! KOHTponto sikocTi) ADI (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
[0CbE)(3anponoHOBaHUn BUPOBHMK
BUKOPWCTOBYE CMOCIO CUHTE3Y, L0 CYTTEBO
BiOpi3HAETLCA BiA nonepeaHboro, abo ymosu
BUPOBHMUTBA, sIKi MOTEHLIMHO MOXYTb 3MiHUTU
BaXMNMBI XapakTepucTuku sikocti A®I, Taki s
SKICHWUI Ta/abo KinbKiCHUIA Npodinb AOMILLOK, Lo
notpebyoTb kBanigikauii, ado isnko-ximiyHi
BrnacTuBocTi A®I, Lo BnnMBatoTb Ha
6iogocTynHicTb) BBeaeHo HoBy BUpoOBHUYY
pinbHUUo Minakem Dunkerque Production,

BMKOPWUCTOBYETLCS y NpoLeci BUPOGHMLTBA
[il0Y0i pevyoBUHM nakocamigy 3a cnocobom
cuHTe3y D. A TakoX BUKOHYE KOHTPOMb

NPOMIKHUX NPOAYKTIB, KOHTPOIb BUPOBHUYOro

AKOCTI Ta BiANOBIAHMM METOAOM BUNPOOYBaHHS)

npoLecy, KOHTPOMb MaTepiasnis Ta NakyBaHHs
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SPM 20200. 3miHu Il Tuny - 3miHn 3 skocTi. API.
Bupo6HuuTBO. 3MiHM B npoLeci BUpobHuLTBa
A®I (3HayHa 3miHa y npoLeci BupobHuuTea AdlI,
LLIO MOX€E MaTW iICTOTHWI BNIINB Ha SAKICTb,
6e3neky abo edpekTUBHICTb Nikapcbkoro 3acoby)
3MiH1 BUpOGHMYOro npoLecy, Lo NonsratTb Yy
posLumpeHHi BupobHuyoro npouecy D cuHTesy
Lit0Y0i PevOBMHN Nakocamigy LUMASIXOM
[ofaBaHHs cTagii peunpkynsauii Ta pauemisawii
hapmMakonoriYHo HeaKTUBHOIO S-eHaHTioMepy
Hasagj Ao pauemivHoi cymili nakocamigy SPM
20200 RAC (cTagis 6b i 4b) Ha BUpOGHWMUiN
ainbHUUi Finorga Dynamic Synthesis, Mourenx,
France (sakui He 3apeecTpoBaHui B YKpaiHi) Ta
ctagii 4b Ha BUpoGHuMuin ginbHuui USB Pharma
SA, Belgium
45.| BIMMNAT® TabneTkn, BKpUTI OCb Benbrisa BMPOGHMK Benebris/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/10825/01/03
NniBKOBOKO dapma C.A. Hepo3dacoBaHoI Himeyumna 3Mminn | TMny - 3miHn 3 sikocTi. A®I. KoHTponb peuenmom
o6ornoHkoto, no 150 npoaykuii Ta A®l. 3miHa y meTogax BunpobysaHHs APl abo
mr; no 14 Tabnetok KOHTPOIb SKOCTI: BVXiAHOro Marepiany/nmpoMixXHOro
y 6nicTepi; no 1 abo KOCB dapma C.A., npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
4 6nictepu B Benbrist; BUPOGHMK npoueci BupobHuuTea AP| (He3HayHi 3MiHN Y
KapTOHHIN kopobLi Hepo3dacoBaHoi 3aTBEPKEHNX MeToAax BUNpobyBaHHs) 3MiHn
npoaykuii Ta MeToauku 3a nokasHukom «Chiral purity»
KOHTPOrb SIKOCTi: meTogom HPLC y meTogax koHTponto AdI, o
Evcika BMPOBNSAETLCA anbTepHaTUBHUM CNIOCO60OM
dapmacbtoTrkana cuHTe3y D BupobHukom USB Pharma SA,

'm6X, HimeuunHa;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs: Elicika
dapmacbioTukana
'm6X, HimeuunHa;
BUPOGHMK
BianoBiganbHWn
3a BUNyCK cepii Ta
KOHTPOIb SIKOCTi:
Encika
dapmacbtoTrkana
m6X, Himeyunna

Belgium (mogaHo Tabnuuo 3 TMNOBUM Yacom
YTPUMYBaHHS OpraHiyHMX AOMILLIOK, L0
OTPUMYIOTLCS i3 anbTepHaT1BHOro npotecy D).
3miHu | TNy - 3miHm 3 sikocTi. APl. KoHTponb
A®I. 3wiHa y meToaax BunpobysaHHA ADI| abo
BMXigHOro MaTtepiany/npoMixxHoro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHmuTea AP| (He3HayHi 3MiHK Y
3aTBEPKEHMX MeToaax BUNpobyBaHHs) 3MiHn
MeToAMKM 3a nokasHukom «Residual solvents,
method B» metogom GC y meTogax KOHTPO
ADI, L0 BUPOBNSIETLCS anbTepHaTUBHUM
cnoco6om cuHtesy D BupobHukom USB Pharma
SA, Belgium (gogaHo onuc npurotyBaHHs
cTaHgapTHoro po3dmHy Option 2). 3miHu | Tuny -
3miHu 3 sikocTi. ADIl. KoHTponb A®l. 3miHa y
meTofax BunpobysaHHa A®l abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpobyBaHHs) 3MiHM METOAMKM Ans
BUNpobyBaHHs ineHTudikauii, Ynctotn Ta
KiNbKiCHOrO BM3Ha4YeHHst metogom HPLC y
MeTofax koHTponto AdI, Lo BUpobnsieTbes
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anbTepHaTUBHUM CNocoGom cuHTesy D

BUpoGHMKkom USB Pharma SA, Belgium (gopaHo

Tabnuuo 3 TMINOBMM 4YacoM YyTPUMYBaHHS Ta

koedpilieHTamm BigNoBiai 4ns 3a3HavyeHnx

OOMILLIOK, LLIO OTPUMaHi 3 anbTepHaTUBHOIO
npouecy D). 3miHn | Tuny - 3minm 3 sikocTi. ADI.

BupobHuLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/NpoOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTBCS Y BUPOGHMYOMY NpoLieci
A, abo 3miHa BUpoOGHMKa (BKMoYatoum, ae
HeobXxiaHO, MicLie MPOBEAEHHS KOHTPOITO AKOCTI)
AdI (3a BigcyTHOCTI cepTudikaTa BignoBigHoCTI
€BponeickKii hapmMakonei y 3aTBepaKeHoMy
[0Cbe)(IHLWi 3MiHW)

BeepneHo BMpobHuyy ginbHuuto UCB Pharma
SA, Belgium, y sikocTi fogaTkoBoro Bupo6bHuka
Ail0Y0i pevOBUHM Nakocamigy 3 BUKOPUCTaHHAM
anbTepHaTMBHOIO BUPOBOHNYOro NpoLecy CUHTE3

D (Ha sikii BUKOHYIOTbCS cTagii 5, 6a Ta 6b
BMPOGHWYOrO MPOLECY Ai0Y40I PEHOBUHM
nakocamigy (cvHTe3 D)). A TakoX BUKOHYE

KOHTPOSb NPOMiXKHMX npoaykTie SPM 20200,
SPM 20200 RAC ta TBR-SPM 6953, koHTpoOrnb

BMPOGHMYOro NpoLecy, KOHTPONb MaTepianis,

nakyBaHHs Ta koHTposnb A®l. 3miHu | Tuny -
3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3HAYEHWX y crneumndikauisx Ha A®l, abo
BUXiAHW/MPOMDKHUIM NpoAyKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y npoLleci BupobHuutea AdI
(iHWi 3miHK) 3MiHK B cnevumdikaLii npoMixXHOro
npoaykty SPM 14470 npwm in-process control
(cTagist 2 cMHTEe3y) Ans Y3rogXXeHHs meToay
BUNPOOYBaHHS 3anyLLKOBMX PO3YMHHUKIB MiXK
ABOMa BUPOGHMYMMY AinsitHkamu Minakem
Dunkerque Production, France, Ta Siegfried AG,
Switzerland. 3minu | TMNy - AaMiHicTpaTuBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
MiCList NPOBaKEHHS AisiNbHOCTI BUPOOHWMKA
(Bkntovaroum, 3a HeobxigHoOCTI, Micue

NPOBELEHHS KOHTPOIO SKOCTi), abo BnacHuka

macTep-darina Ha A®|, abo noctayanbHukKa

Adl/BuxinHoro matepiany/peareHTy/NpoMiXXHOro

NpoAyKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHULITBI

A®| (KO 3a3Ha4YEHO y [OCHE Ha NiKapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkinn hapmakonei y 3aTBepakeHoMy
nocbke, abo BUpobHMKa HOBOT LOMOMIXKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0Cbe) 3MiHa
Ha3BW BUPOOHMKa NnpomixkHoro npoaykty N-Boc-

D-cepuHy 3 D-cepuHy 3 «Expansia-PCAS» Ha
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«PCAS», skuin € noctayansHUKOM Ans
BMPOOHWKIB Ait040I peyoBMHU nakocamigy
MinAscent Leuna Production GmbH, Germany
Ta Siegfried Ltd, Switzerland. 3miuu | Tuny -
3MmiHu 3 akocTi. A®Il. Kontponb A®l. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo
BUXiAHVN/MPOMDKHUIM NpoAyKT/pearexT, Lo
BUKOPUCTOBYHOTLCS Y npoLeci BupobHuutea Ad|
(OonoBHEHHS cneumdikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPODYBaHHS)
[opaHo HoBy cneumdikauito ons 50 % po3unHy
HaTpIto rigpoKkcnay 00 BXe 3aTBEPOKEHOT
cneundikauii HaTpito rigpokeuay y Burnagi
rpaHyn/nnacTiBuiB npu in-process control Ha
BUPOGHWMUIN ainsHui Siegfried Ltd, Switzerland Ta
BHECEHO peAakLiHi npaskn. 3MiHn | Tuny -
3MinHn 3 skocTi. ADl. BupobHuuTBO. 3MiHM B
npoveci BupobHmutea AP| (HeaHayHa 3MiHa y
npoueci BupobHuutea AdPl) HesHayHa 3miHa y
npoueci BupobHuuTea A®Il, a came 3miHa
peaktuBy 25 % po3uuHy amiaky Ha 23 %
PO34MHy amiaky Ha ctagii 3 BUpobH1Yoro
npouecy cuHTe3 D npomixxHoro npogykty SPM
14470, L0 BUKOHYETBLCS Ha BUPOBHMYIN OinsHUi
Minakem Dunkerque Production, Francei i sik
Hacnigok, 3MiHa AoNyCTUMUX MexX Ans
BU3HAYEHHS KinbKiCHOro BMIiCTY amiaky Big 25-
30w/w 0o 21-30 % w/w. 3minHu | Tuny - 3MiHun 3
sikocTi. A®l. Bupo6HuuTBO. 3MiHM B npoueci
BUpoGHMUTBa AD| (He3HaYHa 3MiHa y npoueci
BMpobHuuTBa A®l) HesnayHa 3miHa y npoueci
BUpoGHMUTBa ADI, a came 3miHU Ha cTagisx 1-
4a BupobHuyoro npotecy cuHTes D, Lo
3AINCHIOITLCS Ha BUPOOHMYIN AinaHui Minakem
Dunkerque Production, France, y 38’a3ky 3
3anpoBaPKEHHS anbTepHaTUBHOMO 06nagHaHHs
(Hastelloy) gns ysromkeHHst obnagHaHHSA Mixk
nBoma ginsivkamy Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland (L0 He € 3apeecTpoBaHNM B
YkpaiHi). 3miHu | Tuny - 3miHn 3 skocTi. ADI.
BupobHuTBo. 3MiHa po3mipy cepii (Bknoyaroum
pianasoHun) APl abo NpomiXKHOro MPOAYKTY, KNI
3aCTOCOBYETLCS Y npoLeci BUpobHuutea Ad|
(36inbLueHHst go 10 pasiB NopIiBHSIHO i3
3aTBepKeHM po3Mipom) 3miHa Aiana3oHy
po3mipy cepii npomixHoro npoaykty SPM 14470
Ha o6’egHaHux cTagin 1 Ta 2 y BUpoGHUYOMYy
npoveci cuHTe3 D aitovoi pevyoBuHN, Sk
BUKOHYETbCS Ha BUPOOHMYIN AinsgHui Minakem




57 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Dunkerque Production, France (3aTBepgkeHo:
BXiHa KinbkicTb MeTun 2,3-gubpomnponioHary
660 kr +/- 3 kr; gianasoH Buxogy SPM 14470 Big
548 kr 4o 672 kr; 3anponoHoBaHoO: BXigHa
Kinbkictb MeTun 2,3-agubpomnponioHaty 657 -
762 xr; giana3oH Buxogy SPM 14470: i3
npmbnusHo Big 548 kr 4o 775 kr). 3MiHum | Tuny -
3MiHu 3 sikocTi. A®l. BupobHuuTteo. 3miHa
po3mipy cepii (Bkntovaroum gianasoHn) APl abo
NPOMIKHOTO MPOAYKTY, SIKUI 3aCTOCOBYETLCS Y
npoteci BupobHuuTea API (36inbweHHs go 10
pasiB NMOPIBHSAHO i3 3aTBEPAKEHUM PO3MIPOM)
3MmiHa gianasoHy po3mipy cepii NpomixXHoro
npoaykty SPM 20200 Ha o6’egHaHmnx cTagin 3
Ta 4 y BUpoGHMYoMy npouieci cnHTes D gitoyoi
PEYOBUHU, KNI BUKOHYETLCS Ha BUPOBHWUIN
pinsHui Minakem Dunkerque Production, France
(3aTBepmkeHo: BXxigHi kinbkocTti SPM 14470: Big
608 — 615; giana3oH Buxogy SPM 20200 Big 302
0o 520 kr; 3anponoHOBaHoO: BXigHi kinbkocTi SPM
14470: Big 608 — 773; pgianasoH Buxogy SPM
20200 Big 302 po 560 «kr). 3miHu | Tuny - 3MiHK 3
akocTi. A®l. BupobHuutBo. 3miHn BunpobysaHb
abo gonycTMMmnX Mex y npoueci BUpobHuLTBa
A®I, wo BcTaHoBNEHI y cneuundikauisx (iHLwi
3MiHM) 3MiHa 4ONYCTUMOI Mexi Ans napameTpy
«Loss for drying» npwu in-process control ans
npomixHoro npoaykty SPM 14470 Ha cTagii 2,
LLIO BUKOHYETbCHA HA BUPOOHWYIN AinsHUi
Minakem Dunkerque Production, France
(satBepaxeHo: NMT 0.2% w/w; 3anponoHoBaHoO:
NMT 0.5% w/w). 3MiHn | TUny - 3MiHK 3 AKOCTI.
A®I. BupobHuuteo. 3MiHn BUnpobyBaHb abo
OonycTMMMX MeX y npoueci BupobHuutea Adl,
LLIO BCTaHOBMeEHi y cneundikauiax (iHLwi 3miHwn)
Y3rogxeHHs aHanituiHoro metogy HPLC npw in-
process control, Ans BU3Ha4YeHHS KinbKOCTi
npomixxHoro npoaykty SPM 14470 y kiHui cTagii
3 npu nepeTtBopeHHi SPM 14470 Ha SPM 14429,
Mix AgBoma ginsiHkamy Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland. 3minu | Tuny - 3miHn 3 akocTi. ADI.
Bupo6HuTBo. 3MiHM BUNpobyBaHb abo
[OnyCTMMMUX MeX Y npoueci BupobHuutea Ad,
LLIO BCTAHOBIEHI Y crneumdikaLisax (4ogaBaHHs
HOBOro BMNpobyBaHHs Ta AONYCTUMUX MEX)
[lopaHo KOHTpONb BMICTY i300yTunaueTaty (3
ponyctumoto mexeto NMT 0.2% w/w) npm in-
process control Ha cTagii 2 BupobHuLTBa
npomixHoro npoaykty SPM 14470, wo
BUKOHYETbCS Ha BUPOOHMYIN AinsgHui Minakem
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Dunkergue Production, France, onsi yaromkeHHs

Mix AgBoma ginsiHkamy Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland. 3minu | Tuny - 3miHm 3 akocTi. ADI.
BrpobHuuTBO. 3MiHa BUpo6HUKa
BWXiAHOro/NpoMmi>KHOrO NMPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTBCS Y BUPOOGHMYOMY NpoLeci
A®I, abo 3miHa BUpoGHWKa (BKNovatouun, ae
HeobXiaHO, MicLe NpoBeaEeHHS KOHTPOITH SIKOCTI)
AQI (3a BigcyTHOCTI cepTuddikata BianoBigHOCTI
€Bponevicbkin bapmakonei y 3aTBepaXeHoOMy
[0Cbe)(3anponoHoBaHU BUPOBHUK HaNeXuTb
0o Tiei caMoi BUPOBHMUYOI rpynun nignpuemcTs,
Lo ¥ 3aTBepmKreHnit) 3amiHa BUpobHuka
Suzhou Jingye Medecine & Chemical Co., Ltd,
China Ha BupoGHuka Jiangsu Haixin
Pharmaceutical and Chemical Co., Ltd China, sk
BMPOGHMKa, BignoBiganbHOro 3a BUpobHULITBO
BUXiZHOTO MaTepiany 6eH3unaminy, aKun
BVIKOPVCTOBYETbLCS y Npoueci BUpobHMLUTBA
niroYoi pevoBmHM nakocamigy. 3miu | Tuny -
3MiHu 3 skocTi. A®l. BupobHuutBo. 3MiHa
BMPOBHVKa BUXiQHOTO/MPOMiXXHOIO
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BUpoGHM4oMy npoueci A®l, abo 3miHa
BMPOGHMKa (BKIOYaoum, Ae HeobxigHo, micue
npoBefeHHs1 KoHTponto sikocTi) APl (3a
BiCYTHOCTi cepTudikaTa BignosigHOCTi
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbe)(iHwi 3miHn) BeeaeHo HoBoro BUpobHuka
Siegfried St. Vulbas SAS, France, sik
anbTepHaTUBHOI BUPOBHMYOT AinbHUL,
BiMNOBiAanbHOI 3a BUPOGHMLTBO NMPOMiXKHOIO
npoaykty SPM 20200 RAC 3 TBR-SPM 6953,
SIKMIA BUKOPUCTOBYETLCSH Y MpoLeci BUpOOHMLTBA
Ail0Y0i pevyoBUHM nakocamigy 3a cnocobom
cuHTe3y D. A Takox BUKOHYE KOHTPOIb
npomixxHux npoayktis SPM 20200 RAC Ta TBR-
SPM 6953, KOHTpOrb BUPOGHMYOro npoLiecy,
KOHTpOMnb MaTepianis Ta nakyBaHHsa SPM 20200
RAC. 3minHu | Tuny - 3miHn 3 skocti. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTUMUX MEX,
BM3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, Wo
BMKOPUCTOBYIOTLCS Y npoLeci BupobHuutea AdI
(iHwWi 3miHM) 3MiHa KpUTEpIiB NPUNHATHOCTI 3a
napameTpom «Appearance» cneundikadii Ha
npomixkHuiA npoaykt TBR-SPM 6953 npw in-
process control Ha BUpoOHUYi ginaHui Siegfried
St. Vulbas SAS., France (3aTBepmXeHO: Bif
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6inoro Ao XoBTyBaTO-6ifloro NOPOLLKY;

Tuny - 3MiHu 3 sikocTi. A®l. Bupo6HuuTBO. 3MiHa

npouecy D Ha BUpobHWuin ainsHui BUpobHMUTBa
USB Pharma SA, Belgium. 3minu | Tuny - 3miHn

BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, micue

€Bponevicbkinn hapmakonei y 3aTBepakeHoMy

3anponoHoBaHo: Bif, 6inoro Ao X0BTyBaToOro
NMOPOLLKY 3 MOXITUBOI MPUCYTHICTIO
arnomepariB. A TakoXX OHOBIEHHi cneundikauii
peakTuBiB/PO34YNHHWKIB, SKi BUKOPUCTOBYIOTLCA
Ha BMpPOOGHWIIN ainsHui Siegfried St. Vulbas
SAS., France. 3miHu | Tuny - 3miHun 3 sKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneungikaui Ta/abo gonycTMMmnx Mex,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXiAHVMN/MPOMDKHUI NpOAyKT/pearexT, Lo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTea AdI
(OonoBHEHHS cneumdikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPODYBaHHS)
[ns Bu3HayeHHs1 napameTpy «ldentification»
cneundikaui Ha npomMixkHi npoayktn SPM
20200 i SPM 20200 RAC pgopaHo meTtoa IR
(iHdbpayepBOHOro BUNPOMiHIOBaHHS), SIK
anbTepHaTUBHE BUNPOOYBaHHS iaeHTMdiKauii oo
3aTtBepmakeHoro metogy HPLC. 3minu | Tuny -
3MiHu 3 skocTi. A®l. BupobHuuteo. 3MiHa
BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
npoayKkTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpoGHM4omy npoueci A®l, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, micue
npoBefeHHs KOHTpornto skocTi) APl (3a
BiCYTHOCTi cepTudikaTa BignosigHoCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
Aocbe)(iHwi 3miHn) BBeaeHo aopatkoBoro
Bupo6Hmka Neogen Chemicals Ltd., India, sk
BMPOGHMKa BUXigHOro MaTepiany metun 2,3-
anbpomnponioHaTy Ans BUPOOHULITBA AitoY0i
peYOBMHM Nakocamigy 3a cnocobomM cUHTe3y

3 gKocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby (iHLi 3MiHu)

3aTtBepoKeHi MeToam KOHTponto sikocTi 13

npencTaBneHo YKpaiHCbKO MOBOK. 3MiHu I

BMPOGHVKa BUXiQHOrO/MPOMiXXHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpOoGHMYOoMy npoueci A®I, abo 3miHa

npoBefeHHs KOHTpornto sikocTi) APl (3a
BiCYTHOCTi cepTudikaTa BignosigHoCTi

[0ChE)(3anponoHOBaHUn BUPOBHMK
BMKOPUCTOBYE CMOCIO CUHTESY, LLIO CYTTEBO

BiOpi3HAETLCA BiA nonepeaHboro, abo ymosu
BUPOBHMUTBA, sIKi NOTEHLIMHO MOXYTb 3MIHUTU
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BaXNMBI XxapakTepucTuku sikocti A®I, Taki sk
AKICHWI Ta/abo KinbKiCHWMI NPodinb AOMILLOK, Lo
notpebytoTb kBanigikauii, abo isnko-ximiyHi
BnacTtusocTi AdI, wo BnnmBaoTb Ha
6iogocTynHicTb) BBeaeHo HOBY BUPOBHMYY
AinbHUUo Minakem Dunkerque Production,
France, npomixxHoro npogykty SPM 20200, sikuii
BMKOPVCTOBYETbLCS Y NpoLeci BUpOGHMLUTBA
nito40i pevyoBMHM Nakocamigy 3a cnocobom
cuHTe3y D. A Takox BUKOHYE KOHTPOIb
NPOMIXKHUX NPOAYKTIB, KOHTPOIb BUPOBHNYOro
npoLiecy, KOHTPOINb MaTepianis Ta nakyBaHHs
SPM 20200. 3miHu Il Tuny - 3miHn 3 sikocTi. AdDI.
BupobHuuTto. 3MiHM B npoLieci BUpobHuLTBa
A®I (3HayHa 3miHa y npoueci BupobHuuTtea AdI,
LLIO MOX€E MaTW iICTOTHWI BNNB Ha SAKICTb,
6e3neky abo edheKkTBHICTb NikapcbKoro 3acoby)
3MiH BUPOGHMYOro npoLecy, Lo NoNsrarTb Yy
posLumnpeHHi BupobHuyoro npouecy D cuHTesy
Ait0YOI pevyoBUHN NakocaMify LUNSXOM
[ofaBaHHA cTadil peumpkynauii Ta pauemisadii
chapmakonoriyHo HeaKTUBHOrO S-eHaHTiomMepy
Hasagj Ao pauemivHoi cymili nakocamigy SPM
20200 RAC (cTagis 6b i 4b) Ha BUpobHWuin
ainbHuui Finorga Dynamic Synthesis, Mourenx,
France (skui He 3apeecTpoBaHuin B YKpaiHi) Ta
cTagii 4b Ha BupobHuyin ginbHuui USB Pharma
SA, Belgium

46.

BIMMNAT®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 200
Mr; no 14 TabneTtok
y 6nictepi; no 1 abo
4 6nicTtepu B
KapTOHHiI kopobLyi

tOCb
dapma C.A.

Benbrisa

BMPOGHMK
Hepo3adpacoBaHoI
npoaykuii Ta
KOHTPOIb SKOCTI:
HOCB ®apma C.A,,
Benbrisi; BUpOGHMK
Hepo3dhacoBaHoi
npoaykuii Ta
KOHTPOMb AKOCTi:
Evcika
dapmacboTukana
m6X, Himevuuna;
nepBUHHE Ta
BTOPWHHE
nakyBaHHs: Elicika
dapmacbioTukana
m6X, Himevuuna;
BUPOGHMK
BianoBiganbHWn
3a BMNyCK cepii Ta
KOHTPOMb SKOCTI:
Evcika
dapmacbioTukana

Benbrisi/
Himeyunna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TNy - 3miHm 3 sikocTi. ADl. KoHTponb
A®I. 3miHa y MeToax BunpobyBaHHsA ADI abo
BUXiZHOrO MaTepiany/npoMixXHOro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APD| (HE3HaYHI 3MiHK Y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) 3MiHM
MeToauku 3a nokasHukom «Chiral purity»
meTogom HPLC y meTogax koHTponto AdI, wo
BMPOGNSAETLCA anbTepHaTUBHUM CrIOCOBOM
cuHTe3y D Bupo6Hukom USB Pharma SA,
Belgium (nogaHo Tabnuuo 3 TUNOBUM Yacom
YTPUMYBaHHS OpraHiYHMX JOMILLIOK, Lo
OTPUMYIOTLCS i3 anbTepHaTUBHOrO npotiecy D).
3miHu | TMny - 3miHm 3 sikocTi. ADI. KoHTponb
A®Il. 3wiHa y MmeToaax BunpobyBaHHA A®I| abo
BMXigHOro MaTtepiany/npoMixxHoro
NpoAYyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoteci Bupo6HmuTea AP| (He3HaYHi 3MiHK Y
3aTBEPKEHUX MeToaax BUNpobyBaHHs) 3MiHu
MeToaukn 3a nokasHnkoM «Residual solvents,
method B» metogom GC y meTogax KOHTPOS
AdI, 110 BUPOBNSIETLCS anbTepHATUBHUM

3a
peuernmom

UA/10825/01/04
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'M6X, HimeyunHa

crnocobom cuHTesy D BupobHukom USB Pharma
SA, Belgium (gogaHo onuc npurotyBaHHS
cTaHZapTHOro po3ynHy Option 2). 3MiHu | Tuny -

3MmiHn 3 akocTi. ADI. KoHTponb A®I. 3miHa y

meToaax BunpobysaHHs APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuutea AdI

(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpobyBaHHsA) 3MiHWM MeToaNKN Anst
BUNPOOYBaHHSA iaeHTUiIKaLii, YicToTK Ta
KiNbKiCHOrO BM3Ha4YeHHst metogom HPLC y
mMeTogax koHTposnto AdI, Lo BUpobnsaeTbes
anbTepHaTVBHUM cnocobom cuHTesy D
BupobHmkom USB Pharma SA, Belgium (gogaHo

Tabnumuto 3 TMNOBMM 4YacoM YTPUMYBaHHS Ta

koedpilieHTamm BigNoBiai 4ns 3a3HavyeHnx

OOMILLIOK, LLIO OTPUMaHi 3 anbTepHaTUBHOIO
npouecy D). 3miHn | Tuny - 3miHm 3 sikocTi. ADI.

Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/NpOMIDKHOTO NMPOAYKTY/peareHTy, Wwo
BMKOPUCTOBYIOTBCS Y BUPOBGHMYOMY NpoLieci
A®l, abo 3miHa BMpOGHWMKa (BKNoYaoun, ae
HeobXxiaHO, MiCLie MPOBEAEHHSI KOHTPOITO AKOCTI)
AQI (3a BiocyTHOCTI cepTudikaTta BiaNoOBIQHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
[0Cbe)(iHLWi 3MiHW)

BeeneHo BupobHuuy ainbHuu UCB Pharma
SA, Belgium, y sikocTi JogaTkoBOro BUpobHUKa
Ail0Y0i pevoBUHM NakocamMify 3 BUKOPUCTaHHAM
anbTepHaTUBHOIO BUPOBHNYOro NpoLecy CUHTE3

D (Ha sikin BUKOHYytOTbCA cTagii 5, 6a Ta 6b
BMPOGHWYOrO MpOoLEeCy Aito40i PEYOBUHM
nakocamigy (cuHTe3 D)). A Takox BUKOHYE

KOHTpOMb NpomixHUX npoaykTis SPM 20200,
SPM 20200 RAC ta TBR-SPM 6953, koHTponb

BUPOBHMYOro npoLiecy, KOHTPOrnb MaTepianis,

nakyBaHHs Ta KoHTposnb A®Il. 3miHun | Tuny -

3miHu 3 akocTi. APl. KoHTponb A®l. 3miHa y
napameTpax crneuudikauiv Ta/abo gonyctummnx
MeX, BU3HAYEHWX y crneumndikauisx Ha A®l, abo

BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
(iHWi 3miHK) 3MiHKM B cneuudikaLii NpoMixXHOro
npoaykty SPM 14470 npwu in-process control
(cTagisa 2 cMHTe3y) Ans y3rofKeHHs MeToay
BUNPOOYBaHHS 3anMLLKOBMX PO3YMHHUKIB MiXK
ABOMa BUPOGOHUYMMK ginstikamu Minakem
Dunkerque Production, France, Ta Siegfried AG,
Switzerland. 3minu | Tvny - AamMiHicTpaTMBHI
3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
MicLisi NPOBaMKEHHS AisiNbHOCTi BUPOBHMKA
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(BKNtOYao4un, 3a HeobXigHOCTI, Micue
NPOBEAEHHS! KOHTPOIHO SIKOCTi), b0 BNacHuka
macTep-canna Ha A®l, abo nocTadanbHuka
Adl/BuxigHoro matepiany/peareHTy/npomMixxHoro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHULTBI
A (KO 3a3HAYEHO Y [OChE Ha NikapCbKkui
3acib) 3a BigcyTHOCTI cepTudbikata BignoBigHOCTI
€Bponewcbkin bapmakonei y 3aTBepaxXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBMHM (SKLLO 3a3Ha4YeHo y Aocbe) 3MiHa
Ha3BW BUPOBHMKa NnpomixHoro npogykty N-Boc-
D-cepuHy 3 D-cepuHy 3 «Expansia-PCAS» Ha
«PCAS», skuin € noctayansHUKOM Ans
BMPOGHWKIB Ail04O1 pe4OBUNHN fakocamigy
MinAscent Leuna Production GmbH, Germany
Ta Siegfried Ltd, Switzerland. 3miHu | Tuny -
3miHu 3 akocTi. A®l. KonTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHux y cneumadikauisx Ha A®l, abo
BUXiAHVMN/MPOMDKHUI NpoJyKT/pearexT, Lo
BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHuuTea AdI
(OonoBHEHHS cneumdikaLii HOBUM NOKA3HUKOM
SKOCTi Ta BiANOBIAHMM METOAOM BUNPODOYBaHHS)
HopaHo HoBy cneuudikauito ans 50 % po3unHy
HaTpito rigpokcuay Ao BXe 3aTBepaKeHO!
cneuudikaLii HaTpito rigpokeuay y BUrMsAi
rpaHyn/nnacTiBuiB npu in-process control Ha
BUPOGHWYIN ginsHui Siegfried Ltd, Switzerland Ta
BHECEHO peAakLiiHi npaskn. 3MiHn | Tuny -
3miHu 3 akocTi. APl. BupobHuuTBO. 3MiHN B
npoteci BUpobHmuTea AdD| (He3HayHa 3miHa y
npotueci BupobHuutea A®Pl) HesHayHa 3miHa y
npoteci BupobHuuTea AdI, a came 3MiHa
peakTuBy 25 % po3unHy amiaky Ha 23 %
PO34mMHY amiaky Ha ctagii 3 BUpobH1Yoro
npotecy cuHTe3 D npomixHoro npoaykty SPM
14470, L0 BUKOHYETBLCS Ha BUPOBHMYIN OinsHUi
Minakem Dunkerque Production, Francei i sk
Hacnigok, 3MiHa 4OoNyCTUMUX MeX Ans
BU3HAYEHHS KinbKiCHOro BMIiCTY aMiaky Big 25-
30w/w 1o 21-30 % w/w. 3minHu | Tuny - 3MiHun 3
skocTi. A®l. BupobHuuTBO. 3MiHM B npoLieci
BUpoGHMUTBa AD| (He3Ha4Ha 3MiHa y npoueci
B1pobHuuTBa A®l) HesnayHa 3miHa y npoueci
BUpobHMLTBa ADI, a came 3MiHM Ha cTagisx 1-
4a BupobHMyoro npotecy cuHTes D, Lo
3AINCHIOITLCS Ha BUPOOHMYIN AinaHui Minakem

Dunkerque Production, France, y 3B’a3ky 3
3anpoBaPKEHHS anbTepHaTUBHOMO 06nagHaHHs
(Hastelloy) gns y3romkeHHst obnagHaHHSA Mixk
aBoma ginsiikamy Minakem Dunkergque
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Production, France, Ta Siegfried AG,
Switzerland (Lo He € 3apeecTpoBaHNM B
YkpaiHi). 3MiHm | Tuny - 3miHu 3 sikocTi. ADI.
Bupo6HuLTBO. 3MiHa po3mipy cepii (BKkrtovaroum
AianasoHun) A®| abo NpoMmiXKHOTO NPOAYKTY, SIKUIA
3aCTOCOBYETLCS Y npoLeci BUpobHuuTea Ad|
(36inbLeHHs o 10 pasiB NOpiBHSAHO i3
3aTBepAkeHMM po3Mipom) 3miHa Aiana3oHy
po3Mmipy cepii npomixHoro npoaykty SPM 14470
Ha 06’egHaHnx ctagin 1 Ta 2 y BupobHu4omy
npoueci cuHTe3 D fitovoi pevoBuHN, Sk
BUKOHYETbCS Ha BUPOOHMUIN ainsHui Minakem
Dunkergue Production, France (3aTBepgxeHo:
BXigHa KinbkicTb MeTun 2,3-gnbpomnponioHarty
660 kr +/- 3 kr; gianasoH Buxogy SPM 14470 Big
548 kr 0o 672 Kr; 3anponoHOBaHO: BXigHa
KinbKicTb MeTun 2,3-gubpomnponioHarty 657 -
762 xr; giana3oH Buxogy SPM 14470: i3
npuénusHo Big 548 kr 4o 775 kr). 3mium | Tuny -
3MiHn 3 gkocTi. A®l. BupobHuuteo. 3miHa
po3mipy cepii (Bkntouaroumn gianasoHn) A®l abo
NPOMIDXHOTO MPOAYKTY, SIKU 3aCTOCOBYETLCS Y
npoteci BupobHmutea AP (36inbwenHs o 10
pasiB NOPIBHSAHO i3 3aTBEPOKEHMM PO3MIPOM)
3miHa giana3oHy po3Mipy cepii TpoMiXXHOro
npoaykty SPM 20200 Ha o6’egHaHux cTagiv 3
Ta 4 y BUpobHu4omy npotieci cuHtes D gitovoi
PEYOBMHU, KU BUKOHYETLCS Ha BUPOBHWYIN
pinsHui Minakem Dunkerque Production, France
(3aTBepmxeHo: BXiaHi kinbkocTi SPM 14470: Big
608 — 615; pianasoH Buxogy SPM 20200 Big 302
0o 520 kr; 3anponoHOBaHoO: BXigHi kinbkocTi SPM
14470: Big 608 — 773; giana3oH Buxogy SPM
20200 Big 302 po 560 «kr). 3MiHu | TUNY - 3MiHK 3
skocTi. A®l. BupobHuuTBo. 3miHn BUNpobyBaHb
abo gonycTMmMmnx Mex y npoueci BUpobHuuTBa
A®I, wo BcTaHoBNEHI y cneuundikauisx (iHwi
3MiHM) 3MiHa 4ONYCTUMOI MexXi ANns napameTpy
«Loss for drying» npw in-process control ans
npomixHoro npoaykty SPM 14470 Ha cTagii 2,
LLIO BUKOHYETbCHA Ha BUPOOHWYIN AinsHUi
Minakem Dunkerque Production, France
(3aTBepmxeHo: NMT 0.2% w/w; 3anponoHoBaHoO:
NMT 0.5% w/w). 3MiHn | TUny - 3miHn 3 AKOCTi.
A®I|. BupobHuuteo. 3MiHn BUNpobyBaHb abo
OonycTuMmnx Mex y npoueci BupobHuutea Adl,
LLIO BCTaHOBMeHi y cneumdikauisx (iHLwi 3miHu)
Y3rogkeHHs aHanituyHoro metogy HPLC npw in-
process control, Ansi BU3Ha4YeHHs KinbKOCTi
npomixxHoro npoaykty SPM 14470 y kiHui cTagii
3 npu nepetBopeHHi SPM 14470 Ha SPM 14429,
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M aBomMa ginsHkamu Minakem Dunkerque

Production, France, Ta Siegfried AG,

Bupo6HMLTBO. 3MiHM BMNpobyBaHb abo
OonycTUMKUX MEX Y npoueci BUpobHuutea Adl,
LLIO BCTAHOBIEHI y crneumdikaLisax (4ogaBaHHs

HOBOrO BUNPODOYBaHHA Ta AOMYCTUMUX MEX)
[onaHo koHTponb BMICTY i30byTunauerary (3
ponyctumoto mexeto NMT 0.2% w/w) npm in-

process control Ha cTagii 2 BUpobHuUTBa
npomixHoro npoaykty SPM 14470, wo
BUKOHYETbCS Ha BUPOOHMUIN ainsHui Minakem
Dunkerque Production, France, ans yarogxeHHs
Mix aBoMa ginsiHkamy Minakem Dunkerque
Production, France, Ta Siegfried AG,
Switzerland. 3miHun | Tuny - 3miHm 3 akocTi. ADI.
BrpobHuuTBO. 3MiHa BUpobHUKa
BMXiAHOrO/MPOMIKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHNYOMY npoLeci
AQ®I, abo 3miHa BMpobHUKa (BKMoYao4n, ae
HeobXxiaHO, MicLe NpoBeAEeHHS! KOHTPOIHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
[0CbE)(3anponoHOBaHW BUPOOHMK HanexuTb
[o Tiei camoi BUPOGHMYOI rpynu nNianprveMcTs,
LLIO ¥ 3aTBepmKreHnit) 3amiHa BUpobHuKa
Suzhou Jingye Medecine & Chemical Co., Ltd,
China Ha Bupo6Huka Jiangsu Haixin
Pharmaceutical and Chemical Co., Ltd China, sk
BMpPOOHWKa, BiANOBiAanbHOro 3a BUPOOHNLITBO
BMXigHOro matepiany 6eH3unaminy, skui
BVIKOPVCTOBYETbLCS y NpoLeci BUpobHMLTBa
Jitoyoi pevyoBuHU nakocamigy. 3minu | Tuny -
3MiHu 3 gkocTi. A®l. BupobHuuTeo. 3miHa

BMPOBHVKa BUXiQHOMO/MPOMIXXHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y

BUpOoGHMYoMy npoueci A®l, abo 3miHa
BMPOGHMKa (BKINOYakoun, Ae HeobxigHo, micue
npoBefeHHs KOHTpornto sikocTi) APl (3a

BiCYTHOCTi cepTudikaTa BignosigHOCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbe)(iHwi 3miHn) BBeaeHo HoBoro BupobHuka
Siegfried St. Vulbas SAS, France, sik
anbTepHaTUBHOI BUPOBHMYOT AinbHUL,
BiZNOBIganbHOI 3a BUPOGHNLITBO MPOMIDKHOTO
npoaykty SPM 20200 RAC 3 TBR-SPM 6953,
SIKWUI BUKOPUCTOBYETLCSH Y MpoLeci BUpoOHNLTBA
[il0Y0i pevyoBUHM nakocamigy 3a cnocobom
cuHTe3y D. A Takox BUKOHYE KOHTPOIMb

npomixxHux npoayktis SPM 20200 RAC Ta TBR-

Switzerland. 3minu | Tuny - 3miHm 3 akocTi. ADI.

SPM 6953, KOHTponb BUPOGHMYOro npoLecy,
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KOHTpOnb MaTepianis Ta nakyBaHHa SPM 20200

RAC. 3minun | Tuny - 3miHn 3 akocti. ADL.
KoHTponb A®L. 3miHa y napameTtpax
crneungikaui Ta/abo gonycTMMmMx Mex,
BM3HaYeHux y crneundikauisx Ha Adl, abo
BUXIOHWI/MPOMIDKHWUIA NPOAYKT/peareHT, LWo
BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(iHwWi 3miHW) 3MiHa KpuTEpIiB NPMNHATHOCTI 3a
napameTpom «Appearance» cneuudikadii Ha
npomixxHui npogykt TBR-SPM 6953 npwm in-
process control Ha Bupo6bHwuin ginaHui Siegfried
St. Vulbas SAS., France (3aTBepmpKeHo: Bif
6inoro Ao oBTYBaTO-6iNn0Oro NOPOLLKY;
3anpornoHoBaHo: Bif, 6inoro Ao XoBTyBaTOro
NMOPOLLKY 3 MOXIMBOI MPUCYTHICTIO
arnomMepariB. A TakoX OHOBIEHHI cneumdikauii
peakTVBiB/PO34YMHHIIKIB, SIKi BUKOPUCTOBYIOTHCSA
Ha BMPOOHWYIN ainsHui Siegfried St. Vulbas
SAS., France. 3mitu | Tuny - 3miHun 3 siKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo gonycTMMmUX Mex,
BU3Ha4YeHMX y cneumdikauisx Ha Adl, abo
BUXiAHVN/MPOMDKHUI NpoAyKT/pearexT, Lo
BMKOPVCTOBYOTbCS Y npoueci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHNM METOAOM BUNPODYBaHHS)
[nsa Bu3HayeHHs napameTpy «ldentification»
cneuudikaLin Ha npomixHi npogykTn SPM
20200 i SPM 20200 RAC pgopaHo meTtoa IR
(iHdbpayepBOHOro BUNPOMIHIOBaHHS), K
anbTepHaTVBHE BUNpobyBaHHs ineHTudikaLii oo
3aTtBepmkeHoro metogy HPLC. 3minum | Tuny -
3MiHu 3 gkocTi. A®l. BupobHuuTeo. 3miHa
BUPOGHMKa BUXiQHOMO/MPOMiXXHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpo6HM4omy npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, micue
npoBefeHHs KOHTpornto sikocTi) APl (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeicbkii hapmakonei y 3aTBepakeHoMy
pocbe)(iHwi 3miHn) BBegeHo noaaTkoBoro
BupobHuka Neogen Chemicals Ltd., India, sk
BMPOGHMWKa BUXiAHOrO MaTepiany metun 2,3-
anbpomnponioHaTy Ans BUPOOHULTBA AitoYoi
peYoBMHM Nakocamigy 3a CnocoboM CUHTe3y
npouecy D Ha BUpoBHWYin ainsHui BUpo6HMLUTBa
USB Pharma SA, Belgium. 3minu | Tuny - 3miHn
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb
rOTOBOrO fikapcbKkoro 3acoby (iHLi 3MiHK)
3aTtBepaKeHi MeToam KOHTponto sikocTi 13

npeacTaBneHo yKpaiHCbKo MoBok. 3MiHu |l
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Tmny - 3MiHun 3 sikocTi. APl. BupobHuuteo. 3miHa
BMPOBHYMKa BUXiAHOrO/MPOMiIXXHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMY npoueci API, abo 3miHa
BMPOOHMKa (BKNtoYaouu, e HeobxigHo, Micue
NpPOBeAEHHs KOHTPoIto AKkocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponewcbkin bapmakonei y 3aTBepaxXeHomMy
[0Cbke)(3anponoHoBaHNA BUPOBHMK
BUKOPWCTOBYE CMOCIO CUHTE3Y, L0 CYTTEBO
BiApi3HAETLCSA BiA NonepeaHLoro, abo ymosm
BUPOBHMUTBA, sIKi NOTEHLIMHO MOXYTb 3MIHUTU
BaXXNMBI XxapakTepucTuku sikocti API, Taki sk
AKICHUI Ta/abo KinbKiCHWIA NPoinb JOMILLOK, LLO
notpebytoTb kBanidikauii, abo disnko-ximiyHi
BnactusocTi AdI, Wwo BnnmBaoTb Ha
6iogocTynHicTb) BBeaeHo HoBy BMpOGHUYY
AineHUUto Minakem Dunkerque Production,
France, npomixxHoro npoaykty SPM 20200, sikuia
BVIKOPVCTOBYETbLCS y NpoLeci BUpobHUUTBa
nito4oi pevyoBMHM Nakocamigy 3a crnocobom
cuHTe3y D. A Takox BUKOHYE KOHTPOIb
NPOMIXXHUX NPOAYKTIB, KOHTPOIb BUPOBHNYOro
npoLiecy, KOHTPOnb MaTepianis Ta nakyBaHHS
SPM 20200. 3miHu Il Tuny - 3miHn 3 sikocTi. ADI.
BupobHuuTto. 3MiHM B npoLieci BUpobHuLTBa
A®I (3HauyHa 3MiHa y npoueci BupobHuutea AdI,
LLIO MOX€E MaTW iICTOTHWI BNNB Ha SAKICTb,
6e3neky abo edheKkTMBHICTb NikapcbKoro 3acoby)
3MiH1 BUPOGHMYOro NpoLecy, Lo NoMsrarTb Y
po3LmnpeHHi BUpobHuyoro npouecy D cuHTesy
Ait0YOT pevyoBUHN NakocaMmifly LLNSXOM
[ofaBaHHs cTafil peunpkynsauii Ta pauemisadii
hapmMaKkonoriYHo HeaKTUBHOrO S-eHaHTiomMepy
Hasaj Ao paueMmivHoi cymilli nakocamigy SPM
20200 RAC (cTagis 6b i 4b) Ha BUpobHWuin
ainbHuui Finorga Dynamic Synthesis, Mourenx,
France (skui He 3apeecTpoBaHuWi B YKpaiHi) Ta
ctagii 4b Ha BUpoObHuu4in ginbHuui USB Pharma
SA, Belgium

47.

BIHOPEIbBIH
"EBEBE"

KOHLEHTpaT Ansi
PO34MHyY Ans
iHdpy3in, 10 mr/mn no
1 mn (10 mr) abo 5
mn (50 mr) y
cnakoHi; no 1
dnakoHy B
KapTOHHiI kopobui

EBEBE
dapma
lec.m.6.X.
Hdpr. KI

ABCTpis

NMOBHWI LMKN
BMPOGHMLTBA:
SAPEBA YHTepax
'M6X, ABCTpis;
BUNYCK cepii:
EBEBE ®apma
lec.m.6.X. Hor.
KI', ABcTpis;
TeCTyBaHHS:
MMn
Mikpobionoriwec

AscTpis/
Himeyumna

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTEMHep/3akynoproBanbHuii 3acio. 3miHa
dopmu abo po3mMipy KOHTEHepa YK
3aKynoptoBarnbHOro 3acoby (nepBuHHOI
yMaKkoBKu) (CTepunbHi nikapcbki 3acobu) -
OHOBMEHHS cneuudikauii rymoBmx npobok
(Specification - Injection Stopper 2R vial),
BiNOBIOHO 4O AOKYMEHTIB nocTavarnbHuka, a
came 3MiHa po3MipiB ryMoBoi Npo6kuM BiAnoBigHO

3a
peuernmom

UA/4020/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Mptodnabop KpecneHHsM noctayasibH1Ka ryMoBux npobok.
MGBX, ABCTpist; Lis 3miHa BNnvBae nuLie Ha KpecneHHsi Nnpobku
TECTYyBaHHS: Y BHYTPILLHIA 4OKyMeHTaUil Ta dhakTU4Hi po3mipu
Jlabop J1IC CE & npo6ok Omniflex plus He 3MiHIOOTLCS.
Ko.KTI, HimeuunHa BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
48.| BONNbTAPEH® | Tabnetku, BKpuTI Hosaprtic LLisenuapi Hosaprtic Carnik, TypeyunHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/0310/04/01
PANIA LLyKpOBOIO dapma Al A lpa Be Tapim 3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
06onoHKoto, no 25 YpyHnepi CaH. Be nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHN Y
mr; no 10 TabneTok Tik. A.C. npoveci BUpobHMUTBa rOTOBOIo NiKapCbKoro
y 6nictepi; no 3 3acoby, BKIMIOYAYM NPOMDKHUIA NPOAYKT, LLIO
Gnictepu y kopobLi 3 3aCTOCOBYETLCH NPY BUPOBHMULITBI FOTOBOIO
KapTOHY nikapcbkoro 3acoby (He3HayHa 3MiHa y NpoLECi
BUPOBHMUTBA) HE3HAYHA 3MiHAa Y BUPOOHUYOMY
npoLeci, a came BuaaneHHs onuii
rpaHynioBaHHsA TPbOX Nifcepint i3 BUpoOGHMYOro
npoLecy NOTOYHOrO 3aTBEPHKEHOr0 PO3Mipy
cepii (299 000 kr/1 300 000 TabneTok). 3MiHu |
TMny - 3MiHK 3 siKoCTi. FOTOBUIA NikapCbKM
3aci6. 3MiHN y BUpobHMUTBI. 3MiHM Y npoueci
BMPOOHWLTBA rOTOBOrO MikapCbKoro 3acoby,
BKIOYa4M NPOMIKHUIA NPOJYKT, WO
3aCTOCOBYETBLCS NMPU BUPOGHULTBI FOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoueci
BMPOGHMLTBA) HE3HAYHa 3MiHa Y BUPOBGHUYOMY
npoueci J13, a caMe OHOBMEHHS KiNbKOCTi BOAWU,
sIka BUKOPUCTOBYETLCS Ha eTani rpaHynioBaHHs.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
po3mipy cepii (Bkntoyaroum gianasoH po3Mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPIKEHUM
pO3MipoM) BBEAEHHS OAATKOBOrO po3mipy cepil
roToBoro fnikapcbkoro 3acoby 433550 kr (1 885
000 Tabnetok) 3ateBepaxeHo: 299 000 kr (1 300
000 TabneTok). 3anponoHoBaHo: 299 000 kr (1
300 000 TabneTok) 433550 kr (1 885 000
Tabnertok)
49.| BOMEHOA PO34MH AN iH eKUiN, Acnipo IHaisa Acnipo ®apma IHaisa BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a - UA/18676/01/01
2 mr/mn; no 2 mn (4 dapma TimiTen 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
Mr) a6o no 4 mn (8 Tlimiteq HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
Mr) y donakoHi; no 5 (BnacHuka peecTpaLiiHoro noceig4eHHs ). 3MiHa
abo no 10 pnakoHis ajpecu 3asBHUKa
Y KapTOHHIl kopobui
50.| FA3IBA® KOHLieHTpaT Ans TOB «Pouu YkpaiHa Bupo6HuuTBO Himeuumna/ BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/14232/01/01
PO34MHY And YkpaiHa» Hepo3dacoBaHoi LLiBenuapis 3MiHn | TUny - 3miHu wopo peuennmom | nidnseae
iHdpysin, 1000 mr/40 npoaykuii, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy
mn; no 40 mny nepBUHHE (iHwWi 3miHKM) 3MiHM BHEceHO Ao IHCTpykKUii Ans
cdnakoHi, no 1 nakyBaHH4, MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
dnakoHy y BUNpobyBaHHs 0o po3ginis "®apmMakonorivHi BnacTneocTi",

KapTOHHIN kopobui

KOHTPOIIO SIKOCTi:

"MobiyHi peakuii”, a came BHECEHHS




68 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Pow [iarHocTuke penakuinHMX NpaBoK Ta YTOYHEHb 00 TEKCTY
'M6X, HimeuuunHa; 3a3HayeHux po3ainis. BeeaeHHst 3MiH npoTsarom
BTopuHHe 6-TV MicsALiB Nicns 3aTBEPOKEHHS.
nakyBaHHs, BUNYyCK
cepii:
. XodhdpmaHH-I15
Pow INTa,
LLIsevinapis
51.| TANA30JIIH® Kpanni HasanbHi, dapmanesT Monbla BapLuaBcbkuii Monbla BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 - UA/0401/02/02
po3uuH 0,1 % no 10 WYHWIA 3aBOA dapmaueBTUYHUIA 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenma
Mny «MOJNb®AP 3aBog lMonbda BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
nonieTuneHoBmx MA» C.A. AT, MonbLya; €Bponeiickkin hapmakonei/MoHorpadii.
cbnakoHax- dapmaLeBTUYHNUIA MogaHHA HoBoro abo oHoBReHoro cepTudikara
KpanenbHUUsX 3 3aBofg BigNOBIgHOCTI abo BUNy4YeHHs ceptudikara
KOHTPOMEM nepLUoro "MOJIbdAPMA" BignoBigHOCTI €BponeWicbkin thapmakonei: ans
BiaKpUTTS; no 1 C.A. Biggin A®I; ansa BuxiaHoro
dnakoHy y MepaHa B matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
KapTOHHIl kopobui Cepagsi, Monbla BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans
[OMOMDKHOI pevoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewicbkin hapmakoner) -
OHoBneHur ceptudikat Big yXxe 3aTBepaXeHoro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BiAnoBigHOCTI €Bponeincoki papmakonei Ne R1-
CEP 2017-054 - Rev 00 (3atBepaxeHo: RO-CEP
2017-054 - Rev 00) ans Aito4o0 peqyoBUHM
rigpoxnopuay KCurnomeTasoniHy Bif
3aTBepakeHoro BupobHuka TOB iHHOBaLiiHe
nignpuemctao IMOXEM (IPOCHEM), MonbLua,
AKUA 3MiHVMB Ha3BY Ha Bapluascbkuii
dapmaueBTnyHUiA 3aBop MNonbga AT, INMOXEM
BPAHY (IPOCHEM BRANCH), MonbLua; 3miHu |
TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYa4YmM AinbHULI Ans
A®I, npomixxHoro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHs1, BUpobHWKa, BifnoBigansHoro 3a
BUMYCK Cepiri, MicLie NpoBeAeHHS KOHTPOMO
cepii) abo nocTayanbHWKa BUXiQHOrO Marepiany,
peareHTy abo JOMOMiXXHOT PEYOBUHM (SIKLLIO
3a3HayYeHo y [0CbE) - BUAanNeHHs BUpobHuka
CTX Life Sciences Pvt. Limited, IHgis ans Adl
rigpoxnopuay KCurnomeTasoniHy
52.| FTANA3OJIIH® Kpanni HasarnbHi, dapmauesT MonbLa BapLuascbkuit MonbLa BHECEHHS 3MiH [0 peecTpauiHuX maTepianis: bes - UA/0401/02/01
po3uuH 0,05 %, no WYHWI 3aBOf, dapmaueBTUYHUIA 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenma
10 mny «MONb®AP 3aBog lNMonbda BignosigHocTi/lE-cepTudikat BignosigHoCTi
nonieTuneHoBmx MA» C.A. AT, MonbLa; €Bponeiicbkit apmakonei/MmoHorpadii.
drakoHax- dapmaLeBTUIHNUIA MogaHHA HoBOro abo oHoBMeHoro cepTudikara
KpanenbHUUsAX 3 3aBof BignoBigHOCTi abo BUny4eHHsi cepTudikata
KOHTPOMeM nepLLoro "MONb®APMA" BignoBigHOCTi €Bponenchkii hapmakonei: ans
BigKpuTTS; Mo 1 C.A. Biggin A®I; onsa BuxiaHoOro
dnakoHy y MegaHa B MaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo




69 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHIl kopobui Cepagsi, Monbla BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBReHni ceptudikat Big, y>xe 3aTBepAXeHOro
BMPOGHMKa - NOAaHHS OHOBMEHOrO cepTudgikara
BignoBigHocCTi €Bponeicokin thapmakonei Ne R1-
CEP 2017-054 - Rev 00 (3aTBepaxeHo: RO-CEP
2017-054 - Rev 00) ans aito4oto pevoBrHU
riapoXnopuay KCMnomeTasoniHy Big
3aTBepakeHoro BupobHuka TOB iHHOBaUjiHe
nignpuemcteo INMOXEM (IPOCHEM), MonbLa,
KU 3MIHMB Ha3BY Ha BapLuascbkuii
dapmaueBTnyHuin 3aBog Monbda AT, INMOXEM
BPAHY (IPOCHEM BRANCH), MNonbLua; 3miHn |
TMNy - AgMiHICTpaTMBHI 3MiHW. BunyyeHHsa
BUPOBHMYOT AinbHUUI (BKMOYaKYM OiNbHULI Anst
A®I|, npomikHOro NpoaykTy abo rotoBoro
nikapcbKkoro 3acoby, AinbHULI AN NpoBegeHHs
nakyBaHHs1, BUpOOHWKa, BiAnoBigansHoro 3a
BMMNYCK Cepiln, MiCLie NPOBEAEHHS KOHTPOO
cepii) abo nocTavanbHMKa BUXigHOTrO MaTepiany,
peareHTy abo LONOMiIXKHOT pe4OBUHYU (SIKLLO
3a3Ha4YeHo y AOChE) - BUAANeHHs BUpObHMKa
CTX Life Sciences Pvt. Limited, IHgis ana Adl
rigpoxnopuay KCurnomeTasoniHy
53.| TEKCAKCUM® / | cycneHsia gns CaHodi ®paHuis BMPOBHMLTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/13080/01/01
HEXAXIM iH’ekuini no 0,5 mn (1 MacTep roToBOro YropwuHa 3miHu | TMny - 3miHm 3 sikocTi. ADI. KoHTponb peuenmom
BAKUMWHA ONA | posa) Hepo3dacoBaHoro A®I. 3miHa y MeToax BunpobyBaHHsA ADIl abo
NMPO®INAKTUK | rmo 0,5 mn (1 nosa) B NPOAYKTY, BVXiAHOro Marepiarny/npoMixxHoro
U OUDTEPI, nonepegHL0 BTOPUHHE npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
NMPABLUA, 3anoBHEHNX nakyBaHHs npoueci BUpobHmuTea ADI (iHWi 3MiHK Yy
KALLJTIOKY wnpuuax 3 1-eto (wnpwuun), mMeTofax BUNpobyBaHHS (BKIMIOYAKOUN 3aMiHY
(ALUENONAPH (abo 2-ma) KOHTPOIb SIKOCTI, abo gonoBHeHHs) APl abo
17 OKpeMUMHU ronikamu, BUMYCK Cepint: BUMXigHOro/npomixkHoro npoaykty) MogaHHs
KOMIMOHEHT), no 1 wnpuvuy B CaHodi MacTtep, OHOBMEHOro NPOTOKOMYy KBanidikauii Ans
FENATUTY B KapTOHHIN ynakoBLi; dpaHuis BHYTPILLHbLOI NapTii eTanoHHoro ctaHaapTty PRP-
PEKOMBIHAHT | no 0,5 mn (1 po3a) B BUPOGHMLTBO T, WO BUKOPUCTOBYETLCH AN TECTyBaHHSA Npu
HA, nonepegHLO roToBOro BUMYCKY Ta nig Yac gocnigkeHb cTabinbHOCTI
MONIOMIENITY | 3anoBHEHUX Hepo3adhacoBaHoro A®I, Final Bulk Product, BakunHn DTaP-IPV-HB-
IHAKTUBOBAH | wnpuuax 3 1-eto nNpoayKTy, Hib Ta koH’toroBaHoi BakumHu Haemophilus tuny
ATA (abo 2-ma) 3arnoBHEHHS, b Ha BMmicT BinbHoro genonimepusosaHoro PRP
3AXBOPIOBAH | okpeMumu ronkamu, BTOPUHHE (nonipubosunpubitTondocdary), a Takox Ansi
b, no 1 wnpwvuy B nakyBaHHs, TectyBaHHs Final Bulk Product Ta BakuuHu
CNPUYMHEHW | ctaHpapTHo- KOHTPOIb SKOCTI, DTaP-IPV-HB-Hib Ha BmicT HeagcopboBaHoro
X EeKCMOPTHIN BUMYCK Cepint: PRP. PenakuinHi oHoBneHHs y po3aini 3.2.S.5.
HAEMOPHILUS | ynakosuj, sika CaHodi MacTep, TepmiH BBeQEHHS 3MiH - BepeceHb 2026.
Tany B MICTUTLCA Y ®paHuis
KOH''OrOBAH KapTOHHIN kopobui 3 BTOPUHHE
A, iHCTpyKUieto ans nakyBaHHsi, BUMYCK
AO0COPBOBAH MeaNYHOro cepini:
A, PIOKA 3aCTOCyBaHHS; CaHodi-ABeHTic
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

no 0,5 mn (1 go3a) B
nonepegHb0
3aMoBHEHNX
wnpuuax 3 1-et0
(abo 2-ma)
OKPEMUMM ronkamu,
no 10 wnpwuuis B
KapTOHHIN ynakoBLj;
no 0,5 mn (1 gosa) B
nonepeaHL0
3anoBHEHUX
wnpuvuax 3 1-eto
(abo 2-ma)
OKPEMMMMU TronKamu,
no 10 wnpwvuis B
cTaHgapTHO-
€eKCMopTHIN
ynakoBLUi, aka
MICTUTBCSH Y
KapTOHHIN kopobui 3
iHCTpyKUieto ans
Mean4Horo
3aCTOCyBaHHS;

no 0,5 mn (1 gosa) y
cdnakoHax, no 10
dnakoHiB y
KapTOHHIN ynakosLj;
no 0,5 mn (1 go3a) y
dnakoHax, no 10
cdrakoHis B
cTaHfgapTHO-
eKCMopTHIN
ynakoBLi, sika
MiCTUTBCA Y
KapTOHHI KOpoOLYi.
MapkyBaHHsi
YKpaiHCbKO Ta
aHrnincekoto, abo
iHLUMMM iIHO3EMHUMU
MOBaMWU.

3pT., YropwuHa

54,

rAPOKOPTU3
OH

masb 1%, no10r
abo no 15 r y Ty6i;
no 1 Ty6i B
KapTOHHIN nayui

nn
"rMEOEKC"

YkpaiHa

TOB "Apnimeg”

Pecnybnika
BipmeHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUnYy - 3miHKn Wwopo
6e3nekn/ehekTMBHOCTI Ta dpapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBegeHHs
y3aranbHeHWX AaHKX Npo cucTemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
hapmakoHarnagy 3asBHUKa ANS 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLo BoHa

3a
peuernmom

UA/19438/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsay
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pPO3MiLLeHHi MmacTep-daina cuctemm
hapmakoHarnsigy) 3miHa yrnoBHOBaXeHOi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
[Litova pepakuis: NyaseHko AHOpin
OnekcaHaposuy. lNMponoHoBaHa peaakuis:
InaToBa Mupocnasa KOpiiBHa. 3MiHa KOHTAKTHUX
[AaHnX YNOBHOBAaXEHOI 0COOU 3asiBHNMKA,
BignoBiganbHoi 3a dhapmMakoHarnsg
55.| NMAPOKCUCEY kancynu no 500 mr, Mepak HimeyumH BUPOGHMK, LLO Himeyumna BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/6720/01/01
OBUWHA MEOAK | no 10 kancyny lesenbwad a Bignosigae 3a 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA peuenmom
6nictepi; no 10 T chrop BTOPUHHE nikapcbkuii 3aci6. KoHTponb rotoBoro
GnicTepis y kopobui KniHiwe nakyBaHH4, nikapcbkoro 3acoby. 3miHa napameTpis
3 KapTOHY LWneuianenp MapKyBaHHS cneumndikauii Ta/abo 4oNyCTUMMX MEX FOTOBOro
enaparte NepBUHHOI nikapcbkoro 3acoby (iHwi 3MiHN). 3MiHN y
M6X YNaKoBKM, cneunikauii p. CynyTHi gomiwkun. 3miHu | Tuny -
KOHTPOMb/BUNPOBY 3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
BaHHSA cepii Ta 3a KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
BUMYCK Cepil: MeTo4ax BUNpobyBaHHS FOTOBOrO JikapCbKOro
Mepak 3acoby (iHwi 3MiHK). 3MiHa y MeTogax
lesenbwadt drop BUNPOOyBaHHS 3a p. «PO34MHEHHSAY,
KniHiwe (3aTBepmkeHo: 270% (Q) 3a 30 xBUNUH
LLnewuianenpenapa (USP/DAB (Paddle meth.), 3anponoHoBaHo:
Te M6X, 270% (Q)3a 30 xsunuH (EP 2.9.3(Paddle
HimeuuunHa; meth.)). 3miHu | TUNy - 3miHK 3 skocTi. FoToBUIA
BUPOGHWK, LLIO nikapcbkuii 3aci6. KoHTpornb rotoBoro
BignoBigae 3a nikapcbkoro 3acoby. 3miHa y meTogax
BUPOGHMLTBO BUNpPoOYyBaHHS rOTOBOrO NikapCbKoro 3acoby
nikapcbkoro (iHwi 3miHK). 3MiHa y MeTodax BUNpobyBaHHs 3a
3acoby, nepBuHHe, p. «BTpaTta B Maci npu BMUCYyLLYyBaHHiI»,
BTOPUHHE (3aTBepmxeHo: He 6inblie 1% (Ha 1r)( EP
nakyBaHHs1, 2.2.32), 3anponoHoBaHo: He binbLie 1% (Ha 1r
MapKyBaHHS, (EP, 2.2.32 abo in house meTon)
KOHTpOnb/BUNpoby
BaHHA cepil:
XaynTt ®apma
Amaper 'm6X,
HimeyuunHa
56.| rniunH Tabnetku mnn YkpaiHa TOB "Apnimeg” Pecnybnika BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes - UA/14604/01/01
cybniHreanbHi no "rMEJEKC" BipmeHisi 3MiHu | TUny - 3miHu Wwopo peuenma
100 wmr, no 50 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHiI kopobui

BeeneHHs abo 3miHu [0 y3aranbHeHWX AaHuX
npo cuctemy apmakoHarnagy (BBegeHHst
y3aranbHeHVX AaHnX Npo cucTemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXKeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKWo BoHa
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pPO3MiLLeHHi MmacTep-daina cuctemm
hapmakoHarnsigy) 3miHa yrnoBHOBaXeHOi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
[Litova pepakuis: NyaseHko AHOpin
OnekcaHaposuy. MNMponoHoBaHa pepakuis:
InaToBa Mupocnaga tOpiiBHa. 3MiHa KOHTAKTHUX
[aHUX YNOBHOBaXeHOI 0CO0M 3asiBHYMKA,
BignoBiganbHoi 3a dhapmMakoHarnsg

57.

MIATOH®

Kancynm m’siki no
400 mr; no 10
kancyn y énicrepi;
no 3 abo 6 6nictepis
y nayui 3 KapToHy

AT
"Papmak”

YkpaiHa

AT dapmak”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3Mminn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoproBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEX MEePBUHHOT YMaKOBKM FOTOBOTO NiKapCbKOro
3acoby (gonoBHEHHs crneumdikaLii HoBUM
MOKa3HWKOM 3 BiANOBIAHUM METOAOM
BUNpobyBaHHs) - OHOBNEHHs po3Ainy 3.2.P.7
Cuctema koHTelHep/3aKkynoptoBanbHUiA 3acif, a
came OOMOBHEHHA cneumdikauii Ha nniBky
nonimepHy Tpeoxwaposy (PVC/PE/PVAC)
NoKasHUKOM «laeHTudikauia» 3 BignosigHum
MeToAoM BUNPOGYBaHHS; 3MiHuM | Tuny - 3miHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MEX MEepPBUHHOT YMaKOBKM FOTOBOrO MiKapCbKoro
3acoby (4onoBHeHHs cneuudikauii HoBUM
NMOKa3HWKOM 3 BiANOBIAHUM METOAOM
BUNpPobyBaHHs) - OHOBNEHHs po3Ainy 3.2.P.7
CucTtemMa KoHTelnHep/3akynoptoBanbHuiA 3acib, a
camMe JOMOBHEHHS creumdikaLii Ha donbry
anioMiHieBy NakoBaHy APYKOBaHY MOKa3HUKOM
«laeHTundikauis» 3 BignoBigHUM METOAOM
BMNPOOYBaHHS (MOKa3HWK BU3HAYaeTbCS Ans
BupobHuka “MTC Polska Sp. Z.0.0.); 3miHu |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapCbKui
3aci6. CucteMa KoHTelnHep/3akynoptoBanbHUi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
AO0MYCTUMUX MEX NEPBUHHOI YNaKoOBKN rOTOBOrO
nikapcbkoro 3acoby (40NoBHEHHsT cneumdikaLii
HOBWM MOKa3HWKOM 3 BiANOBIAHUM METOAOM
BUNPoBYyBaHHs) - OHOBMNEHHs po3Ainy 3.2.P.7
CuncTtema KoHTeHep/ 3akynoptoBanbHUiA 3acib, a
came [OMOBHeHHS cneuudikauii Ha nniBky
NoniBiHINXNOPUAHY NOKa3HUKOM
«laeHTndikauis» » 3 BiaANOBIAHUM METOAOM
BUNpobyBaHHs; 3miHu | Trny - 3MiHKM 3 AKOCTI.
oToBMI Nikapcbkuit 3acib. Cructema

3a
peuernmom

UA/14536/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOHTelHep/3akynoproBanbHuii 3acit. 3miHa

napameTpiB cneuudikauin Ta/abo gonycTummx
MEX NepBUHHOI YMaKOBKM FOTOBOTO NiKapCbKOro
3acoby (BMNyYEHHSI HE3HAYHOrO NoKa3HKKa
(Hanpuknag 3acTapinoro nokasHuka)) -
OHOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTeNHep/ 3akynoptoBanbHuUi 3acid, a came
BUIMyYeHHS 3i cneumdpikaii Ha nnisky noniMepHy
Tpboxwaposy (PVC/PE/PVdC) nokasHukis
«Martepian», «Poamipu pynoHy», «LLnpuHa
nniBku», «YnakoBka», «MapkyBaHHsi», «YMOBU
36epiraHHs», «[apaHTiiHuiA TepMiH 36epiraHHsaY,
«Bupo6HMK»; 3MiHKM | TUNY - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctTummnx
MEX MEepPBUHHOT YMaKOBKM FOTOBOrO NiKapCbKOro
3acoby (BMNyYEeHHS] HE3HAYHOTrO NOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka)) -
OHOBRNeHHSA poaginy 3.2.P.7 Cuctema
KOHTelHep/ 3aKkynoptoBanbHuiA 3acib, a came:
BUNYYEHHSA 3i cneundikauii nniskn
NoNiBIHINXNOPUAHOI NokasHukiB n. «MaTtepian»,
«Posmipu pynoHy», «LnpuHa nnisku»,
«WineHicTe nniBkun», «Temnepatypa
po3m’akweHHs 3a Bika (VST)», «MiuHicTb npu
pO3TAryBaHHi», «Ycaaka npu nporpiBaHHi
(noB3poBxHs)», «KoediuieHT
CBITNONpOnycKkaHHA (ANs CBITNO3aX1CHOT
nniBku)», «YnakoBka», «MapkyBaHHsI», «YMOBU
36epiraHHs», «FapaHTiNHWA TEpMIH 36epiraHHs»;
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX MEepPBUHHOT YMaKOBKM FOTOBOrO MiKapCbKoro
3acoby (BMNyYeHHSI HE3HaYHOrO NokasHuKa
(Hanpuknag 3acTapinoro nokasHuka)) -
OHOBMeHHSA po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3aKkynoptoBanbHuiA 3acib, a came:
BUIy4eHHS 3i cneumdikauii ans oonbru
antoMiHieBOi NakoBaHOI APYKOBaHOI NOKa3HMKIB
n. «Marepian», «[padiyHe opopMneHHs,
NpaBUIbHICTb HAHECEHHS TeKCTY», «Po3mipu
pynoHy», «LLinpyvHa donbrv opyKkoBaHoi»,
«MoBepxHeBa LWiNbHICTb OMbIY,
«[NoBepxHeBa LWiNbHICTb hONbrv APYKOBaHOI»,
«BUW3Ha4YeHHs1 HadIMHOCTI HAHECEHHS
Apykapcbkux dpapb Ta 3axmMcHOro naky Ha
conbry (agresis dprnekcorpadCbkoro Apyky)»,
«CTinKicTb NOBEPXHEBOIO LWapy ¢onbrv 4o
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Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)
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3asieHUKa

Bupo6bHuk
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eupobHUKa

PeecmpauyitiHa npoyedypa
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Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BWICOKOI TemnepaTtypu (TemnepaTypHUn TecT)y,
«CknetoBaHHs 3 MBX», «YnakoBkay,
«MapkyBaHHs», «YMOBM 36epiraHHs», « TepMiH
36epiraHHs», «BUpoGHMKy; 3MiHn | TUny - 3MiHn
3 gkocTi. FoToBMIA nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX MEepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKoro
3aco0by (iHLWi 3MiHM) - OHOBMEHHS po3ainy
3.2.P.7 Cuctema KoHTelHep/ 3aKynoptoBanbHUi
3acib, a came BHeCeHHs 3MiH A0 crneumdikauii
Ha nniBKy NoniMepHy TPbOXLLIAPOBY
(PVC/PE/PVAC) 3a n. «ToBLMHa NniBkn»; 3MiHM
| Tuny - 3MmiHM 3 sKocTi. FoTOBWI NikapcbKWi
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuit
3aci6. 3miHa napameTpiB cneumdikaLin Ta/abo
[OMYCTUMUX MEX NEPBUHHOI YNaKOBKU rOTOBOMO
nikapcbKkoro 3acoby (iHLi 3MiHW) - BHECEHHSI 3MiH
no po3giny 3.2.P.7 Cuctema koHTeliHep/
3aKyrnoptoBarnbHuI 3acid, a came OHOBMEHHSI
cneumdikauii gna nniBkM NONIBIHINXNOPUAHOI 3a
n. «ToBLWMHA NniBkU»; 3MiHK | TNy - 3MiHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX MEepPBUHHOT YMaKOBKN FOTOBOrO MiKapCbKoro
3acoly (iHLUi 3MiHW) - BHECEHHS 3MiH [0 po3Ainy
3.2.P.7 Cucrema KoHTelHep/3aKynopoBanbHui
3acib, a came OHOBrEHHS crneumndikauii Ans
onbr antoMiHiEBOI NTakoBaHOI ApPyKOBaHOI 3a
nokasHUKoM « ToBLUMHA OMbIU»

58.

FMIOKODAX®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 500
Mmr no 15 Tabnetok y
GnicTepi; no 2 abo
no 4 6nictepn y
KapTOHHI kopoOLyj;
no 20 TabneTtok y
GnicTepi; no 3
Gnictepn y
KapTOHHI kopobuyi

Mepk CaHTte
c.a.c.

®paHuia

Mepk CaHTe,
dpaHuis
(BUpPOBOHMLTBO 3a
NMOBHUM LIMKITOM);

Mepk, CI1, IcnaHis

(BUpPOBOHMLTBO 3a
NMOBHUM LKITOM)

DpaHuis/
IcnaHia

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHM) 3MiHM BHeceHo Ao nyHkTiB 8 Ta 17
TEKCTY MapKyBaHHS BTOPMHHOI yNaKoBKK
nikapcbkoro 3acoby Ta 0 MyHKTY 6 TekcTy
MapKyBaHHS MEPBMHHOI YNaKOBKW NiKapCbKOro
3acoby.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MmicauiB nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeANYHOrO 3aCTOCYBaHHS Y 3B’A13KY i3 HOBUMM
[OaHUMW 3 SIKOCTI, AOKMIHIMHUMU, KMiHIYHUMK
OaHnMu Ta AaHnMu 3 chapmakoHarnsagy - 3MiHu
BHECEHO [0 iHCTPYKUiT AN MeguyHoro
3acToCyBaHHSA fikapcbkoro 3acoby Ao poaainy
"dapmakonoriyHi BnactmBocTi"
("PapmakogmHamika") BignoBigHoO Ao maTepianis

3a
peuernmom

He
nidnsieae

UA/3994/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
peecTpauiiHoro gocke. BBegeHHS 3MiH
nNpoTArom 6-T1 MicsAUIB Nicnsa 3aTBEPAXKEHHS
59.| MKOPAXK® TabneTkn, BKpUTI Mepk CaHTe ®paHuia Mepk CaHTe, PdpaHuis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/3994/01/02
NniBKOBOO c.a.c. PpaHuis Icnanis 3MiHn | TUny - 3miHn wopo peuenmom | niidnszae
o6onoHkot, no 850 (BpOGHMLTBO 32 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
Mmr no 15 Tabnetok y NMOBHUM LMKITOM); (iHWi 3miHK) 3MiHM BHeCeHO 4o NyHKTIB 8 Ta 17
6nictepi; no 2 abo Mepk, CI1, Icnanis TEKCTY MapKyBaHHS BTOPMHHOI YNaKOBKM
no 4 6nictepn y (BpOBHMLTBO 3a nikapcbkoro 3acoby Ta 0 MyHKTY 6 TekcTy
KapTOHHiI kopobuyj; NMOBHUM LMKIIOM) MapKyBaHHs MEPBUHHOI YNaKOBKW NikapCbKOro
no 20 TabneTtok y 3acoby.
6nictepi; no 3 BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
Gnictepn y 3aTBepAKeHHs. 3MiHu Il Tuny - 3miHn Wwopao
KapTOHHIl kopobui 6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MEeAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
OaHnMu Ta AaHnMm 3 chapmakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLUiT ANa MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"dapmakonoriyHi BnactmBocTi"
("dapmakogmHamika") BignosigHo go maTepianis
peecTpauinHoro gocbe. BBeaeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBEpAKEHHS
60.| FMIOKODAX® TabneTkn, BKpUTI Mepk CaHTte ®paHuis Mepk CaHTe, PpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a He UA/3994/01/03
NniBKOBOKO c.a.c. DdpaHLuis IcnaHis 3MiHu | Tuny - 3MiHKM Wwopo peuenmom nidnsieae
o6onoHkoto, no 1000 (BUpPOGHMLTBO 3a 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
Mr no 15 TabneTok y MOBHUM LMKIIOM); (iHwWi 3miHM) 3MiHM BHeceHo Ao nyHkTiB 8 Ta 17
6nicTepi; no 2 abo Mepk, CI1, IcnaHis TEKCTY MapKyBaHHSA BTOPVHHOI YNaKoOBKM
no 4 6nictepn y (BUpPOBHMLTBO 3a nikapcbkoro 3acoby Ta 0 NyHKTY 6 TekcTy
KapTOHHiI kopobLyi MOBHUM LKITOM) MapKyBaHHS MEPBMHHOI YNaKOBKY NiKapCbKoro
3acoby.
BBeaeHHs 3MiH NnpoTsrom 6-Tu micauiB nicns
3aTBepAkeHHs. 3minm I Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS! Ta IHCTPYKLUii Ans
MeAMNYHOrO 3aCTOCYBaHHS Y 3B’3KY i3 HOBUMM
[OaHUMW 3 SIKOCTI, AOKMIHIMHUMW, KMiHIYHUMK
OaHnMuU Ta AaHnMK 3 chapMakoHarnsiay - 3MiHu
BHECEHO [0 iHCTPYKLiT Anst MeauyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"®apmakonoriyHi BnactmeocTi"
("®apmakoguHamika") BignoBigHO Jo MaTepianis
peecTpauinHoro gocbe. BBeAeHHs 3MiH
NpoTArom 6-Tn MicsAUIB Nicns 3aTBepAKeHHS
61.| JAKAPBA3WH niocpinizat gnsa Mini Benvka BeHyc Pewmegic IHais BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/0548/01/01
PO34MHY AN iH'eKuin Xernckepe BpuTaHis TimiTen 3MmiHu | TUNy - AOMiHICTpaTMBHI 3MiHW. peuenmom | nidnsieae
no 200 mr; 1 dprakoH Timiteq BunyyeHHs BUpOGHMYOT AinbHULI (BKIIOYaoun

3 niocpinisaTtom y
KapTOHHIN kopobui

OinbHuui ana A®I, npomixkHoro npogykty abo
roTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npoBeAeHHs NaKyBaHHsI, BUPOOHKKa,
BiZ4NOBIganbHOro 3a BUNycK cepin, micue

NPOBEAEHHST KOHTPOIIO cepii) abo
nocTayarnbHvKa BMXiQHOIO MaTepiany, peareHTty
ab0o JOMOMiXXHOT PEYOBMHM (SIKLLIO 3a3HaYEHO Y
[0ChE) BUINYyYEHHS BUPOOHMYOI AinbHWL 4ns
A®I pakap6a3snHy LINGNAN
PHARMACEUTICAL LTD, Kutai (3aTBEpAKEHO:
MAC-CHEM PRODUCTS (l) PVT LTD, Ingisi.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoBbHMUTBI. 3MiHa
po3mipy cepii (BkMo4atoumM gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHs
0o 10 pasiB NOpIiBHSHO i3 3aTBEPHKEHUM
pO3MipoM) BBEAEHHS AOAATKOBOrO, 36inbLeHoro
06’emy cepii [T13 ans go3yBaHHs nikapcbkoro
3acoby 200 wr. [itoua pegakuisi: 2500 donakoHiB
MponoHoBaHa pepakuis: 2500 dnakoHis; 9000
conakoHiB. 3MiHuM | TRy - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHwWi 3miHM y meTopax BunpobyBaHb
(Bkntoyaro4m 3amiHy abo JONOBHEHHS))
3MiHM B MeTofax BunpobysaHHs 13 3a
nokasHukamu «KinbkicHe BUSHAYEHHSI»
(3aTBEpOKEHO: CNEKTPOOTOMETPIS,
3anponoHoBaHo: BEPX), «OpraHivHi AoMiLLKku»
(meTop BEPX, y 3B’A3Ky 3 npvBeAeHHAM 40
aitoyoi bapmakonei USP Ta gokymeHTiB
BUpOGHYMKa. BunpobyBaHHsA NpoBoaATLCS B
oaHWX ymoBax. BBegeHHs 3amiH npoTtarom 6-tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MmiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby (iHwi
3MiHM) 3MiHM B cneumdikadii 113 3a
nokasHukamu «Onuc», «BigHOBRNEHUIA PO34nHY,
«OfHOpIgHICTb O30BAaHUX OAUHULILY,
«OpraHiyHi gomiwkuny. [ns nokasHuka
«laeHTundikauisy» - BUNydYeHHs igeHTudikauii
[OOMOMDKHMX PEYOBUH Ta 3MiHa MeToay
inenTndikauii A®I 3 TLLUX Ha meTog BEPX.
HopaBaHHsa napameTpy «OBHOTa PO3YMHEHHSI».
[nsa nokasHuka «MexaHiyHi BKMIOYEHHSA»
BKITHOYEHO nocurnaHHsa Ha papmakoneto USP
<790>. 3MiHW BHECEHI B iHCTPYKLito Ans
MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y
po3ain "MNikapcbka goopma" (OCHOBHI i3nKo-
XiMiYHi BMacTMBOCTI).
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHu | TMny - 3MiHM 3 AKOCTI.




[TponoBkeHHs noaarka 3

3 niocinisatom y
KapTOHHIl kopobui

OinbHuui ans A®I, npomixkHoro npogykty abo
roTOBOrO JlikapcbKkoro 3acoby, AinbHWLi ans
NpoBeAeHHs NakyBaHHs, BUPOOHWKa,
BiANOBIgANbHOIo 3a BUMNYCK Cepin, micue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocTayarnbHvKa BMXiQHOTO Martepiany, peareHTty
abo O0MNOMIPKHOI pEHOBUHM (SIKLLLO 3a3HAYeHO Y
[0CbE) BUNYYEHHS1 BUPOOHMYOI AinbHULI 4ns
A®| nakapbasmHy LINGNAN
PHARMACEUTICAL LTD, KuTaii (3aTBEpOKEHO:
MAC-CHEM PRODUCTS (l) PVT LTD, Ingisi.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoOHULUTBI. 3MiHa
po3mipy cepii (Bkntoyarumn gianasoH po3Mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLUeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPAKEHUM
pO3MipoM) BBEAEHHS AOAATKOBOrO, 36inbLIeHoro
o6’emy cepii M3 ana 4o3yBaHHSA nikapcbKoro
3acoby 200 mr. fitova pepakuis: 2500 dpnakoHis
[MponoHoBaHa pepakuis: 2500 dnakoHis; 9000
dnakoHiB. 3miHu | TMNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntoyaro4mn 3amiHy abo JONOBHEHHS))
3MiHM B MeTofax BunpobysaHHs 113 3a
nokasHukamu «KinbkicHe BUSHaYEHHSI»

(3aTBEpOKEHO: CNEKTPOGOTOMETPIS,
3anponoHoBaHo: BEPX), «OpraHivHi AoMiLLKu»
(meTog BEPX, y 3B’3Ky 3 npvBeAeHHAM 40
aitoyoi bapmakonei USP Ta gokymeHTiB
BMpOGHMKa. BunpobyBaHHSA NpoBoAsTLCH B
OfHWNX yMoBax. BBeaeHHsi 3MiH NpoTArom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby (iHwi
3MiHW) 3MiHK B cneumdikadii 113 3a
nokasHukamu «Onucy, «BigHoBNEHU PoO3UnHY,

«OHOPIAHICTb 4O30BaHUX OAMHULILY,

77
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
["oToBMI nikapcbkuii 3aci6. Onuc Ta cknag (iHwi
3MiHuM) 3miHa B po3aini 3.2.P.1. «Onuc i cknag
nikapcbKkoro 3acoby», a came geTanisauis onucy
roToBoro npoaykty. fitova pepakuis: benas
nvuodunmamposaHHas macca lNponoHoBaHa
pepakuis: benas unu noytn 6enas
nnocunmanposaHHas Macca BeeaeHHs 3aMiH
NpoTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXKEHHS
62.| OAKAPBA3UH nioginisat anga Mini Benwuka BeHyc Pemegic IHgia BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a He UA/0548/01/02
PO34YMHY ANg iH'eKUin Xenckepe BpuTtaHia Jlimiten 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. peuenmom nidnsieae
no 500 wmr; 1 dprnakoH Timiteq Buny4eHHs BUPOGHMYOT AinbHNLI (BKITIOYaO4M
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[TponoBkeHHs noaarka 3

Ne
n/n

Haszea

3acoby

JliKapcbK020

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

«OpraHiyHi gomiwkuny. [ns nokasHuka
«laeHTndikauisy - BUNydeHHs ineHTudikauii
OOMOMDDKHUX PEYOBUMH Ta 3MiHa meToay
inenTundikauii APl 3 TLLUX Ha meTog BEPX.

HopaBaHHa napameTpy «[1OBHOTa PO3YMHEHHS».

[nsa nokasHuka «MexaHi4Hi BKNoYeHHs»
BKITHOYEHO nocunaHHsa Ha papmakoneto USP
<790>. 3MiHM BHECEHI B iHCTPYKLUit0 Ansi
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "MNikapcbka doopma" (OCHOBHI i3nKo-
XiMiYHi BMacTMBOCTI).

BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHS. 3MiHU | TNy - 3MiHM 3 AKOCTI.
[oToBMI nikapcebkun 3aci6. Onuc Ta cknag (iHLwi
3MiHuM) 3miHa B po3gini 3.2.P.1. «Onuc i cknag
nikapcbkoro 3acoby», a came geTanisauis onucy
rotoBoro npoaykTy. [itova pegakuis: benas
nuodunmampoBaHHasi macca NponoHoBaHa
penakuis: benas unu noytn 6enas
nuomnuanpoBaHHas Mmacca BeegeHHs 3mMiH
npoTsarom 6-Tu MicsaLiB Nicnsa 3aTBepAXeHHs

63.

OEPMABIH

Mas3b; no 15 r B Ty6i;
no 1 Ty6i y nayui 3
KapTOHY

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu | Trny - 3miHm 3 akocTi. APl KoHTponb
A®Il. 3miHa y MeToax BunpobyBaHHsA ADI abo
BMXigHOro MaTtepiany/npoMixxHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea ADI (iHWi 3MiHK Yy
mMeToAax BUNPobyBaHHS (BKNOYaoun 3amiHy
abo ponoBHeHHA) ADI abo
BUMXigHOro/npomixkHoro npoaykTy) OHOBNEHHSI
mMeToay BunpobyBaHHsi 3a T. MikpobionoriyHa
yncToTa Ans fityoi pevoBuHN betameTasoHy
avnponioHaty (APY, 2.6.12, 2.6.13, 5.1.4)

3a
peuenmom

UA/14273/01/01

64.

65.

OECNA30N

niodpinizat ans
PO34MHY Ans iH'eKLin
no 40 wr, 1 conakoH
3 MOPOLLKOM Y nayi
3 KapTOHY

M. BioTtek
Nto

Benuka
BpuTtaHisa

Hanpog Iand
CaeHcec lNBT.
nTo.

IHgia

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
(iHwWi 3MmiHK). 3MiHKM BHeceHo y n. 12. HOMEP
PEECTPALIMHOIO MNOCBIAYEHHSA 1a n. 17.
IHLE TekcTy MapKyBaHHsi BTOPUHHOI YNakoBKN
Ta n.6. IHLWE nepBMHHOI yNnakoBKuW NikapCbKOro
3acoby.

3a
peuenmom

UA/12116/01/01

DXKXEHATPA®
25

TabneTku, BKPUTI
NniBKOBOKO
060soHKo, no 25
mr; no 1 abo no 4
Tabnetkn y Gnictepi;
no 1 6nictepy B
KOpOOGLi 3 KapTOHY

[xeHom
BioTek MBT.
Nita.

IHaisa

[>xeHom BioTek
MeT. N1A.

IHaisa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHun | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBeaeHHsA abo 3miHM A0 y3aranbHeHWX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHs!

3a
peuernmom

UA/7193/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

dapmakoHarnagy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bif yNOBHOBaXXeHOT 0cobu,
BignoBiganbHoI 3a 34iCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-danna cuctemm
dapmakoHarnagy) - 3miHa KOHTaKTHOI 0cobu
3asiBHUKA, BignosiganbHoi 3a dhapMakoHarnsag B
Ykpaini. [litoya pegaxuis: WnHkapeHko
Tlogmuna KOpiieHa. MponoHoBaHa pefakuis:
BiniH CiHrx Tomap. 3MiHa KOHTAKTHMUX JaHWX
KOHTaKTHOI 0cObM 3asiBHUKA, BiANOBiAanbHOi 3a
chapmakoHarnsag B Ykpaini

66.

KEHATPA®
50

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 50
mr; no 1 abo no 4
TabneTtkn y 6nictepi;
no 1 Gnictepy B
KopobLi 3 KapTOHY

[>xeHom
bioTek lMBT.
1o,

IHgia

xeHom BioTtek
MeT. N14.

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHun | Tuny - 3MiHM Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBe4eHHs
y3aranbHeHVX AaHnX Npo cucTemy
capmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBigANbHOI 3a 3AiNCHEHHS
hapMakoHarnsgy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKIHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-chaina cuctemu
apmakoHarnsigy) - 3MiHa KOHTaKTHOI ocobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsag B
YkpaiHi. Oitova pegakuis: LnHkapeHko
Tlrogmuna KOpiiBHa. MNponoHoBaHa pegakuisi:
BiniH CiHrx Tomap. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoI 3a
dapmakoHarnag B YkpaiHi

3a
peuenmom

UA/7193/01/02

67.

KEHATPA®
100

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 100
mr; no 1 abo no 4
TabneTtku y Gnictepi;
no 1 6nictepy B
KOpobLi 3 KapTOHY

[xeHom
bioTek lNBT.
nra.

IHAisa

xeHom BioTek
MeT. IlTo.

IHais

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
npo cuctemy papmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHuX Npo cUcTemy
cbapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiAMNOBiAanbHOI 3a 3AINCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANS 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiAMiHHa Bifl yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 30iCHEHHS hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-channa cuctemm
dapmakoHarnagy) - 3miHa KOHTaKTHOI 0cobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarnsaj B

3a
peuernmom

UA/7193/01/03
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YkpaiHi. Jitoya pegakuis: LnHkapeHko
Tlogmuna KOpiiBHa. NMponoHoBaHa pegakuis:
BiniH CiHrx Tomap. 3miHa KOHTAKTHMX JAaHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
dapmakoHarnsg B YKpaiHi
68.| AMHOPUK®- TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/6496/01/01
OAPHULA obonoHkoto no 10 "®apmanesT "®apmaueBTnyHa 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
TabneTok y n4yHa cipma dipma "OapHuusa" BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
KOHTYPHil "OapHuus” €Bponeickkin hapmakonei/MoHorpadii. 3miHu,
YapyHKoBIn noB's3aHi 3 HEOOXiAHICTIO NPUBEOEHHS Y
ynakosi, no 1 abo BigNOBIgHICTb 40 MoHorpadii APY abo
no 3 KOHTYPHi €Bponeicbkoi hapmakonei, abo iHWoi
YapyHKOBI YNaKoBKM HauioHanbHoi hapmakonei gepxasu €C (iHLwi
B nayui 3MiHM) 3MiHM Ha AOMOMIXKHY PEYOBWHY MarHito
cTeapart, a came npuBeaeHHs poaainis 3.2.P.4.1
Ta 3.2.P.4.2 no BuMor Aijto4oi pegakuii
MoHorpagii €® "Magnesium Stearate" 3
BpaxyBaHHSIM BUMOT po3ainy € 1.5.1.8
loeHTudikauis, a Takox BUMOr Ta pekomeHaaLuin
[O®Y, 3a nokaszHukamu: "lgeHTudikauis (oo
po3ainis C i D, Wwo € nepLuoto igeHTudikauieto 3a
BignoBigHo MoHorpagieto €P)", "KucnoTHicTb
abo nyxHictb", "KinbkicHe Bu3HayeHHs". 3MiHu |
TMny - 3MiHK 3 sKocTi. [oTOBMIA NiKapCbkui
3aci6. KoHTponb JONOMiXHMX peqoBUH. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX A5t JONOMIKHOI PEYOBUHU (BUMYYEHHS 3i
crneungikaLii He3Ha4YHOro NokasHuka
(ranpwvknapg 3actapinoro nokasHuka)) 3miHa y
cneundikaii ONOMIKHOT pe4OBUHW MarHito
cTeaparT, a came BUny4YeHHs iHdopmadii 3
po3giny "laeHTudikauis” npo apyry
iAeHTuiKaLjio Ta BigNOBIAHI po3ainu Apyroi
iaeHTudikauii: "laeHTndikauia A" Ta
"lgeHTudikauis B"
69.| AUDEPENIH® nopotuok no 11,25 INCEH ®paHuis MopoLwuok PpaHuisi/ BHECEHHS! 3MiH 10 peecTpauiiHunX 3a - UA/9454/01/01
Mr Ta PO3YNHHUK DAPMA BupobHuuTBO Ta ITanis/ maTepianis:aminu | Tuny - 3miHu wono peuenmom
Ans cycneHsii ans nakyBaHHS: Benbrisa 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
iH'exuin INCEH ©®APMA (iHLWi 3MiHW). 3MiHM BHECEHO Y TEKCT
NPONOHrOBaHOro BIOTEK, ®paHuis; MapKyBaHHs1 NEPBMHHOI YNaKOBKM NiKapCbKOro
BVBIiNIbHEHHS; 1 Mamma- 3aco0y B n. 4. «JATA 3AKIHYEHHA TEPMIHY
hNaKkoH 3 MOPOLLKOM BUMNPOMIHIOBaHHS: MPUOATHOCTI», nyHkT «IHLWA IHOOPMALIA,
Y KOMMMEKTi 3 INCEH ©®APMA LLIO BKA3YETbCSA HA BIICTEPHIN
PO3YMHHUKOM MO 2 BIOTEK, ®paHuis YMNAKOBLU|I», n. 6. «IHWE», Ta y Tekct
Mn (MaHiT (E 421), abo MapKyBaHHs1 BTOPUHHOT ynakoBku B n. 17.
BOAa Ans iH'exuUin) B CTEPIOXEHIKC «IHLWE». BBegeHHst 3amMiH npoTsirom 6-t1 micsiuis
amMnyni, LWnpuLom ITANIA C.IMN.A., nicns 3aTBepKEHHS
Ons ogHopa3oBoro ITanis
BUKOPUCTaHHS Ta abo
TpbOMa ronkamm (y CTEPIOIXEHIKC
GnicTepHin BENbLIA CA
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynakoBLi) y (PJIEPYC),
KapTOHHiIl kopobuyi Benbrisa
BTopuHHe
nakyBaHHs,
KOHTPOMb SKOCTI
Ta BUMNYCK
nikapcbKkoro
3acoby:
INCEH ®APMA
BIOTEK, ®paHuia
Po34nHHuK
Bupo6HuLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPOMb AKOCTI:
CEHEKCI,
DdpaHuis
BTopuHHe
nakyBaHHs Ta
BMNYCK cepii:
INCEH ®APMA
BIOTEK, ®paHuis
70.| AUDITIA3OH® PO34MH ANS iHDY3iN, KPKA, o.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/2527/02/01
2 mr/Mmnno 100 mny | HoBo mecto MEeCTO 3Minu | TUny - 3miHun Wwopo peuenmom nionsieae
cnakoHi; no 1 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
nakoHy y (iHLWi 3MiHK) - 3MiHM BHECEHO B TEKCT
KapTOHHiI kopobui MapKyBaHHS1 yNakoBKU MikapcbKkoro 3acoby Lioao
3a3HayYeHHs TepMiHy NpUAATHOCTI Ta NOroTumny.
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO fikapcbKoro 3acoby (3miHa B ymoBax
36epiraHHst FOTOBOrO Nikapcbkoro 3acoby abo
nicnsi po34NHEHHs/BiAHOBMNEHHS) - 3MiHa B
ymoBax 36epiraHHs T13. 3miHn BHeceHo B
po3gin "YmoBu 36epiraHHs" B IHCTpYKLi0 Ans
MeAMYHOro 3acTOCYBaHHS Ta Sk HAacnigok - y
TEKCT MapKyBaHHS YMakoBKW NikapcbKoro
3acoby.
71.| AOBNPENA Tabnetkun no 200 wmr; MarnnaH IHaisa MawnnaH IHaina BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a He UA/19473/01/01
no 14 Tabnetok y JlabopaTopia JlabopaTopis 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuenmom | nidnseae
GnicTepi; no 1 abo Tlimiteq NimiTen. nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y

no 13 GnictepiB y
nayui 3 KapToOHy; Mo
26 abo no 182
TabneTku y dprakoHi;
no 1 dnakoHy y
nadui 3 KapToHy

TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO fikapCbKoro 3acoby (iHLwi 3MiHu) -
36inbLUeHHs TepMiHy npuaaTHoCTi 3 2 pokis o 4
POKIB Ha OCHOBi JOBrOCTPOKOBMX AAHUX
cTabinbHOCTi ANA HACTYMHUX BUAIB YNAKOBKU: MO
14 Tabnetok y Gnictepi; no 1 abo no 13
GnicTepiB y nayui 3 kKapToHy Ta no 26 TabneTok y
dnakoHi; no 1 conakoHy y nayui 3 KapTOHy.
TepMiH NpuaaTHOCTI ANs ynakoBku no 26
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

TabneTtok y donakoHi; no 1 donakoHy y nayui 3
KapTOHY 3anponoHOBAHO MOAOBXWUTM Ha NigcTasi
naHux 3i ctabinbHocTi Ha 48 micauiB ons cepii
8097137 Ta Ha 36 micauie ansa cepii 3120432 Ta
3123460, a TakoxX, HassBHUX AaHUX 3i
cTabinbHocTi Ha 48 MicsuiB anst ynakoeku no 30
TabneTok y conakoHi (He 3apeecTpoBaHa B
YKpaiHi). TepMiH NpyaaTHOCTI AN5 yNakoBKX MO
182 TabneTkun y chrnakoHi; no 1 onakoHy y nauui
3 KapTOoHY, 3anuwaeTbCcs 2 poknu. 3MiHM BHECEHO
00 IHCTPYKUIT ANS MeaNYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby o posginy "TepmiH
npvgatHocTi"; 3MiHn | Tuny - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHW) - 3MiHM BHECEHO OO0 TEKCTY
MapKyBaHHS1 yNakoBKU MikapcbKoro 3acoby;
3minHn 1l Trny - 3MiHKn Wwopo
Ge3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKil XapaKTepucTULi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUiT Ans
MEeAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMM
LOaHMMW 3 SKOCTi, AOKMIHIMHUMU, KIMiHIYHUMK
AaHnMKn Ta AaHnMK 3 hbapmakoHarnsagy - 3MiHu
BHECEHO A0 iHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"®apmakornorivyHi BnactusocTi", "Baaemais 3
iHLWIMMKM nikapcbkuMK 3acobamu Ta iHWi Buam
B3aemogin", "MobivHi peakuii”; 3miHum Il Tvny -
3MmiHu Wwoao 6e3nekn/eeKkTUBHOCTI Ta
bapmakoHarnsgy. 3mMiHu y TepaneBTUYHUX
nokasaHHsX (4ofgaBaHHsi HOBOTO
TepaneBTUYHOrO NokasaHHA abo 3MiHa y
3aTBEPKEHOMY NoKa3aHHi) - 3MiHM BHECEHO A0
IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginy "lNokasaHHs"

72.

OOHEKC®

TabneTkn, Wo
AMCNepryoTbes B
POTOBI MOPOXHUHI,
no 5 wmrno 10
Tabnetok y 6nictepi;
no 3 abo no 6
GnicTepi y
KapTOHHIN nayui;
no 14 tabnetoky
GnicTepi; no 2
Gnictepn y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

Dxenedapm CA

peuis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkint dapmakonei/MmoHorpadii.
MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOGHMUTBI ADIl; ans
[OMNOMiXHOT pevoBuHU (cepTudikat
BignNoBIgHOCTI €Bponevicbkin hapmakoner) -
HoBuii cepTudgikat Big HOBOro BUPOGHMKa
(3amiHa abo AONOBHEHHS) NOAAHHS HOBOrO
cepTugikaTa BignoBigHOCTi €BponeichbKii
dapmakonei Ne RO-CEP 2020-244 - Rev 01 ans

3a
peuernmom

UA/19064/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Lir0Y0i pevyoBMHIN OHEeNe3nny rigpoxrnopuay Big
HOBOTO anbTepHaTMBHOrO BUPObHKKa Zhejiang
Huahai Pharmaceutical Co., Ltd., China
73.| AOHEKC® TabneTku, Wwo TOB Ykpaina Ixenedpapm CA Mpeuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/19064/01/02
ANCMepryoTbes B "ACIHO 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
POTOBIV NOPOXHWHI, YKPATHA" BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
no 5 wmrno 10 €sponewicbkin apmakonei/moHorpadii.
TabneTtok y 6nictepi; MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
no 3 abo no 6 BignoBigHoOCTi abo BUNyYeHHs cepTudikata
GnictepiB y BignoBigHOCTI €BponeWchkin hapmakonei: ons
KapTOHHIN nayi; A®I; onsa BuxigHOro
no 14 tabnetok y mMaTepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
Gnictepi; no 2 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI ADI; ans
Gnictepn y [OMOMIKHOI peqoBuHU (cepTudikar
KapTOHHIN nayui BignoBigHOCTI €Bponeiickkin hapmakoner) -
HoBwuin cepTudikat Big HOBOro BUpoGHMKa
(3amiHa abo JONOBHEHHS) NOAAHHSA HOBOTO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei Ne RO-CEP 2020-244 - Rev 01 gns
Ait0YO0T pevyoBUHN AOoHeNe3uny rigpoxnopuay Big
HOBOrO anbTepHaTMBHOIO BUpobHMKa Zhejiang
Huahai Pharmaceutical Co., Ltd., China
74.| E3BOMENPA30 | niodinizat gnga Acnipo IHAisA Acnipo ®apma IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/18681/01/01
1 AHAHTA PO34nHYy Ans dapma NimiTen 3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
iH eKUin Ta iHdya3in, Timiteq HarimMeHyBaHHA Ta/abo agpecu 3asiBHUKa
no 40 mr; 1 donakoH (BnacHuka peecTpaLinHOro NocBig4eHHS) -
3 nioghinizatom y 3MiHa agpecwu 3asBHMKa
KopobLi
75.| EKNIPA® NOPOLLIOK ANis BEPJIH- HimeuunH IHpacTpiac IcnaHis BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a - UA/15563/01/01
IKEHYENP® iHransauin, 322 XEMI Al a dapmaceyTikac 3MiHu | Tuny - 3miHn Wwopo peuenmom
mkr/gosy; no 30 gos Anwmipan C.A. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.

NMOPOLLKY B
iHransTopi; no 1
iHranaTopy B
nnacTnKoBoMy
nakeTi B kopobui 3
KapToHy; no 60 no3
NMOpOLLKY B
iHransTopi; no 1 abo
3 iHransTopu B
nnacTKoBOMy
nakeTi KOXeH Y
KOpobLi 3 KapTOHY

BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHb Ta YMOB
BMaadi peectpauiiHoro NocBig4YeHHs,
BKkItoYatoum MnaH ynpaeniHHA pusnkamm (iHLWi
3MiHM). 3a9BHUKOM OHOBIIEHO NIaH YNpaBriHHSA
pu3nkamm nikapcbkoro 3acoby EKINIPA®
KEHYEWVP®, nopoluok ans iHranauiii, 322
MKr/go3y; no 30 O3 NOPOLLKY B iHranaTopi; no 1
iHransiTopy B NNacTMKOBOMY NakeTi B kopobui 3
KapTOHy; Nno 60 403 NOPOLUKY B iHransTopi; no 1
abo 3 iHranaTopu B NacTMKOBOMY MakeTi KOXXeH
y KopobLi 3 kKapTOHY. 3MiHWM BHECEHi 1O YaCTUH:
Il «MnaH 3 bapmakoHarnsagy» Ta gogaTkis
3rigHo 3 BuMoramu Ao CtaHAapTM30BaHoro
dopmary MYP (Rev.2 accompanying GVP ,
Module V Rev.2, Human Medicines Evaluation
Guidance on the format of the risk management
plan (RMP) in the EU — in integrated format) 3
METOI0 OHOBIIEHHS eTany fAocnigkeHHa PASS
LLIOJ0 OCTaTOYHOrO 3BiTY MPO apuUTMito.
Pestome MYP Bepcisi 9.0 gogaetbes.
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84
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
76.| ENINENTAN® Tabnetku no 25 wr, AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/6296/01/01
no 10 Tabnetok y "®apmak” 3MiHn | TUnYy - 3miHK Wwopo peuenmom | niidnseae
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

Gnictepi; no 3
Gnictepn y nayui 3
KapTOHY

3MiHa y KOpOTKili XapaKTepucTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHs1 Ta IHCTPYKLUii Ans
ME[MYHOro 3aCTOCYBaHHS Ha NiacTaBi
perynsipHo OHOBMOBAHOTO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTOCyBaHHsI NikapcbKoro 3acoby B
nicnapeecTpauinHui nepiod, abo sk pesynbTaT
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBaXeHUM opraHom) 3MiH1 BHECEHO [0
IHCTPYKUIT ANA MeQUYHOro 3acToCyBaHHA
nikapcbkoro 3acoby o posginis "OcobnueocTi
3actocyBaHHs", "lMepenosyBanHHa" Ta "MoBGiyHi
peakuii” Wwoao 6e3nekun 3acTocyBaHHS aitoyoi
PEYOBVHM NaMOTPUAXUH BiANOBIQHO A0
pekomeHpauii PRAC. BBegeHHst 3MiH MpoTarom
6-Tn MicaLiB nicns 3aTBEPOXKEHHA
3MiHu | TUny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
ME[NYHOro 3aCTOCYBaHHS Ha NiacTaBi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbTaT
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHUX
BiZNOBIQHO [0 NNaHy nejiaTpuyHMX AOChioXKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHM BHeCeHo [0 IHCTpyKLii Ans meguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs" Ta "MobiyHi
peakuii" wopao 6esneku 3acTocyBaHHA Aito4ol
PEYOBMHN NaMOTPUOXKMH BiANOBIAHO OO
pekomMeHpauin PRAC. BBegeHHsi 3MiH NpoTSrom
6-Tv MicaLiB micnsa 3aTBepMXeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/eeKkTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapaKkTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANna MeAN4HOro
3aCTOCYBaHHS
reHepuYHMX/ribpnaHnX/6ionogibHMX NikapCbKnx
3acobiB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedbepeHTHUIA Npenapar (3miHa He noTpebye
HaZlaHHS! )XOAHWUX HOBMX J0OATKOBMX AaHMX)

3MiHM BHeCeHO [0 IHCTPYKLUIi Ans MeguyHoro
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JliKapcbK020
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®Popma sunycky
(nikapcbka ¢ghopma,
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yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3aCToCyBaHHS NikapcbKoro 3acoby 4o po3ainis:
"®apmakornorivyHi BnactusocTi", "lMoka3aHHs",
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWi BMAw B3aemogain”, "OcobnmeocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs1 Ta 4o3un",
"Mepeno3yBaHHs", "MobivHi peakuii” BignoBigHO
00 pedepeHTHOro rikapcbkoro 3acoby
JNamiktan®. BeeaeHHs 3MiH NpoTarom 6-tu
MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/eekTUBHOCTI Ta
apmakoHarnsagy (iHwi 3miHv) 3MiHM BHECEHO
00 IHCTpyKUiT ANa MeanyHoro 3actocyBaHHs
nikapcbkoro 3acoby Ao posgainy "MoGiyHi peakuii”
oA 3BiTyBaHHS Npo nobiyHi peakuii. BeBegeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPKEHHS
3MmiHu | Tuny - 3MiHM Wwopo
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHK) 3MiHK BHeceHO 4o IHCTpyKUii Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby
0o posginy "Cknag", Ta 40 TEKCTY MapKyBaHHS
yMakoBOK fikapcbKkoro 3acoby - nponuc Aitoyoi
PEYOBUHN YKPAIHCBKOK MOBOI BBeAEHHs 3MiH
NPOTArom 6-Tu MicsUiB NicnNsa 3aTBepAXeHHSA
3MiHu | TUnYy - 3miHun Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHKM) 3MiHK BHECEHO [0 TEKCTY
MapKyBaHHs1 yakoBOK NiKapCbKoro 3acoby -
BUAANEHO TEKCT POCINCLKOK MOBOI BBeaeHHst
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS

77.

EMNNENTAN®

Tabnetku no 50 wr,
no 10 Tabnetok y
6nicTepi; no 3
6nictepn y nayui 3
KapTOHY

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
ME[IMYHOro 3aCTOCYBaHHS Ha NiacTaBi
PerynspHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpadinHun nepioa, abo sk pesynbTart
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAESHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AochigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM opraHom) 3MiH1 BHECEHO A0
IHCTpyKUIT ANS MeANYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby o posginis "OcobnmneocTi
3actocyBaHHs", "Mepeno3syBaHHs" Ta "MobiyHi
peakuii" wopao 6e3neku 3acTocyBaHHs Aito4oil
PEYOBMHN NAaMOTPUOXKMH BiANOBIAHO OO
pekomeHgauin PRAC. BBegeHHs 3MiH NpoTSirom

3a
peuernmom

He
nidnsieae

UA/6296/01/02
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86
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
6-TW MicaLiB nicNs 3aTBEPOXKEHHS

nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku

BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb

3MiHun | Tvny - 3MiHKn Wwoao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKili XapaKTepucTULi nikapcbkoro
3acoby, TeKCTi MapKyBaHHs1 Ta IHCTPYKLUii Ans
ME[MNYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku

3acTOCyBaHHsI NikapcbKoro 3acoby B
nicnapeecTpadinHui nepiod, abo sk pesynbTart
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX

(PIP) (3MiHy y3romkeHo 3 KOMNeTEeHTHUM
YNOBHOBAXXEHVIM OpraHom)
3MiHM BHeceHo o IHCTpyKLii ans meguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby o poagainie
"OcobnumBocTi 3acTocyBaHHA" Ta "MoGivHI
peakuii” Wwoao 6e3nekun 3acTocyBaHHS aitoyoi
PEYOBMHM NaMOTPUOKMH BiANOBIAHO A0
pekomeHpauii PRAC. BeegeHHst 3MiH MpoTArom
6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsagy. 3MiHu y KOpoTKiv
XapaKTepuCTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans Meau4Horo
3aCTOCyBaHHs
reHepu4HUX/ribpnaHnx/GionodibHUX nikapcbkmx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaflaHHS XOAHNX HOBMX A0OATKOBUX AaHMX)
3MiHu BHeceHo A0 [HCTpyKLii Ans megnyHoro
3acTocyBaHHS NnikapcbKoro 3acoby 4o po3gainis:
"®apmakornorivyHi BnactusocTi”, "lNMoka3aHHs",
"B3aemogis 3 iHWK1MKM nikapcbknMu 3acobamu Ta
iHWi BUAwn B3aemogin”, "OcobnmeocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHsA Ta Jo3un",
"Mepepo3yBaHHs", "MobiyHi peakuii” BignosigHO
[0 pedhepeHTHOro nikapcbkoro 3acoby
JNamiktan®. BeeaeHHS 3MiH NpoTArom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MiHu Wwoao 6e3nekn/eekTUBHOCTI Ta
apmakoHarnsagy (iHwi 3miHM) 3MiHM BHECEHO
00 [HCTPyKUiT NS MeAnUYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby o po3sgainy "MoGiyHi peakuii”
LLIOA0 3BiTYBaHHS Npo NobivHi peakuii. BBeaeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEPKEHHSI
3MiHun | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHK) 3miHKM BHeceHO 4o IHCTpyKUii Ansa

MegU4YHOro 3acTtocyBaHHA J'IiKapCbKOI'O 3aco6y
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK
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3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

no posginy "Cknag", Ta 40 TEKCTY MapKyBaHHs

yNakoBOK fikapcbKoro 3acoby - nponuc Aitoyor

PEYOBUHM YKpaiHCbKO MOBOO BBeaeHHS 3miH
NPOTArom 6-T MicsILiB Micnsi 3aTBEPAKEHHS

3MiHun | Tvny - 3MiHun Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHKN) 3MiHK BHECEHO O TEKCTY

MapKyBaHHs1 YMaKkoBOK NiKapCbKoro 3acoby -

BMOanNeHo TeKCT POCINCbKO MoBOK BBeaeHHsA

3MiH NPOTArom 6-Tn MicsiLiB nicns
3aTBEPAKEHHSI

78.

ENNENTAN®

Tabnetku no 100 wmr,
no 10 Tabnetok y
6nictepi; no 3
Grictepn y nayui 3
KapTOHY

AT
"dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MEANYHOro 3aCTOCYBaHHS Ha MiACTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHnin nepiod, abo sk pesynbTart
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiNOBIQHO A0 NNaHy negiaTpyuyHMX AOCHioXeHb
(PIP) (3miHy y3rog)XeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM opraHom) 3MiH1 BHECEHO [0
IHCTpYKUIT ANS MEeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby Ao posginis "OcobnueocTi
3actocyBaHHs", "Mepeno3syBaHHs" Ta "MobiyHi
peakuii" wopao 6esneku 3acTocyBaHHA Aito4ol
PEYOBVHM NaMOTPUOXUH BiANOBIQHO A0
pekomMeHpauin PRAC. BBegeHHst 3MiH NpOTArom
6-TK MicsLiB nicns 3aTBEpOXKEHHS
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
ME[MYHOro 3aCTOCYBaHHs Ha NiacTaBi
PerynsipHo OHOBMOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpainHun nepioa, abo sk pesynbtaT
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAESHUX
BiA4NOBIQHO A0 NnaHy negiaTpuyHMX AocnigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHom)
3MiHM BHeceHo A0 IHCTpyKLii Ans megnyHoro
3aCTOCYBaHHS NikapCcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs" Ta "MobiuHi
peakuii" wopao 6e3neku 3acTocyBaHHs Aito4oil
PEYOBMHN NaMOTPUOXKVH BiANOBIOHO OO
pekomeHgauin PRAC. BBegeHHs 3MiH NpoTSirom

3a
peuernmom

He
nidnsieae

UA/6296/01/03
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHn | Tuny -
3MiHu Wwopao 6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnagy. 3MiHu y KopoTKil
XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS Mean4Horo
3acToCyBaHHS
reHepuYHMX/ribpuaHnX/6ionogibHMX Nikapcbknx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHU Ha
pedepeHTHUI NpenapaT (3MiHa He noTpebye
HaflaHHS XOAHWNX HOBMX J40OATKOBUX AaHWX)
3MiHn BHeceHo A0 [HCTpyKLii Ans MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby 4o po3ainis:
"®apmakornorivyHi BnactusocTi”, "lNMoka3aHHs",
"B3aemogis 3 iHWnMun nikapcbkummn 3acobamu Ta
iHWi BMAW B3aemogain", "OcobnmeocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
"Mepeno3yBaHHs", "Mobi4HI peakuii” BignoBigHO
00 pedepeHTHOro fikapcbkoro 3acoby
Jlamiktan®. BBeaeHHsi 3mMiH npoTsrom 6-tu
MicaUiB Micnsa 3aTBepAXeHH:A. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekun/edekTUBHOCTI Ta
capmakoHarnsgy (iHwi 3miHM) 3MiHM BHeCeHo
00 [HCTpyKUii NS MeANYHOro 3aCTOCyBaHHsI
nikapcbkoro 3acoby Ao po3aainy "lMNobivHi peakuii”
oo 3BiTyBaHHsI Npo NobivHi peakuii. BBegeHHs
3MiH NPOTArom 6-Tn MicsiLiB Micnsi
3aTBEPAKEHHS
3MiHu | TUnYy - 3miHun Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHwWi 3miHM) 3MiHM BHECeHO Ao IHCTpyKUii Ans
MELNYHOro 3aCTOCYBaHHS nikapcbKoro 3acoby
no posginy "Cknag", Ta 4O TEKCTY MapKyBaHHS
ynaKkoBOK fikapcbKkoro 3acoby - nponuc aitoyor
PEYOBMHN YKPAIHCLKOKO MOBOIO BBeaAeHHs 3MiH
NpOTArom 6-Tu MicsILB MicNsi 3aTBEpPOKEHHS
3MiHun | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWwi 3MiHKM) 3MiHN BHECEHO [0 TEKCTY
MapKyBaHHS yMakoBOK NiKapCbKoro 3acoby -
BMAANEeHo TEKCT POCINCLKO MOBOI BBeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBEpPKEHHSI

79.

EMNOBIOKPUH

PO34MH AN iH'eKuin
no 2000 MO; o 1
MI B nonepeaHL0
HanoBHEHOMY
wnpuuy; no 5
nonepeaHL0
HanoBHEHUX
wnpuuis y 6nictepi;
no 1 6nictepy y

TOB "®3
"BIO®PAPMA

"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TNy - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y
MeToAax BUNpobyBaHHSA NEPBUHHOI yMakoBKN
roTOBOrO NMikapCbKoro 3acoby (He3HayHi 3MiHK y
3aTBepOKeHVX MeTofax BunpobyBaHb) - 3MiHW y
crneumdikaLii BXiGHOro KOHTPOSIO NEPBUHHOIO
nakyBaHHsi ['T13 Cn.5.14-01-320 «Lnpuum

3a
peuernmom

UA/17088/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nayui; no 1 mn B cknsiHi TML» , a came- akTyanisoBaHo MeTog
amnyni; no 5 amnyn KOHTpornto «CTepunbHicTby» BignosigHo Ao A®Y
y 6nictepi; no 1 2.6.1, a came —3b6iNnbLUEHO KinbKicTb 3paskiB ans
6nictepy y nayui NpoBeAeHHs aaHoro BunpobyeaHHs 3 10 go 40
Linpu1uis
80.| ENOBIOKPUH PO34MH Ans iH'eKuin TOB "$3 YkpaiHa TOB "93 YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/17088/01/03
no 4000 MO; no 1 "BIO®APMA "BIO®APMA" 3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
MI B rnonepeaHbo " nikapcbkui 3aci6. Cuctema
HanoBHEHOMY KOHTeWHep/3akynoptoBanbHuii 3aci6. 3miHa y
wnpuuy; no 5 MeToAax BUNpobyBaHHSA NEPBUHHOI yMaKoBKN
nornepegHbLo roTOBOro MiKAPCLKOro 3acoby (He3HaYHi 3MiHW Y
HanoBHEHMNX 3aTBepOKeHMX MeTofax BunpobyBaHb) - 3miHu y
wnpuuis y 6nictepi; cneumaikauii BXigHOro KOHTPOMO NEPBUHHOMO
no 1 6nictepy y nakyBaHHs 113 Cn.5.14-01-320 «LUnpuumn
nayuj; no 1 mn B ckngHi 1MLy , a came- akTyanizoBaHO MeToa
amnyni; no 5 amnyn KOHTpornto «CTepunbHicTb» BignosigHo go AdY
y 6nictepi; no 1 2.6.1, a came —306iNnbLUEHO KiNbKiCTb 3paskiB Ans
GnicTepy y nayui npoBeAeHHs aaHoro BunpobyeaHHs 3 10 go 40
Lnpuuis
81.| ENOBIOKPUH PO34MH AN iH'EKLIN TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/17088/01/04
no 10 000 MO; no 1 "BIO®APMA "BIOGAPMA" 3MminHn | TMny - 3MiHK 3 aKocTi. FoToBUIA peuenmom
MI B rnonepeaHLo " nikapcbkui 3aci6. Cuctema
HanoBHEHOMY KOHTelHep/3akynoproBanbHuii 3aci6. 3miHa y
wnpuuy; no 5 MeToax BUNpPoOyBaHHS NEPBUHHOI YNaKOBKM
nornepegHL0 roTOBOro MiKapCbKOro 3acoby (He3HaYHi 3MiHM y
HaroBHEHUX 3aTBepAKeHVX MeTofax BunpobyBaHb) - 3MiHn y
wnpuuis y 6nictepi; crneundikaLii BXiGHOro KOHTPOS0 NEPBUHHOIO
no 1 6nictepy y nakyBaHHs 113 Cn.5.14-01-320 «llUnpuumn
nayui; no 1 mn B cknsaHi TML» , a came- akTyanisoBaHo meTof
amnyni; no 5 amnyn KoHTpornto «CTepunbHicTb» BignosiaHo go Y
y 6nictepi; no 1 2.6.1, a came —306iNnbLUEHO KinbKiCTb 3paskiB Ans
Gnictepy y nayui nposefeHHs faHoro BunpobysaHHs 3 10 go 40
Lnpuuis
82.| ENOBIOKPUH PO34MH AN iH'EKLN TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3a - UA/17088/01/01
no 1000 MO; o 1 "BIO®PAPMA "BIO®APMA" 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuenmom
M B nonepeaHbo " nikapcbkuii 3aci6. Cuctema
HanoBHEHOMY KOHTeMHep/3akynoproBanbHuii 3aci6. 3miHa y
wnpwuuy; no 5 MeToAax BUNpobyBaHHsI NEPBMHHOT yNakoBKX
nonepeaHLo roTOBOrO MikapCbKoro 3acoby (He3HauHi 3MiHW Yy
HarnoBHEHWX 3aTBepokeHVX MeTofax BunpobyBaHb) - 3MiHW y
wnpuuiB y 6nictepi; cneuundikaLii BXiGHOro KOHTPOSO NEPBUHHOIO
no 1 6nictepy y nakyBaHHs 113 Cn.5.14-01-320 «LUnpuun
nayui; no 1 mn B cknsHi TML» , a came- akTyanisoBaHo MeTofg
amnyni; no 5 amnyn KOHTpomnto «CTepunbHicTb» BignosigHo ao AdY
y 6nicTepi; no 1 2.6.1, a came —3b6inbLUEHO KiNbKiCTb 3pa3skiB Ans
6nictepy y nayui npoBefeHHs faHoro BunpobysaHHs 3 10 go 40
LnpuvuiB
83.| ECKANEN TabneTkn, Wo BAT YropwuHa BAT "TeneoH YropwuHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/4789/02/01
aucnepryTbes B "l'epeoH PixTep" 3MiHM Lo NOTPebyoTh HOI peecTpallii. 3miHa peuenmom nidnsieae
POTOBI MOPOXHUHI PixTep" abo gogaBaHHSA HOBOI MikapcbKoi (hopMu:

no 1,5 mr; no 1

[ofaBaHHsi HOBOI Nikapcbkoi dhopmu TabneTky,




90 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Tabnetui y 6nicrepi; LLIO OUCNEPTYIOTLCS (3aTBEPAXKEHO: TabneTku).
no 1 6nictepy y
nakerti 3 MepiognyHiCTb NoAaHHA perynspHo
namiHoBaHoi OHOBIOBAHOIO 3BiTy 3 6e3neku, BianoBiaHO OO
antoMiHieBoi Mopsaaky 3aiicHeHHs dapmakoHarnsay,
donbru; no 1 nakety 3aTBepaKeHoro Hakasom MiHicTepcTBa OXOPOHU
B KAPTOHHIl 3g0poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
ynakoBLi 898, 3apeecTtposaHoro B MiHicTepcTsi tocTuLii
Ykpainm 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pegnakuii Hakady MiHicTepcTBa OXOPOHU
3a0poB'a YkpaiHu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMW,
3a3Ha4YeHVMU y NEePIOANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
84.| ECKYBIT® kpanni, no 15 mn NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/3298/02/01
abono 25 mny "Tanuudap 3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA peuenma
dnakoHi- m" nikapcbkui 3aci6. KoHTpornb JONOMiIKHMX
KpanenbHuui; no 1 peyoBMH. 3MiHa napameTpiB cneumdikaLin
bnakoHy- Ta/abo [onyCTUMUX MeX A5 AONOMIKHOT
KpanenbHuui y pPeYoBUHM (iHLWLI 3MiHK) Po3winpeHHs mexi
nayui; no 25 mny nokasHukis "BigHocHa ryctuHa" Ta "HeneTkui
bnakoHi- 3anuuwok" Ans 4oNOMiDKHOI pedoBuHK BytaHon.
KpanenbHuLi, 3aTtBepoxeHo: Cneuudikauis Ha BytaHon
3aKpUTOMY KPULLKOKO BigHocHa ryctuHa: 0.809-0.810 r/cm® Henetkuii
3 KOHTpOMnem 3anuwok: He GinbLwe 0.0005% 3anponoHosaHo:
NepLLOro PO3KPUTTS; Creumdpikauis Ha BytaHon BigHocHa ryctuHa:
no 1 dpnakoHy- 0.808-0.811 r/cm® HeneTkuit 3anuLok: He
KpanenbHuui y nayui 6inbwe 0.002%
85.| ECKYBIT® Kpanni, in bulk: no MAT Ykpaina MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - - UA/9510/01/01
15 mn abo no 25 mn "Mannydap 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
y dbnakoHi- m" nikapcbkui 3aci6. KoHTponb AONOMDKHMX
KpanenbHuui; no 88 peyoByH. 3MiHa napameTpiB cneuundikauin
drakoHiB Ta/abo fonycTUMUX MeX AN 4ONOMKHOI
KpanenbHuUpb Y pPeYOBUHM (iHLLI 3MiHM) Po3WwnpeHHs mexi
kopo6i; in bulk: no nokasHukis "BigHocHa ryctuHa" Ta "HeneTtkun
25 mMn 'y cnakoHi- 3anuwok" Ans JONOMDKHOI peqoBuHM ByTaHon.
KpanenbHuLi, 3atBepaxeHo: Cneuundikauisi Ha BytaHon
3aKPUTOMY KPULLKOKO BigHocHa ryctuHa: 0.809-0.810 r/cm® Henetkuin
3 KOHTpOMnem 3anuwiok: He GinbLwe 0.0005% 3anponoHoBaHo:
NepLLOro PO3KPUTTS; Cneuudikauis Ha ByTaHon BigHocHa ryctuHa:
no 88 chnakoHis- 0.808-0.811 r/cm® HeneTkuin 3anuLok: He
KpanenbHULb y 6inbwe 0.002%
Kopobi
86.| ECMA-JIINOH® | TtabneTku, BKpUTI ecnapmMa HimeyumH ecnapma ®apma Himeyvumna/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/4179/01/02
600 o06onoHkoto, no 600 6X a Cepsices 'M6X, IcnaHis 3MiHu | TUny - 3miHu Wwopo peuenmom

mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepu B
KapTOHHIN yrnakoBLii

HimeuunHa
(BTOPUHHE
nakyBaHHs1);
JlabopaTtopioc
MepikameHTOC
IHTepHacboHanec,

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
(iHwWi 3miHW) 3MiHnM BHeceHo y n. 8. OATA
3AKIHYEHHA TEPMIHY NPUAATHOCTI Tekcty
MapKyBaHHSI BTOPUHHOI YMaKoBKU MikapCbKoro
3acoby
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
C.A,, IcnaHis
(BMPOBHMLTBO
Hepo3dacoBaHoro
nNpoAykTy,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUMYCK cepii);
dapma
BepHirepoae
MM6X, HimewunHa
(KOHTpOIb SIKOCTI)
87.| ECUIMTAM 10 TabneTtkn, BKPUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx 3a - UA/13228/01/01
NniBKOBOIO "ACIHO CrapT", YkpaiHa MaTepianis:3miHu Il Tuny - 3miHm Wwopo peuenmom
o6oroHkoto, o 10 YKPAIHA" (cpacyBaHHs Ta 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
mr, no 10 TabneTtok nakyBaHHsi 3 BHeceHHs1 abo 3amiHa(u) go 3060B'A3aHbL Ta yMOB
y 6nicTepi; no 3 abo copmu in bulk BUAaYi peecTpauinHoro NoceBiavYeHHs,
no 6 Gnictepis y dipmu CiHTOH BKNtoyatoun MNnaH ynpaeniHHA pusukamm
KapTOHHIN navi Xicnanis, C.J1., (3acTocyBaHHsi 3MiH(K), siki(a) BUMaratoTb(€)
Icnanis) noAanbLoro obrpyHTyBaHHs HOBUMM
[04aTKOBUM A@HUMW, WO MaloTb HaaaBaTmcs
KOMMETEHTHNM OpraHoM, OCKiflbKM BUMaraeTbCsl
CYTT€EBa OLiHKa KOMMETEHTHUM OpraHom)
3asiBHUKOM HagaHoO OHOBNeHui MNnaH
ynpaeniHHS pusnkamu Bepcisa 2.0.
3MiHN BHECEHO [0 YaCTWH:
| «3aranbHa iHdopmaLis»
Il «Cneuudikauis 3 6eanekun»
V «3axoam 3 MiHimMi3aLii puaukiB»
VI «Pestome nnaHy ynpasniHHA pusnkaMmm»
VIl «JopaTku» (gopaTku 1-8)
y 3B’s13Ky 3 OHOBIIEHHAM iHhopmalLii 3 6e3nekn
Ail0Y0i pevyoBUHM ecuMTanonpam BiAnoBigHO A0
aKTyanbHOI ped)epeHTHOI iHdhopMalLlii, a TakoX y
3B'A3KY i3 3MiHOKO hopMaTy BiAnNoBiAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome MNnaHy ynpaeniHHS pusukamu Bepcisi
2.0 pogaeTbCs.
88.| ECLUUTAM 20 TabneTku, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a - UA/13228/01/02
NniBKOBOO "ACIHO CrapTt", YkpaiHa matepianis:3miHu Il Tuny - 3MiHn Wwopo peuenmom
o6oroHkoto, no 20 YKPAIHA" (dpacyBanHs Ta

mr; no 10 TabneTtok
y 6nictepi; no 3 abo

nakyBaHHA 3

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB

dopmum in bulk Buaadi peectpauiiHoro nocBig4eHHs,
no 6 Gnictepis y ipmu CiHTOH BKoYaroum NnaH ynpaeniHHA pusnkamm
KapTOHHIN navui XicnaHis, C.J1., (3acTocyBaHHsi 3MiH(K), ski(a) BUMaratoTb(€)
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

IcnaHis)

noAanbLoro o6rpyHTyBaHHs HOBUMM

[0AaTKOBMM AaHMMMU, LLO MalTb HagaBaTucs

KOMMETEHTHNM OpraHoM, OCKiflbKM BUMaraeTbCs
CyTTEBa OLHKa KOMMETEHTHUM OpraHom)
3asBHUKOM HagaHo oHoBreHun MNnaH
ynpaeniHHs puankamu Bepcis 2.0.
3MiHN BHECEHO [0 YaCTWH:
| «3aranbHa iHdopmaLis»

Il «Cneundbikauis 3 6e3nekun»

V «3axoau 3 MiHiMi3auii puankie»

VI «Pestome nnaHy ynpasniHHA pusnkaMmm»
VII «dopatkm» (gopatku 1-8)

y 3B’A13Ky 3 OHOBIEHHSIM iHhopMalLii 3 Ge3nekn
Ail0Y0i pevoBUHM ecuMTanonpam BiAnoBiAHO A0
aKTyanbHOi pedepeHTHOI iHbopMaulii, a TakoX y
3B'A3KY i3 3MiHOK bopmaTy BigNoOBIAHO 4O BUMOT

Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome NMnaHy ynpasniHHA pM3ukamu Bepcis
2.0 pogaeTbCs.

89.

€CoM

nioginisat anga
PO34MHY AnS iH'eKLin
Ta iHdpysit, no 40 wmr;
1 donakoH 3
niodpinizatom y
KopobLi

Acnipo
dapma
JlimiTen

IHgia

Acnipo ®apma
Timiten

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpauiiHoro nocsig4yeHHs). 3MiHa
agpecu 3asBHUKa

3a
peuernmom

UA/17184/01/01

90.

SUHALEE®®

NopoLLOK Ans
PO34MHy NS
iH'ekuin, no 1,5r; 1
PNaKoH 3 NMOPOLLKOM
Y KapTOHHI
yrnakoBLi

TOB"CaHpgo
3 YkpaiHa"

YkpaiHa

Ewn Ci Ec Oob6dap

C.n.A.

ITania

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHa 3asiBHMKa (BnacHWKa peecTpawinHoro
noceigyeHHs) (3rigHo Hakasdy MOS3 Big
23.07.2015 Ne 460): TepmiH BBEAEHHSI 3MiH
npoTArom 6 MicsLUiB Nicns 3aTBepMKEHHs. 3MiHK
| TMny - 3MiHK Wopno 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3miHn go
y3aranbHeHVX AaHWX Npo cUcTeMy
cbapmakoHarnsgy (BBeAeHHs y3ararnbHeHnx
[AaHuX nNpo cuctemy chapMakoHarnsay, amiHa
ynoBHOBaxeHoi ocobwu, BignoBiganbHoi 3a
3[iicHeHHs hbapMakoHarnagy; KOHTaKTHOI ocobu
3 (papMakoHarnagy 3asiBHVKa Ans 34iNCHEeHHS
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiMiHHA Bif, YNOBHOBaXXeHOI ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-cbanna cuctemm
dapmakoHarnsigy)
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnag. Hitova
pepakuisi: p. Menc-Ynupix LLitermann / Dr.

3a
peuenmom

He
nidnsieae

UA/1524/01/02




93 [TpomoBxkeHHs goaaTka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Jens-Ulrich Stegmann, MD. lNMponoHoBaHa
pepakuis: TaHacoBa 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3miHa micue3HaxoaxXeHHs macTep-cavina
cuctemun chapmakoHarnagy Ta moro Homepa.
3MiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy. 3minm | Tuny -
AOMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby 3miHa TOproeoi Ha3Bwm
nikapcbkoro 3acoby [itova pegakuis:
3uHaued ™ lMponoHoBaHa pepakuis: 3uHauedh®
TepmiH BBeAEHHA 3MiH NpoTAroM 6 micauis nicnsa
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK)
3MiHM BHECEHO [0 TEKCTY MapKyBaHHSA
nepBuHHOI (n.6. «IHLWE») Ta BTOpUHHOI (N.17.
«IHLWE») ynakoBku nikapcbkoro 3acofy.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis nicns

3aTBEPAKEHHS.
91.| SUHALE®® NOPOLLIOK A4S TOB"CaHgo YkpaiHa En Ci Ec Jo6dap ITanis BHECEHHS1 3MiH JO peecTpauiHMX maTepianis: 3a He UA/1524/01/01
po34nHy Ans 3 Ykpaina" C.n.A. 3MiHa 3asBHMKa (BNacHvKa peecTpauiiHoro peuyenmom | nidnseae
iH’ekuin, no 750 wmr; noceigyeHHs) (3rigHo Hakazy MO3 Big
1 donakoH 3 23.07.2015 Ne 460): TepmiH BBEAEHHSI 3MiH
NOPOLLIKOM Y npoTarom 6 micsALUiB NicnsA 3aTBepKEHHS. 3MiHU
KapTOHHIN ynakoBLj | Tuny - 3miHn Wwopo 6e3nekn/edeKkTUBHOCTI Ta

dapmakoHarnsgy. BeegerHs abo 3amiHun fo
y3aranbHEeHUX AaHnx Npo cucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX
[AaHuX nNpo cuctemy chapmakoHarnsgy, aMmiHa
YMOBHOBAXEHOI 0cobu, BignoBigansHoi 3a
3[iCHeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu
3 (hapMakoHarnagy 3asiBHVKa Ans 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKWwo BoHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMmakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-channa cuctemu
dapmakoHarnsigy)
3MmiHa ynoBHOBaXKeHOT 0cobu 3asiBHMKA,
BignosiganeHoi 3a hapmakoHarnag. dirova
penakuisi: [p. Menc-Ynbpix LLitermanH / Dr.
Jens-Ulrich Stegmann, MD. lNponoHoBaHa
pepakuis: TaHacoBa 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
3miHa Micue3HaxooXeHHs1 MacTep-caiina
cucTeMu chapmakoHarnsiay Ta horo Homepa.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3minu | Tuny -
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

AOMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby 3miHa Toproeoi Ha3Bu
nikapcbkoro 3acoby [itoua pegakuis:
3uHaued ™ lMponoHoBaHa pepakuis: 3uHaueh®
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW)
3MiHV BHECEHO [0 TEKCTY MapKyBaHHS
nepBuHHOI (n.6. «IHLWE») Ta BTOpUHHOI (N.17.
«IHLE») ynakoBkwu nikapcbkoro 3acofy.
TepmiH BBeAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPOKEHHS.

92.

3NOMILUH®

TabneTkn, BKpUTI
o6onoHkoto, no 500
Mr, no 3 TabneTkn y
Gnictepi; no 1
Gnictepy y
KapTOHHIN ynakoBLj

TOB
"TMEQDAP
mnTg"

Ykpaina

KYCYM
XEJNTTXKEP MBT
NTAO, IHaisa
abo
TOB "KYCYM
SAPM", YkpaiHa

IHgis/
YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis:
3MiHu | Tuny - 3MiHKn Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
MEAMNYHOrO 3aCTOCYBaHHS!
reHepuyHMX/ribpnaHnx/GionodibHNX fikapcbKkmx
3acob6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI npenapaT (3MiHa He nNoTpebye
HaaHHS )XOOHWX HOBUX AOAATKOBUX OAHMUX).
3MiHU BHeCeHi A0 iHCTPYKLiT Ans MegnyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"MpoTnnoka3saHHs", "B3aemogis 3 iHWMmn
nikapcbknuMun 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs1 y nepioa BariTHOCTi abo
roflyBaHHs rpyaatw”, "3aaTHicTe BNNMBaTh Ha
LWIBMAKICTb peakLii Npun kepyBaHHi
aBTOTpaHCNOPTOM abo iHWMMK MexaHismamu"”,
"MobiuHi peakuii" 3rigHo 3 iHpopMmalieto Wwoao
MeAMNYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (CYMAME]]). BeeaeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/eekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs1 abo 3miHa(1) go 3060B'A3aHb Ta yMOB
BuAadi peectpauiiHoro nocBig4eHHs,
BKItoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKWUI NOTOKEHWIA 3
KOMMETEHTHUM OpraHom). 3asiBHUKOM HagaHO
OHOBMNEHWN 3riAHO 3 BUMOramu Ao
CraHgapTusoBaHoro chopmarty
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format) nnaH ynpasniHHA pusnkamu

3a
peuernmom

He
nidnsieae

UA/10672/01/02
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n/n
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3acoby
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3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

[TponoBkeHHs noaarka 3

Homep
peecmpauyiliHo2o

93.

SUOMILIMH®

TabneTkn, BKPUTI

TOB

YkpaiHa

KYCYM

Bepcis 2.0. 3MiHM BHeCeHO A0 YacTuH
«Cneundikauis 3 6esnekmy, Il «MnaH 3
hapmakoHarnsgy», V «3axoau 3 MmiHimizauii
pusukisy», VI «Pestome nnaHy ynpasniHHA
pusmkammn» Ta VIl «JogaTtku» y 3B’A3Ky 3
[OMOBHEHHSAM Npobnem 6e3neku. / y 3B'A3Ky 3
OHOBJEHHAM iHdopmaLlii 3 6e3nekn
pedepeHTHOro nikapcbKoro 3acoby.
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MmiHW). 3MiHKM BHECEHi A0 IHCTPYKLiT Ans
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii” Woao 3BiTyBaHHSA NPO
nobivHi peakuii. BBegeHHs 3MiH npoTarom 6-1n
MicsUiB Nicnsa 3aTBEPAXEHHS

noceid4yeHHs1

obonoHkoto, no 250
Mmr, no 6 abo no 21
Tabnetui y 6nicrepi;
no 1 6nictepy y
KapTOHHIN ynakoBLj

"TMEODAP
mnTg"

XENTXKEP MBT
NTAO, IHaisa
abo
TOB "KYCYM
SAPM", YkpaiHa

Inpis/
Ykpaina

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHun wopo
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM Y KOPOTKil XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUiT Ans
MEeAMNYHOrO 3aCTOCYBaHHS
reHepUYHNX/riGpnaHMX/6ionogiGHNX Nikapcbknx
3acobiB nicns BHECEHHS TiEi camoi 3MiHU Ha
pedepeHTHUIN Npenapar (3miHa He noTpebye
HaflaHHS )XOHUX HOBWX AOAATKOBUX AaHUX).
3MiHV BHECEHI 0 iIHCTPYKLIT ANA MeauyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"MpoTunokasaHHs", "B3aemogais 3 iHwmnMun
nikapcbknuMmn 3acobamu Ta iHLWi BUAn
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHsa rpyaat”, "3gatHicTb BnnvBaTu Ha
LWIBMAKICTb peakLii npun kepyBaHHi
aBTOTpaHCNOpTOM abo iHWKMMKU MexaHi3mamn”,
"Mo6iyHi peakwii" 3rigHO 3 iHhopmaLieto Wwoao
MeAMNYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (CYMAME[). BeegeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBEPKEHHS
3MiHu | TUnYy - 3miHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMaadi peectpauiiHoro NocBig4yeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMETEHTHNM opraHoMm). 3asiBHUKOM HagaHo
OHOBIEHWI 3riAHO 3 BUMOramm o
CraHgapTusoBaHoro chopmarty
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines

Evaluation Guidance on the format of the risk

3a He
peuenmom | nidnseae

UA/10672/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

management plan (RMP) in the EU — in
integrated format) nnaH ynpaeniHHSA puankamm
Bepcis 2.0. 3MiHM BHeceHOo A0 YacTuH
«Cneumdikauisn 3 6e3nekmy, lll «MnaH 3
apmakoHarnagy», V «3axoam 3 MiHimisauii
pusukis», VI «Pestome nnaHy ynpasBniHHA
pusmkamm» Ta VIl «Joaatkun» y 38’A3Ky 3
[OOMOBHEHHSIM NpoGnem Ge3neku. / y 3B's3Ky 3
OHOBJEHHAM iHdbopmaLlii 3 6e3nekn
pedepeHTHOro nikapcbkoro 3acoby.
3MmiHun | Tuny - 3MiHM Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHWM BHeCeHi Ao IHCTPYKLUii ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakyii” WwWoao 3BiTyBaHHSA NPO
nobiyHi peakuii. BBegeHHs 3MiH npoTsirom 6-Tu
MiCsILIiB Micnsi 3aTBEPAKEHHSA

94.

3IHHAT®

rpaHynu ans
npurotyeaHHs 100
M1 (125 mr/5 mn)
cycneHsii, 1 donakoH
3 rpaHynamuv pa3om
3 MipPHUM KOBMAaYKOM
Ta MipHO0
TIOXEYKOI B
KapTOHHiI kopobLyi

TOB
"CaHpos
YkpaiHa"

YkpaiHa

nakco
OnepenwHc FOK
Jlimiten

Benuka
BpuTtaHia

BHECEHHS 3MiH 0O peecTpaLinHuX maTepianis:
3miHa 3asiBHuKa J13 (MIBIT) (BnacHuka
peecTpaLinHOro NOcBiAYeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460) TepmiH BBeAeHHS
3MiH - NPOTArom 6 MicauiB nicna 3aTBEPLKEHHS;
3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
Ha3BM nikapcbKkoro 3acoby - 3miHa Ha3Bu
nikapcbkoro 3acoby. 3ATBEPIPKEHO: 3iHHaTt™
(Zinnat™) 3AMPOINMOHOBAHO: 3IHHAT®
(ZINNAT®) TepmiH BBeEHHS 3MiH - MPOTAroM 6
MicauiB nicnsa 3aTBepAXeHHs; 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHK BHECEHO
[0 TEKCTY MapKyBaHHs1 nepBUHHOI (N.6. «IHLLE»)
Ta BTOPUHHOI (n.17. «IHWE») ynakoBku
nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsauUiB Nicns 3aTBepKEHHS; 3MiHU
| TMny - 3MiHK Wopno 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHeHVX AaHWX Npo cUcTeMy
cbapmakoHarnsigy (BBeAeHHs y3ararbHeHnx
[AaHuX nNpo cuctemy cpapmakoHarnsgy, 3aMiHa
ynoBHOBaxeHoi ocobwu, BignoBigansHoi 3a
3[iiCHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu
3 (hbapMakoHarnagy 3asiBHVKa Ans 34iNCHEeHHS
dapmakoHarnagy B YKpaiHi, AKLWwo BoHa
BiMiHHa Bif, YNOBHOBaXeHOI ocobu,
BignoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MiLLeHHi MacTep-channa cuctemm
dapmakoHarnsigy) - 3MiHa ynoBHOBaXeHOT
ocobu 3aABHMKKa, BianosigansbHOI 3a
chapmakoHarnag fitoua pepakuis: Op. Mewc-
Ynbpix WrermaxH / Dr. Jens-Ulrich Stegmann,

3a
peuernmom

He
nidnsieae

UA/5509/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

MD. lMNMponoHoBaHa pepakuis: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
YNOBHOBaXXEHOT 0CO0U 3asiBHYMKA,
BifnoBiganbHoi 3a hapMakoHarnag 3miHa
MicLie3HaxomKeHHS MacTep-anna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy

95.

3IHHAT®

rpaHynu ans
npurotyeaHHsa 100
M1 (250 mr/5 mn)
cycneHsii, 1 donakoH
3 rpaHynamu pasom
3 MipPHUM KOBMaYKOM
Ta MipHOto
TIOXEYKOI B
KapTOHHIN kopobui

TOB
"CaHpos
YkpaiHa"

YkpaiHa

nakco
OnepenwHc FOK
Jlimiten

Benuka
BpuTtaHia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHa 3asiBHuka J13 (MIBIT) (BnacHuka
peecTpauinHOro NocBiAYeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460) TepmiH BBegeHHs
3MiH - NPOTArom 6 MicauiB nicna 3aTBEPLKEHHS;
3minu | Tvny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BM nikapcbKkoro 3acoby - 3miHa Ha3Bu
nikapcbkoro 3acoby. 3BATBEPIXKEHO: 3iHHat™
(Zinnat™) 3AMPOIMNOHOBAHO: 3IHHAT®
(ZINNAT®) TepMiH BBEAEHHSI 3MiH - NPOTSArom 6
MicsuiB nicns 3aTBepakeHHs:; 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu) - 3MiHM BHECEHO
[0 TeKCTY MapKyBaHHS NepBUHHOI (N.6. «IHLLE»)
Ta BTOPUHHOI (N.17. «IHWE») ynakoBku
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
npoTArom 6 MicsUiB Nicns 3aTBEPMKEHHS; 3MiHM
| TMny - 3MiHK Wopno 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHeHVX AaHWX Npo CUCTEMY
bapmakoHarnsgy (BBeAeHHs y3ararnbHeHnx
[AaHuX nNpo cuctemy chapmakoHarnsgy, aMiHa
ynoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3[iNCHEeHHs hapMakoHarnagy; KOHTakTHOI ocobu
3 (hapMakoHarnagy 3asiBHVKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiMiHHa Bif, YNOBHOBaXXeHOI 0cobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-channa cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOT
ocobu 3aABHMKa, BianoBiganbHoOI 3a
chapmakoHarnag fitoua pepakuis: [p. Vewc-
Ynbpix WtermanH / Dr. Jens-Ulrich Stegmann,
MD. MNMponoHoBaHa pepakuis: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
YMNOBHOBaXEHOI 0cobU 3asBHVKa,
BiANoBiganbHoi 3a hapmakoHarnag 3miHa
MicLie3HaxX0oMKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
30iICHEeHHS OCHOBHOI AisiNbHOCTI 3
chapmakoHarnagy

3a
peuernmom

He
nidnsieae

UA/5509/01/02

96.

IBAHOPOHOB

KOHLEHTpaT Ansi

ToBapucTBo

YkpaiHa

TOB "®APMEKC

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiHMX maTepianis:

3a

UA/15955/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
A KUCNOTA - PO34MHY 4nis 3 reyn" 3minn Il TMny - 3miHm 3 sikocTi. ADI. peuenmom
DAPMEKC iHy3in, 1 Mr/mMn, no | obmexeHo BrpobHuuTBo. 3MiHa BUpoGHUKa
6 Mn y donakoHi; no Bignosiganb BUXiQHOIrO/MPOMIDKHOIO NPOAYKTY/peareHTy, Lo
1 conakoHy B nauyui 3 HiCTIO BUKOPUCTOBYIOTLCS Y BUPOBHMYOMY MpoLieCi
KapTOHY "®apmaueBT AdI, abo 3miHa BUpobOHUKa (BKMtoYarun, ae
nyHa HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIO AKOCTI)
KOMNaHis AQI (3a BigcyTHOCTI cepTudbikata BignoBigHOCTI
"3popos's" €Bponewcbkin bapmakonei y 3aTBepaxXeHomMy
nocbe)(BBeaeHHs HoBoro BupobHuka AdI 3
HagaHHAM MacTep-canna Ha APl) - BBegeHHs
AopaTtkoBoro BupobHuka APl ibaHapoHoBoi
KMUCIOTHU.
3areepgkeHo: TRIFARMA S.p.A., ITanis
3anponoHoBaHo: TRIFARMA S.p.A., ITanig,
Maprimed S.A., ApreHTuHa
97.| IBYNMPO®EH TabneTkn, BKPUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 nidnsieae UA/3304/01/01
NniBKOBOIO aKuioHepHe aKuioHepHe 3MiHn | TUny - 3miHn Wwopo peuenma
o6onoHkoto, no 200 TOBapUCTBO TOBapUCTBO 6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
mr; no 10 TabneTtok "HaykoBo- "HaykoBo- 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
y bnictepi; no 5 BVPOGHWYMIA BMPOGHWYMIA 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
GnicTepiB y navui LEeHTPp LeHTp MeLMYHOro 3acToCcyBaHHA Ha niacrasi
"BopLuariscb "bopLuarisCcbkui perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
KU XiMiKO- XimiKo- nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
tapmaueBT hapmaLeBTUYHNIA 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
NYHUIA 3aBog" nicnsipeecTpauinHuii nepiod, abo sik pesynbTaT
3aBoa" OLjiHKM 3BITY 3 AOCMIAXEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy nejiaTpuyHMX AocnigXeHb
(PIP) (3MiHy y3rog»eHO 3 KOMNETEHTHUM
YNOBHOBAaXEHNM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo oo
OHOBMEHOT iHdbopMaLlii 3 6e3neku gioyoi
pPeYoBUHYM iIBYNpodEHY 3rigHO 3
pekomeHaauismm PRAC.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicns 3aTBEpAXKEHHS!
98.| IMINEHEM/UWUN | nopowok ans xeHodbapm Benvka [xen Oabn-tO Pecnybnika BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/18693/01/01
ACTATUH PO34nHy Ans Iitg BpuTaHis dapmachbtoTikan Kopes 3miHu | TNy - 3MiHK 3 sikocTi. FoToBMIA peuenmom
iHdpysin, 500 mr/500 KopnopeniuH nikapcbkuii 3aci6. KoHTponb rotoBoro

mr; 10 donakoHiB 3
MOPOLLKOM Y
KapTOHHiI kopobui

nikapcbkoro 3acoby. 3miHa y meTogax
BUNpPoBYBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHwWi 3miHKM y MeTogax BunpobyBaHb
(Bkrtoyaro4m 3amiHy abo JONOBHEHHS)) -
OHOBMEHHs1 MeToay KoHTpornto 113 3a
nokasHukom «bakTepianbHi eHAOTOKCUHWY
(USP), a came 3miHeHo yyTnmBicTb LAL-
peareHTy 3 0.06 EU/ml go 0.01 EU/m,
BigNOBIAHO, 3MIHEHO KOHLIEHTpaLito
BUNpoOOBYBaHOro 3paska, po3yuHie A, B, C, D.
MeToauky BUNpobyBaHHsI ONOBHEHO
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JliKapcbK020

3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KPUTEPIAMU NPUAHATHOCTI; 3MiHN | TMNY - 3MiHK
3 sikocTi. FoTOBMIA Nikapcekuii 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOyBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHWwi 3miHM y MmeToaax BunpobyBaHb
(BKINtOYaOYM 3aMiHy abo JOMOBHEHHS)) -
OHOBIIEHHS MeToay koHTposto 13 3a
nokasHukom «CtepunbHicTe» (USP), a came B
CKnagi NOXMBHOrOo TiOrNiKONEBOro cepeaosuLla
BiAKOPUroBaHO BMICT AekcTpo3n. [loaaHo
iHcpopmaLito, Lo BUKOPUCTOBYETLCS CUCTEMA
Steritest EZ (cuctema meM6paHHoi dinbTpauii
3aKpUTOro TUMy), 3MiHEHO NEPEBIPKY
npuaaTHOCTI METOANKN BUNPOBYBaHHS

99.

IMINEHEM/LUUN

ACTATUH

NopoLLOK AN
PO34mMHY Ans
iHdpysin, 500 mr/500
mr; in bulk: no 660
bnakoHiB y
KapTOHHIN kopobui

[xeHodbapm
1o

Benuka
BpuTtaHia

xen OJabn-tO
dapmachbtoTikan
KopnopenwH

Pecny6nika
Kopes

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BUNPOBYBaHHS rOTOBOrO NikapcbKoro 3acoby

(iHwWi 3miHM y meTogax BunpobyBaHb
(BKINtoYaouM 3amiHy abo JOMOBHEHHS)) -
OHOBJIEHHS MeToay koHTponto 113 3a
nokasHukom «bakrepianbHi eHGOTOKCUHMY
(USP), a came 3miHeHo yyTnuBicTb LAL-
peareHTy 3 0.06 EU/ml go 0.01 EU/ml,
BiNOBIQHO, 3MIHEHO KOHLIEHTpaLito
BunpoboByBaHoro 3paska, po3unHis A, B, C, D.
MeToauky BUNpoOyBaHHS JOMOBHEHO
KpUTEpISMN NPUAHATHOCTI; 3MiHK | TURY - 3MiHK

3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb

roTOBOro fikapcbkoro 3acoby. 3miHa y meTogax

BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby

(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntoyaroum 3amiHy abo JONOBHEHHS)) -
OHOBNEHHA meToAy koHTponto 113 3a
nokasHukom «CtepunbHictb» (USP), a came B
cknagi NOXWBHOrO TIOrMiKONeBoro cepeoBuLLa
BiKOPUroBaHO BMICT AeKCTpo3u. [logaHo
iHdbopMaLito, Lo BUKOPUCTOBYETLCS CUCTEMA

Steritest EZ (cuctema meM6paHHoi cinbTpauii
3aKpUTOro TUMy), 3MiHEHO MEPEBIPKY
NpUAATHOCTI METoAMKM BUNPOBYBaHHS

UA/18692/01/01

100.

IMYHOBIP-
300POB'A

cupon, 50 mr/mn, no
200 mn y dnakoHi 3i
ckna; no 1 dpnakoHy
3i cTakaHOM MipHUM
y KOpobLji 3 KapTOHy;
no 100 mn a6o 200
MA Y dnakoHi
noniMepHomy; no 1
driakoHy 3i

TOBAPUCT
BO 3
OBMEXXEH
(e]10]
BIOMOBIOA
JNIBHICTIO
«KOPINOPA
LA
«300POB’A

YkpaiHa

ToBapucTtBo 3
obmexeHo
BiANoBiganbHICTIO
"PapmaLeBTUYHa
KOMMNaHis
"3nopos's”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHa 3asBHwuka J13 (MIBI) (BnacHuka
peecTpaLiiHOro NocBiAYeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460) BeeeHHs 3MiH
NpOTArom 6-T MicALIB NiCNSA 3aTBEPXKEHHS;
3MiHu | TUnYy - 3miHKn Wwopo
6e3nekn/ehekTMBHOCTI Ta dpapmakoHarnsgy.
BeegeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
npo cuctemy cdapmakoHarnagy (BBegeHHs

3a
peuernmom

UA/18141/01/01




100 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
CTakaHOM MipHUM Y » y3aranbHeHVX AaHnX Npo cucTemy
KopobLi 3 KapTOHY apmMakoHarnsagy, amiHa ynoBHOBaxeHoi ocobu,
BiAnNoBiAanbHOI 3a 3AiNCHEHHS
thapmMakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asiBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsay
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pPO3MiLLeHHi MacTep-daina cuctemm
dapmakoHarnsay) - 3MiHa yNnoBHOBaXEHO|
ocobu 3asBHKKa, BianoBiganbHOI 3a
bapmakoHarnag Litova pepakuis: LLleByeHko
OneHa IropiBHa NponoHoBaHa pegakuisi:
MaHoBa OneHa MukonaiBHa 3miHa KOHTaKTHUX
[AaHnX yNOBHOBAaXEHOI 0COOU 3asiBHYMKA,
BiAMOBiAanbHOI 3a apmakoHarnsg 3miHa
HOoMepa macTep-darina cuctemm
dapmakoHarnsgy
101.| KAHOMBOP niodinisat ans Acnipo IHAisA Acnipo ®apma IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3a - UA/17810/01/01
pPO34MHy Ang dapma Jlimiten 3Minn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
iHdy3in, no 200 mr JimiTeqn HaiMeHyBaHHs1 Ta/abo agpecy 3asiBHUKa
no 1 dnakoHy y (BnacHuka peecTpauifHoro noceigvyeHHs) 3miHa
Kopobui agpecu 3asiBHUKA
102.| KAHE®POH® H | kpanni opanbHi, no BioHopuka HimeyumH BioHopuka CE HimeyunHa BHECEHHS 3MiH O peecTpauiiHiX maTepianis: bes nionszae UA/4708/01/01
100 mn y corakoHi 3i CE a BHECEHHS 3MiH O peecTpaLiiH1X peuenma

ckna 3 J03YH4nM
KpanensHUM
npucTpoem; no 1
dnakoHy B kopobui
3 KapTOHY

matepianis:3MiHn | Tuny - 3miHn 3 sakocTi. ADL.
KoHTponb A®I. 3miHa y meTodax BUNpobyBaHHs
A®I abo BuxigHoro matepiany/npoMiKHoro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHmuTea AP| (He3HayHi 3MiHW Y
3aTBepAKEeHNX MeToaax BunpobysaHHs) Meton
KOHTpakTHoi nabopatopii «Phytos Labor fiir
Analytik von Arzneimitteln GmbH & Co. KG» ans
BM3Ha4YeHHSA adNaTOKCKHIB Y POCIIMHHMX
peyoBuHax Centauri herba; Levistici radix;
Rosmarini folium 6yB oHOBREHWA O Cy4acHOro
PiBHS TEXHiKW, LLO NPU3BENO A0 ONUCY METOAY
PV.11.P019_03. 3atBepmxeHo: Aflatoxin testing
by Phytos PV.11.P019_02 3anponoHoBaHo:
Aflatoxin testing by Phytos PV.11.P019_03.
3miHu | TMny - 3miHm 3 sikocTi. ADI. KoHTponb
A®Il. 3miHa y MeToax BunpobyBaHHs ADI abo
BUXiZHOTO MaTepiany/npoMixXHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP| (He3HaYHI 3MiHK Yy
3aTBepKeHMX MeToaax BunpobyBaHHs) Meton
TeCcTyBaHHS Ha adpraToKCMHWU, 3aCTOCOBaHUN
«PhytoLab GmbH & Co. KG» ansi Centauri
herba; Rosmarini folium 6yB 3miHeHwWIA.
3atBepaxeHo: SOP 805050 _leaf, issue 3




101 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3anponoHoBaHo: SOP 805025, issue 2. 3MiHu |

Tmny - 3MiHn 3 axkocTi. A®Il. Kontponb A®I. 3miHa
y MeTofax BunpobyeaHHs APl abo BMxigHOro
marepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpMXEHUX MeToaax
BMNpobyBaHHs) MeToa TecTyBaHHSA Ha
adpnaTokcuHm, 3actocoBaHunin «PhytoLab GmbH
& Co. KG» gns Levistici radix 6yB amiHeHWNA.
3aTtBepaxeHo: SOP 805050 _root, issue 3
3anponoHoBaHo: SOP 805021, issue 1. 3miHn |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb AdL. 3miHa
y MeTofax BunpobyeaHHs APl abo BMxigHOro
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEPIAXXEHUX MeToaax
BunpobyBaHHs) Herbal substance: Centauri
herba; Levistici radix; Rosmarini folium. 3miHa
npoLeaypyv BU3Ha4YEHHS NecTULMAIB.
3aTtBepaxeHo: 3.2.S.4.2.5. Analytical
procedures — Pesticides Pesticides Reference to
ASU § 64 LFGB L 00.00-34 for pesticide
residues Dithiocarbamates Reference to § 64
LFGB L 00.00-49/3, including validation report
SOP 720608_720609, issue 1 Inorganic
bromides SOP 730207, issue 4 3anponoHoBaHo:
3.2.5.4.2.5. Analytical procedures — Pesticides
Pesticides SOP 720010 _reg, issue 1
Dithiocarbamates SOP 720608, issue 7.1. 3MiHn
| Tuny - 3miHun 3 sikocTi. ADI. KoHTponb ADI.
3MiHa y meTogax BunpobyBaHHsa ADI abo
BUXiZHOrO MaTepiany/npoMixXHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTea ADI (iHWi 3MiHK Yy
mMeToAax BUNpobyBaHHA (BKMIOYAKOUN 3aMiHy
abo ponoBHeHHSA) ADI abo
BuMXigHoro/npomixHoro npoaykty) Herbal
substance: Centauri herba; Levistici radix;
Rosmarini folium BignosigHo ao Ph. Eur. maea
2.4.27 “Baxki MeTanu y poCrvHHMX npenapartax
Ta nikapcbkux npenapaTax poCUHHOMO
NOXOMKEHHNA” ANS BU3HAYEHHS BaXKKUX MeTanis
Y POCMMHHUX NpenapaTax Moxe
BMKOPWUCTOBYBaTMCSI MacC-CreKTPOMETPIs 3
iHOYKTMBHO 3B'A3aHoto nnasmoto (ICP-MS). Tomy
meTtoa (SOP 810100) 6yB po3pobneHui
nigpsigHoto nabopatopieto “PhytoLab GmbH &
Co i BKMOYeHnI B OCLE Mopsig, i3
3aTBEpOKEHMMN Ha AaHui Yac metogamm (AAS:
SOP 806050, SOP 806300, SOP 806400, SOP

806600). 3miHu | Tuny - 3miHK 3 skocTi. ADI.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/NpOMIDKHOTO NMPOAYKTY/peareHTy, Wwo
BMKOPWCTOBYIOTBCS Y BUPOGHMYOMY NpoLieci
A, abo 3miHa BUpoGHMKa (BKMoYatoum, ae
HeobXigHO, MicLie NPOBEAEHHS KOHTPOIIO SKOCTI)
AQI (3a BigcyTHOCTI cepTuddikata BianoBigHOCTI
€BponeickKii thapMakonei y 3aTBepaKeHoMy
AOCbE)(3MiHM A0 3ax0AiB, MOB'A3aHNX 3
KoHTponem A®I, abo goaaBaHHA AinbHULI, Ae
NPOBOAMTLCA KOHTPOSL/BUNPOBYBaHHSA cepii)
JlabopaTopisi Labor L + S AG byna BkntoveHa sk
popaTtkoBa BUnNpobysanbHa naboparopis ans
nepeBipkun Mikpo6ionoriYHOT SIKOCTi POCIIMHHOIO
npenapaty Ao po3ainis "3.2.S.2.1 BupobHukmn"
a6o "3.2.P.3.1 BUpoGHuKkn".T 3MmiHun | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonycTummnx
MeX, BU3Ha4YeHux y cneumdikauisx Ha A®l, abo
BUXIOHWMI/MPOMIDKHWUIA NpOOYKT/peareHT, LWo
BVIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea AdI
(OonoBHEHHS cneumdikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIAHMM METOLOM BUMNPOOYyBaHHS)
Cneuudikauis i ceptudikaT aHanisy ans
€TanoHHOro cTaH4apTHOro Macrna po3mapuHy
6yno OHOBMEHO Ta BKIMKOYEHO HOBUI MeTof,
ineHTngikauii 3a gonomoroto TLLUX.
3atBepaxeHo: 3.2.S.4.1 Reference standards or
Materials Specification V01 3anpono+HoBaHo:
3.2.5.4.1 Reference standards or Materials
Specification VO3 TLC (B PY PM 380): must
comply with the requirements. 3miHun | Tuny -
3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3HaYeHWX y crneumdikauisx Ha A®l, abo
BUXiAHV/MPOMDKHUIM NpoAyKT/pearexT, Lo
BVIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTi
(Hanpvknag BUNyYeHHS 3acTapinoro nokasHuka))
MapameTp cmak BUKNOYAETbCA 3i cnevudikauii
BWMYCKy pocnuHHoro npenapaty KaHedpoH
B3arBepokeHo: General characteristics Taste,
sensory test: aromatic, slightly bitter
3anponoHoBaHo: General characteristics ---
3miHu | TMny - 3miHm 3 AkocTi. A®Pl. KoHTponb
A®I|. 3wiHa y MmeTogax BunpobyBaHHA APl abo
BMXigHOro MaTtepiany/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci Bupo6HmuTea AP| (He3HayHi 3MiHK Y
3aTBEpKEHMX MeToaax BunpobyBaHHs) Meton
BunpobyBaHHa B PY PM 116 gnsa Bu3HayeHHs
3arasnbHuX noniceHoniB y Tpasi
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

30M10TOTUCAYHMKA ByB OHOBMNEHWI Ta
nepeHymeposaHuin y B PY PM 749. Y Toi yac sk
B PY PM 116 onucye TecT Ha 3ararnbHi
nonideHonn y BCiX TPbOX POCIMHHUX PEeYOBUHAX
Ta rotoBomy npenapati KaHedpoH oparnbHi
kpanni, B PY PM 749 onucye nvwe aHani3 Ha
TpaBy 30510TOTUCAYHMKA. IHLWI ABi POCIINHHI
PEYOBMHM Ta rOTOBUIN NPOAYKT ONMCaHi
okpemumn metogamm (B PY PM 750, B PY PM
751 ta B PY PM 753 BignoeigHo). Tomy 6ynun
BHECEHi He3HaYHi 3MiHM B ONNC TECTOBMX
po34mHiB, Wo6 BkouMTN Centaury herb.
3aTtBepaxeHo: 3.2.S.4.1 Specification(s) Total
polyphenols, calculated as pyrogallol, B PY PM
116/03: 0.3-2.3% (m/m) 3.2.5.4.2/3.2.S.4.3
Analytical procedures/ validation of analytical
procedures B PY PM 116/03 3anponoHoBaHo:
3.2.S.4.1 Specification(s) Total polyphenols,
calculated as pyrogallol, B PY PM 749/01: 0.3-
2.3 mg/100mg 3.2.S5.4.2/3.2.S.4.3 Analytical
procedures/ validation of analytical procedures B
PY PM 749/01. 3miHu | Tuny - 3miHM 3 sIKOCTi.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPWCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPAXXEHUX MeToaax
BunpobyBaHHs) MeTog BunpobysaHHst B PY PM
116 onsA BU3HaAYeHHS 3aranbHUX nonigeHonis y
KOpeHi NobucTky 6yB OHOBNEHWI Ta
nepeHymepoBaHuii y B PY PM 750. Y Ton yac sk
B PY PM 116 onucye TecT Ha 3aranbHi
nonicpeHonu y BCiX TPbOX POCIIMHHUX PEYOBUHAX
Ta rotoBoMmy npenaparti KaHedpoH opanbHi
kpanni, B PY PM 750 onucye nuwe aHanis Ha
KOPiHb MBWCTKY. IHLWI ABi POCMMHHI pe4OBUHM
Ta roToBMI NPOAYKT onucaHi okpemMnumm
metogamu (B PY PM 749, B PY PM 751 ta B PY
PM 753 BignoBigHo). 3atBepmkeHo: 3.2.5.4.1
Specification(s) Total polyphenols, calculated as
pyrogallol, B PY PM 116/03: 0.1-0.7% (m/m)
3.2.5.4.2/3.2.S.4.3 Analytical procedures/
validation of analytical procedures B PY PM
116/03 3anponoHoBaHo: 3.2.S.4.1
Specification(s) Total polyphenols, calculated as
pyrogallol, B PY PM 750/01: 0.1-0.7 mg/100mg
3.2.5.4.2/3.2.S.4.3 Analytical procedures/
validation of analytical procedures B PY PM
750/01. 3minu | TNy - 3miHKM 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTodax BUNpobyBaHHs
A®I abo BuxigHoro matepiany/npoMikHoro
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npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHMUTBa AD| (He3HauHi 3MiHW y
3aTBEpAKEHMX MeToaax BunpobyBaHHs) MeTopg
BunpobyeaHHs B PY PM 116 ons Bu3Ha4YeHHs
3aranbHWX NoniceHoniB y NUCTKY pO3MapuHy
OyB OHOBMEHWIA Ta NnepeHymepoBaHuii y B PY
PM 751. Y Ton yac sik B PY PM 116 onucye Tect
Ha 3aranbHi nonideHonn y BCix Tpbox
POCMUHHNX Pe4YOBMHaxX Ta rOTOBOMY npenaparTi
KaHedpoH opankHi kpanni, B PY PM 751
OnyVCye NnuLe aHanis Ha NUCT po3MapuHy. IHLWi
[OBi POCINUHHI PEYOBMHM Ta FOTOBUIA NPOAYKT
onucaHi okpemumn metogamu (B PY PM 749, B
PY PM 750 Ta B PY PM 753 BignosiaHo).
3aTtBepaxeHo: 3.2.S.4.1 Specification(s) Total
polyphenols, calculated as pyrogallol, B PY PM
116/03: 1.0-6.4% (m/m) 3.2.5.4.2/3.2.5.4.3
Analytical procedures/ validation of analytical
procedures B PY PM 116/03 3anponoHoBaHo:
3.2.5.4.1 Specification(s) Total polyphenols,
calculated as pyrogallol, B PY PM 751/01: 1.0-
6.4 mg/100mg 3.2.5.4.2/3.2.S.4.3 Analytical
procedures/ validation of analytical procedures B
PY PM 751/01. 3MiHn | Tuny - 3MiHn 3 siKOCTi.
ADI. KoHTponb AdI. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOrO
maTepiany/npoMixxHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPAKEHNX MeToAax
BUNpobyBaHHs) MeToa aHanidy 3aranbHux
nonicgpeHonis pocnuHHoro npenapaTy KanedpoH
Kpanni opanbHi OyB OHOBReHui Ta
nepeHymepoBaHuii y D PY PM 753. B Ton yac sik
B PY PM 116 onucye TecT Ha 3aranbHi
nonicheHonu y BCiX TPbOX POCITMHHUX PEeYOBUHAX
Ta nepopanbHux kpannax Canephron, B PY PM
753 onvcye nuwe aHanis Ha opanbHi kpanni
Canephron. Tpy poCnUHHI pe4OBUHU OMUCaHI
okpemumn metogamu (B PY PM 749, B PY PM
750 Ta B PY PM 751 BignosigHo).
3artBepokeHo: 3.2.S.4.1 Specification(s) Assay
Total polyphenols B PY PM 116/03: 8.0-56.0 mg
/100g Transition rate of drug mixture, calculated
via total polyphenols, B PY PM 116/03: 85+10%
B3anponoHoBaHo: 3.2.S.4.1 Specification(s)
Assay Total polyphenols B PY PM 753/01: 8.0-
56.0 mg /100g Transition rate of drug mixture,
calculated via total polyphenols, B PY PM
753/03: 75-95%. 3miHn | Tvny - 3MiHKM 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsa APl abo BMXigHOrO
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maTepiany/npoMixXHOro NPOAYKTy/peareHTy, Lo
BMKOPWUCTOBYETLCS Y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpPAXEHNX MeToAax
BUNpobyBaHHs) MeToa aHanisy eTanoHHOT
peyoBuHM pyTo3uay B PY PM 244 oHoBneHun y
MOHorpagii «PyTo3una: OCHOBHWIA €TanoHHWUIA
cTaHAapT 4Ns KiNbKiCHOro
BM3HaYeHHs/igeHTudikauii papmaueBTniHMX
npenapariB». 3atBepmpkeHo: Monograph
rutoside V02 17.01.2011 3.2.S.5 Reference
substances 3 Specifications Specification of a
primary reference standard (PRSQ)
Chromatographic purity (CP), B PY PM 244
HPLC 100% peak area: 290% Specification for a
reference substance for quantification (RSQ)
Chromatographic purity (CP), B PY PM 244
HPLC 100% peak area: 290% B PY PM 244/01
German text 1.2.3 Chromatographische
parameter Saule: z.B. Phenomenex Kromasil
C4. 250x3.0 mm ID, 5 ym, Art. Nr. 00G-4041-Y0
Corresponding English part 1.2.3
Chromatographic parameters Column: e.g.
Phenomenex (Aschaffenburg) Kromasil C4,
250%x4.6 mm ID, 5 uym, order no. 00G-3104-E0
3anponoHoBaHo: Monograph rutoside V05
31.03.2015 3.2.S.5 Reference substances 3
Specifications Specification of a primary
reference standard (PRSQ) Chromatographic
purity (CP), B PY PM 244/02 HPLC 100% peak
area: 290% Specification for a reference
substance for quantification (RSQ)
Chromatographic purity (CP), B PY PM 244/02
HPLC 100% peak area: 290% B PY PM 244/02
German text 1.2.3 Chromatographische
parameter Saule: z.B. Phenomenex Kromasil
C4. 250x4.6 mm, 5 ym, Art. Nr. 00G-3104-E0
oder vergleichbares Material Corresponding
English part 1.2.3 Chromatographic parameters
Column: e.g. Phenomenex Kromasil C4, 250x4.6
mm, 5 uym, order no. 00G-3104-EO or equivalent
material. 3miHu | TUnNy - 3miHu 3 gkocTi. API.
KoHTponb A®I. 3miHa y meTodax BUNpobyBaHHs
A®I| abo BuxigHOro Matepiany/npoMixxHoro
npoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHLwi 3MiHM B
mMeToAax BUNPobyBaHHS (BKNOYao4n 3amiHy
abo [OMOBHEHHS) ANS peareHTy, LWo He
CMPUYMHSE iICTOTHOrO BNMMBY Ha skicTb ADI)
MoHorpadito 4ns eTanoHHOro cTaH4apTHOro
niporanony 6yno oHOBMNeHO Ta AoAaHO ABa HOBI

METOAM BU3HAYEHHSI XpoMaTopadivyHOi YUCTOTMH.
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3aTtBepaxeHo: 3.2.S.5.1 Reference standards or
Material 1.5 Safety Precautions Hazard symbol:
Xi irritant 3. Specifications Specifications for a
Primary Reference Standard for Quantification
Chromatographic purity: PhytoLab method 1 (PV
400587): 295% Chromatographic purity:
PhytoLab method 2 (PV 400588): 295%
BanponoHoBaHo: 3.2.S.5.1 Reference standards
or Material 1.5 Safety Precautions Hazard
symbol: Xi irritant GHS pictograms: Irritant,
Health hazard Addition of Health and
environmental hazards and Precautionary
Statements. 3. Specifications Specifications for a
Primary Reference Standard for Quantification
Chromatographic purity: PhytoLab method 1 (PV
400587) or B PY PM 465/01: 295%
Chromatographic purity: PhytoLab method 2 (PV
400588) or B PY PM 466/01: 295%. 3MiHu |
TMny - 3MiHK 3 akocTi. A®Il. CtabinbHicTb. 3MiHa
nepiofy NoBTOpPHMX BUNpobyBaHb/nepiogy
36epiraHHsi abo ymoB 36epiraHHs AdI (3a
BiJCYTHOCTI y 3aTBEpPOXEHOMY [0ChE
cepTugikaTa BignoBigHOCTi €BpONenChbKii
cbapmakonei, Wo BKNoYae nepios NOBTOPHOro
BUNpobyBaHHs) (Nepiof NOBTOPHOrO
BMNpobyBaHHsA/nepioa 36epiraHHs) -
36inbLeHHs abo BBeAeHHsI nepiogy NOBTOPHOIO
BUNpobyBaHHsA/nepiogy 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCMiMKEHb Y peanbHOMy Yaci -
HaBepeHi aaHi nigTBepaXyoTh cTabinbHICTb
€TaroHHOro CTaH4apTHOro pyTo3uay NPOTAroM
60 micsujs. MNepiog NOBTOPHOIO TECTYBaHHA Y
MOHorpadii pyTo3una BusHavaeTbcs sk 48
Micsauis. 3miHu | Tuny - 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii
Ta KOHTPOIO SKOCTi FOTOBOTO fiKapCbKOro
3acoby (3amiHa abo fogaBaHHA AiNbHULI, Ha
AKiIV 3AINCHIOETBCSA KOHTPONb/BUNPOBOYBaHHS
cepii) JTabopaTtopis Labor L + S AG 6yna
BKIIOYEHA K oaaTkoBa BUNpobyBanbHa
nabopaTtopist 4ns NepeBipkM MiKpobionoriyHoi
sikocTi M3 go po3ainy "3.2.P.3.1 BupobHukun".
TecTyBaHHS MiKpoGiOnoriyHOi AKOCTI
NpoBOANTLCS koMnaHieto Labor L + S AG sk
anbTepHaTuBa TecTyBaHHI0 Bionorica SE.
3aranbHa BignoBiganbHICTb 3a TECTYBaHHSA
BWMNYyCKy koMmnaHieto Bionorica SE He
3MiHI0€ETbCA. 3MiHU | TUNY - 3MiHK 3 SIKOCTi.
["oToBMI Nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis




107

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

cneumndikauii Ta/abo JoNycTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (BUMyYEHHS HE3Ha4YHOro
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
Takoro sik 3anax Ta cmak, abo ineHTudikadis
6apBHMKiB Yu cMakoBux fobaBok)) MapameTp
"cMak" BunyyaeTbcs 3i cneuudikadii BUnycky
nikapcbkoro 3acoby KaHedpoH kpanni opanbHi.
3MiHn BHeceHi y po3ain "OCHOBHI di3nKO-XiMiYHI
BNaCTUBOCTI" B iIHCTPYKLiO ANs MeguyHoro
3acToCcyBaHHs nikapcbkoro 3acoby. 3miHu | Tuny
- 3MiHu 3 AkocTi. FoTOBMIA NMiKapCbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEX FOTOBOrO NiKapCbKOro 3acoby (BUNy4YeHHs
He3Ha4HOro nokasHuka (Hanpuknag 3actapinoro
nokasHuKa, Takoro sik 3anax Ta cmak, abo
ineHTudikauis 6apBHUKIB YN CMAKOBMX
no6aBok)) BunyyeHHs napameTpy “06’em
HanoBHeHHs” 3i cneuudikauii nikapcbkoro
3acoby KaHedpoH kpanni opanbHi.
3artBepoxeHo: 3.2.P.5.1 Specefecation(s)
Additional tests Nominal filling volume (as in-
process control); ordinance on finished
packaging: must comply with the requirements.
3anponoHoBaHo: 3.2.P.5.1 Specefecation(s)
Annotations The filling volume (IPC) is in
compliance with the requirements according to
the ordinance on finished packaging. 3mixu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKAPCbKNIA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS! rOTOBOIO
nikapcbkoro 3acoby (iHLwwi 3aMiHu y meToAax
BUNpobyBaHb (BKIOYakoun 3amiHy abo
OonoBHeHHs1)) MeToa aHaniay 3aranbHux
nonidgeHonis rotoBoro NpoaykTy 6y OHOBMNEHWIA
Ta nepeHymepoBaHui. Y Tou vac sk B PY PM
116 onucye TecT Ha 3aranbHi nonideHonu y BCix
TPbOX POCIMHHUX PEYOBMHAX Ta FOTOBOMY
npenapati KaHedpoH opanbHi kpanni, B PY PM
753 onvcye nuwe aHania Ha oparnbHi kpanni
KaHedpoH. Tpy poCnnHHI pe4oBMHU OnucaHi
okpemumn metogamu (B PY PM 749, B PY PM
750 Ta B PY PM 751 BignosigHo).
3artBepokeHo: 3.2.P.5.1 Specification(s) Assay
Total polyphenols B PY PM 116/03: 8.0-56.0 mg
/100g Transition rate of drug mixture, calculated
via total polyphenols, B PY PM 116/03: 85+10%
3anponoHoBaHo: 3.2.P.5.1 Specification(s)
Assay Total polyphenols B PY PM 753/01: 8.0-
56.0 mg /100g Transition rate of drug mixture,
calculated via total polyphenols, B PY PM
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753/01: 75-95%. 3minHu | Tvny - 3miHK 3 AKoCTi.
[oToBWI Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoproBanbHuii 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX MEePBUHHOI YMaKOBKM FOTOBOrO MiKapCbKoro
3aco0by (iHwi 3MiHM) OHOBREHa JoKyMeHTauis Ha
CKISHI MSLWKN, OCHOBHWUI NaKyBanbHUA
marepian rotosoi npoaykuii. Cam nakysanbHun
marepian 3anvaeTbCcst He3MiHHUM.
3artBepoykeHo: Article card 50 ml Certificate of
Health quality Produktionsbericht (=certificate of
analysis) Article card 100 ml Certificate of Health
quality Produktionsbericht (=certificate of
analysis) 3anponoHoBaHo: Specification «Glass
bottle, amber glass type Ill, 50 mI» (1011401-
ERV-V02) Article card 50ml Technical drawing
Supplier Declaration for glass packaging
materials General material specification Amber
glass containers, Type lll. 3miHu | TUNY - 3MiHK 3
skocTi. [oToBMIM Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoproBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctTummnx
MEX MEePBUHHOT YMaKOBKM FOTOBOrO MiKapCbKOro
3acoly (iHwi 3amiHnM) OHOBREHa AOKyMeHTaUis Ha
rBMHTOBIN KpuLLULi roToBoro Bupoby. Cam
nakyBanbHU/ MaTtepian 3anuiaeTbcs
He3miHHUM. 3aTBepaxeHo: Specification by
Heinlein Plastik-Technik GmbH, dated
23.09.2009 Technical drawing, dated
13.05.2004 Prufzertifikat 3anponoHoBaHo:
Specification tamper-evident closures 2-18.37,
2-18.38 and 2-18.39 (PM-VS-V04) Specification
0OV2-18.39, dated 09.10.2015 Technical drawing
0OV2-18.39, dated 09.10.2015 IR-Spectrum Eltex
Med 100-MGO03 Regulatory Compliance
Certificate IR-Spectrum PE HE7541-PH
Statement on Compliance to Regulations on
Medical Use (HE7541-PH) Statement on
Compliance to Food Contract Regulations
(HE7541-PH). 3MmiHu | TUny - 3miHKM 3
skocTi. CepTudikar BignosigHocTi/l'E-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
papmakonei/MmoHorpadii. 3miHW, noB'A3aHi 3
HeOoOXiaHICTIO NpMBeAEeHHS Yy BigNoOBIAHICTL A0
MoHorpagii dY abo €sponerncbkoi
dapmakonei, abo iHLWoi HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
cneundikauisx, nos's3aHa 3i amiHamu B [1®Y,
abo €sponeiicbkin hapmakonei, abo iHLwin
HauioHanbHin apmakonei aepxasu €C)
Cneundikalisi TpaBm 30110TOTUCAYHMKA Byna
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3MiHeHa BignosigHo o Ph. Eur. MoHorpadgis

Tpasu 3onoToTucsvHmka (Herba Centauri)
3arBepokeHo: 3.2.S.4.1 Specification(s)
General characteristics Taste, sensory test:
strongly bitter Purity Bitterness value, Ph. Eur.
Monograph «Centaurii herba»: 22000
3anponoHoBaHo: 3.2.S.4.1 Specification(s)
General characteristics Taste: bitter Purity
Bitterness value, Ph. Eur. 2.8.15: 22000.
3MiHu | TMNy - 3MiHM 3 SIKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiAHICTIO NpMBeAEeHHs Y BiAMOBIAHICTbL A0
MoHorpagii dY abo €sponeincbkoi
capmakonei, abo iHWOoi HauioHanbHoI
dapmakonei gepxasu €C (3miHa y
crneunikauisx, nos'ssaHa 3i amiHamu B [JOY,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHin apmakonei aepxasn €C)
Cneuudikauisi kopeHs ntobucTtka Gyna amiHeHa
BignosigHo o Ph. Eur. MoHorpadisi KopeHb
ntobuctka (Levistici radix).
3atBepaxeHo0:3.2.S.4.1 Specification(s) Purity
Angelica root, Ph. Eur. Monograph “Levistici
radix”: must comply with the requirements Assay
Essential oil, Ph. Eur. 2.8.12: 20.3% (V/m)
3anponoHoBaHo: 3.2.S.4.1 Specification(s)
Purity Test for angelica and ligusticum, Ph. Eur.
Monograph “Levistici radix” must comply with the
requirements Assay Essential oil, Ph. Eur.
“Levistici radix”, assay: 23.0 ml/kg. 3minu | Tuny -
3MiHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchKii
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HEOOXiaHICTIO NpMBEAEHHS Y BigNOBIAHICTb 4O
MoHorpadii APY abo €sponencbkoi
cbapmakonei, abo iHWOoi HaLioHanbHOT
dapmakonei aepxasu €C (3miHa y
cneungikauisx, nos'a3aHa 3i amiHamu B Y,
abo €Bponeincobkin hapmakonei, abo iHLWin
HaujioHanbHi dapmakonei gepxasu €C).
Cneuudikauis nucts poamapuHa (Folia
Rosmarini) 6yna amiHeHa BignosigHo go Ph. Eur.
MoHorpadis «JIucTa po3amapuHa.
3aTBepaxeHo: 3.2.S.4.1 Specification(s)
General characteristics Odour, sensory test: very
aromatic Purity Water, Ph. Eur. 2.2.13: £10%

(V/m) Assay Essential oil, Ph. Eur. 2.8.12: 21.2%
(V/m) 3anponoHoBaHo: 3.2.S.4.1 Specification(s)

Characteristics Odour: strongly aromatic Purity
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Water, Ph. Eur. 2.2.13: <100% ml/kg Assay
Essential oil (anhydrous drug), Ph. Eur.
Monograph “Rosmarini folium”, assay: 212
mi/kg. 3miHun | TUNy - 3MiHK 3 akocTi. FoToBMIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPoOyBaHHS rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAXKEeHNX MeTodax
BUNpoOyBaHHS) Bynu npoBeaeHi He3HauHi 3MiHK
npv oHoBrneHHi metogy «KinbkicHe BU3HAYEHHS.
EtaHon» opanbHux kpanens KanedpoH 3 B PY
PM 188/02 no B PY PM 188/03 3aTBepaxeHo:
3.2.P.5.1 Specifications(s) B PY PM 188/02
3anponoHosaHo: 3.2.P.5.1 Specifications(s) B
PY PM 188/03. 3MmiHu | Tny - 3miHM 3 sIKOCTi.
["oToBMI Nikapcbkmit 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocTavarnbHvKa nakyBanbHux martepianis abo
KOMMMEKTYIUMX (SIKLLO 3a3HAaYeHO B AOCHE)
(BUny4eHHs noctayanbHuka) [JokyMeHTH, BuaaHi
nocravanbHMKOM Nisiwkn (Stolze), 3amiHioTbCA
OOKyMeHTamu, BugaHumm Bionorica SE.
KomnoHeHTV ynakoBKu, SKICHWI i KiNbKiICHNIA
cKkInag, KOMMOHEHTIB YNaKkoBKu Ta BCi
crneunikaLii Ta METoAM KOHTPOIO SKOCTI
3anuwanTbesa He3MiHHUMK. OHOBNEHI po3ainv
«3.2.P.7 Cuctema 3akpuTTSl KOHTEMHEpIB» JOCbE
eCTD. TexHiYHi xapaKTEPUCTUKMN CKNSHUX
NAALWOK He 3MiHUAMCA. 3MiHu | Tuny - 3miHu 3
skocTi. A®l. BupobHuuTBo. 3miHa BUpobHUuKka
BWXiAHOro/NPOMIXKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoLeci
A®I, abo 3miHa BUpoOHuKa (BKntoYaoun, e
HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIO SKOCTI)
Al (3a BiacyTHOCTI cepTudpikaTta BiANOBIQHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
[OCbE)(3MiHM [0 3ax0AiB, NOB'A3aHNX 3
KoHTpornem A®I, abo foaaBaHHA AinbHULI, Ae
NpPOBOAMTLCHA KOHTPOIbL/BUNPOBYBaHHSA cepif)
KoHTpakTHa nabopatopis «Phytos Labor fiir
Analytik von Arzneimitteln GmbH & Co. KG»
3MiHWMMa Ha3By Ta agpecy. 3aTBepaKeHo:
3.2.S.2.1 Manufacturers Phytos Labor flr
Analytik von Arzneimitteln GmbH & Co. KG
Leidnitzstr.9 89231 Ntu-ulm 3anponoHoBaHo:
3.2.S.2.1 Manufacturers GBA Phfrma GmbH
Ernst-Abbe-Strae 40 89079 Ulm, Germany.
3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaMKEHHS OisrnbHOCTI BUPOOHMKa
(BKNKOYaK4K, 3a HeObXiAHOCTI, Micue
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npoBeAeHHs1 KOHTPOSIO AKOCTi), abo BNacHuka
macTep-danna Ha A®l, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npomMixxHoro
NPOAYKTY, L0 3aCTOCOBYHOTECH Y BUPOOHULITBI
A (AKLLO 3a3HAYEHO Y AOCLE Ha NiKapCbKnii
3acib) 3a BiacyTHOCTI cepTucpikata BignoBigHOCTI
€BponeickKi thapMakonei y 3aTBepa)KeHomy
nocbe, abo BUPOBHUKA HOBOI JOMOMIKHOT
PEYOBUHM (SKLLO 3a3HAYeHO Y AOCLE)
KoHTpakTHa nabopatopisi «Labor L+S AG»
3MiHuna HasBy. 3aTBepaxeHo: 3.2.5.2.1
Manufacturers Labor L+S AG Mangelsfeld 4,5,6
97708 Bad Bocklet-Grofienbrach, Germany
3.2.P.3.1 Manufacturers Labor L+S AG
Mangelsfeld 4,5,6 97708 Bad Bocklet-
GroRRenbrach, Germany 3anponoHoBaHo:
3.2.5.2.1 Manufacturers Labor LS SE & Co. KG
Mangelsfeld 4,5,6 97708 Bad Bocklet-
GroRenbrach, Germany 3.2.P.3.1 Manufacturers
Labor LS SE & Co. KG Mangelsfeld 4,5,6 97708
Bad Bocklet-GroRRenbrach, Germany. 3miHu |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb AdL. 3miHa
y meTofax BunpobysaHHa A®l abo BuxigHoro
maTepiany/npoMixXHOro NPoAYKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BupobHuutea AdI
(iHWi 3MiHM y MeTopax BUNpobyBaHHs
(Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BUMXigHOro/npomixkHoro npoaykty) OnTumMizoBaHo
NPUroTyBaHHS PO34YMHY NOPIBHSIHHS B MeTOfi
«KinbkicHe BU3HaueHHs1. 3aranbHi nonicpeHony,
po3paxoBaHi sk niporanon» Ans POCIUHHOT
cvposuHu Centaurii herba. 3atBepmpkeHo:
3.2.S.4.1 Specification(s) Total polyphenols,
calculated as pyrogallol, B PY PM 749/01: 0.3-
2.3 [mg/100mg] 3.2.S.4.2 Analytical procedures
B PY PM 749/01 3.2.5.4.3 Validation of
analytical procedures Validation report of B PY
PM 749/01 from October 2015. 3anponoHoBaHo:
3.2.5.4.1 Specification(s) Total polyphenols,
calculated as pyrogallol, B PY PM 749/02: 0.3-
2.3 [mg/100mg] 3.2.S.4.2 Analytical procedures
B PY PM 749/02 3.2.5.4.3 Validation of
analytical procedures Validation report of B PY
PM 749/02 from February 2017. 3minu | Tvny -
3miHu 3 akocTi. APl. KoHTponb A®l. 3miHa y
mMeToaax BunpobyBaHHs A®Il abo BuxigHoro
marepiany/npoMiXHOro NpoaykTy/peareHTy, LWo
BVKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeTofax BUNPOByBaHHsI
(Bkrtoyatoum 3amiHy abo gonosHeHHs) APl abo
BUXiZHOro/npoMixkHoro npogykty) OnTumisoBaHo




112

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

NPUroTyBaHHS PO34MHY MOPIBHSAHHS B METOAI
«KinbkicHe BU3Ha4yeHHs. 3aranbHi nonideHonu,
po3paxoBaHi Ak niporanon» AN POCIUHHOI
cupoBuHKM Levistici radix. 3aTtBepaxeHo:
3.2.S.4.1 Specification(s) Total polyphenols,
calculated as pyrogallol, B PY PM 750/01: 0.1-
0.7 [mg/100mg] 3.2.S.4.2 Analytical procedures
B PY PM 750/01 3.2.S.4.3 Validation of
analytical procedures Validation report of B PY
PM 750/01 from October 2015 3anponoHoBaHo:
3.2.S.4.1 Specification(s) Total polyphenols,
calculated as pyrogallol, B PY PM 750/02: 0.1-
0.7 [mg/100mg] 3.2.S.4.2 Analytical procedures
B PY PM 750/02 3.2.5.4.3 Validation of
analytical procedures Validation report of B PY
PM 750/02 from October 2015. 3miHn | Tuny -
3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
MeTodax BunpobyBaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BVKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNpoOyBaHHS
(Bkntovatoum 3amiHy abo gonoBHeHHs) APl abo
BuMXigHOro/npomixHoro npoaykty) (B6.1.6.2. (') IB)
OnTuMi3oBaHO NPUroTyBaHHS PO3YNHY
NOpPiBHSIHHSA B MeToAi «KinbKicHe BU3HaYEHHS.
BaranbHi nonicpeHonu, po3paxoBaHi Sk
niporanon» Ans opanebHUX kpanenb KaHedpoH —
POCRUHHWIA NpenapaT. 3aTBepaXKeHO:
3.2.5.4.1.2.1 Release Specification Total
polyphenols, calculated as pyrogallol, B PY PM
753/01: 8.0-56.0 [mg/100mg] Transition rate of
the drug mixture, calculated via total
polyphenols, B PY PM 753/01: 75-95 [%]
3.2.5.4.1.2.2 Shelf-life Specification Total
polyphenols, calculated as pyrogallol, B PY PM
753/01: 8.0-56.0 [mg/100mg] Transition rate of
the drug mixture, calculated via total
polyphenols, B PY PM 753/01: 85-110 [%]
3.2.5.4.2 Analytical procedures B PY PM 753/01
3.2.5.4.3 Validation of analytical procedures
Validation report of B PY PM 753/01 from

October 2015 3anponoHoBaHo: 3.2.5.4.1.2.1
Release Specification Total polyphenols,
calculated as pyrogallol, B PY PM 753/02: 8.0-
56.0 [mg/100mg] Transition rate of the drug
mixture, calculated via total polyphenols, B PY
PM 753/01: 75-95 [%] 3.2.S.4.1.2.2 Shelf-life
Specification Total polyphenols, calculated as
pyrogallol, B PY PM 753/02: 8.0-56.0
[mg/100mg] Transition rate of the drug mixture,
calculated via total polyphenols, B PY PM




113 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

753/01: 85-110 [%)] 3.2.S.4.2 Analytical
procedures B PY PM 753/02 3.2.S.4.3 Validation
of analytical procedures Validation report of B
PY PM 753/02 from February 2017. 3miHu | Tuny
- 3MiHu 3 skocTi. A®I. KoHTponb ADL. 3miHa y
MeTodax BunpobyBaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETLCS y Npoueci BUpobHuutea Ad|
(iHWi 3mMiHK y MeTodax BUNPOOYyBaHHSA
(Bkntovatoum 3amiHy abo gonoBHeHHs ) APl abo
BUXiZHOro/NpoMiXXHOro npoaykTy) ONTumisoBaHo
NPUroTYBaHHS PO34MHY MOPIBHSHHS B METOAI
«KinbkicHe BU3Ha4eHHs. 3aranbHi nonicdeHonu,
po3paxoBaHi Ak niporanon» AN POCIUHHOI
cunpoBuHM Rosmarini folium. 3aTBepaxeHo:
3.2.S.4.1 Specification(s) Total polyphenols,
calculated as pyrogallol, B PY PM 751/01: 0.1-
6.4 [mg/100mg] 3.2.S.4.2 Analytical procedures
B PY PM 751/01 3.2.S.4.3 Validation of
analytical procedures Validation report of B PY
PM 751/01 from October 2015. 3anponoHoBaHo:
3.2.S.4.1 Specification(s) Total polyphenols,
calculated as pyrogallol, B PY PM 751/02: 0.1-
6.4 [mg/100mg] 3.2.S.4.2 Analytical procedures
B PY PM 751/02 3.2.S.4.3 Validation of
analytical procedures Validation report of B PY
PM 751/02 from February 2017. 3minu | Tuny -
3MmiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHsSI rOTOBOIO NikapCbKoro
3acoby (iHwWi 3MiHW y MmeTodax BUNpobyBaHb
(Bkrroyaro4mn 3amiHy abo JONOBHEHHS))
OnTuMi3oBaHO NPUroTYBaHHS PO3YNHY
NOpPiBHSAHHSA B MeToAi «KinbKicCHe BU3HaYeHHS.
BaranbHi nonicpeHonu, po3paxoBaHi Sk
niporanon» Ans nikapcbkoro 3acoby KanedpoH
Kpanni opaneHi. 3aTBepaxeHo: 3.2.P.5.1.1
Release Specification Total polyphenols,
calculated as pyrogallol, B PY PM 753/01: 8.0-
56.0 [mg/100mg] Transition rate of the drug
mixture, calculated via total polyphenols, B PY
PM 753/01: 75-95 [%] 3.2.P.5.1.2 Shelf-life
Specification Total polyphenols, calculated as
pyrogallol, B PY PM 753/01: 8.0-56.0
[mg/100mg] Transition rate of the drug mixture,
calculated via total polyphenols, B PY PM
753/01: 85-110 [%] 3.2.P.5.2 Analytical
procedures B PY PM 753/01 3.2.P.5.3 Validation
of analytical procedures Validation report of B
PY PM 753/01 from October 2015
3anponoHoBaHo: 3.2.P.5.1.1 Release
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Specification Total polyphenols, calculated as
pyrogallol, B PY PM 753/02: 8.0-56.0
[mg/100mg] Transition rate of the drug mixture,
calculated via total polyphenols, B PY PM
753/01: 75-95 [%] 3.2.P.5.1.2 Shelf-life
Specification Total polyphenols, calculated as
pyrogallol, B PY PM 753/02: 8.0-56.0
[mg/100mg] Transition rate of the drug mixture,
calculated via total polyphenols, B PY PM
753/01: 85-110 [%] 3.2.P.5.2 Analytical
procedures B PY PM 753/02 3.2.P.5.3 Validation
of analytical procedures Validation report of B
PY PM 753/02 from February 2017 3miHu | Tuny
- 3miHm 3 akocTi. A®I. KoHTponb A®I. 3miHa y
MeTodax BunpobysaHHss APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPMCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToaax
BUNpobyBaHHs) MeToanKy TeCTyBaHHS
adnaToOKCWHIB y POCIMHHIN PEYOBWHI KOPiHb
nBUCTKY Byno onT1Mi3oBaHoO LWoa0
eeKTUBHOCTI, W06 3MeHLWNTM Yac poboTn 3 35
abo 74 xeunuH go 15,5 xBunuH. Takum YnHoMm,
XpomaTtorpadiyHi yMOBW, TaKi SIK rpagieHTHi
YMOBM, AiaMeTp KOMOHKK, pyxoma asa Ta
nigrotoBka 3paska, 6yrnv cKopurosaHi.
3aTBepaxeHo: 3.2.S.4.1 Specification(s)
T0000004-DE-V1.0 Aflatoxin B1; test instruction
No. PV.11.P019 03 or SOP 805021, issue 1:
<=2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2);
Test instruction No. PV.11.P019_03 or SOP
805021, issue 1: <=4 [ug/kg] 3.2.S.4.2 Analytical
Procedures SOP 805021, issue 1, Phytolab
GmbH & Co. KG 3.2.S.4.3 Validation of
analytical procedures Validation report to test
metod 805050 _root_Val, issue 1, Phytolab
GmbH & Co. KG 3anponoHoBaHo: 3.2.S.4.1
Specification(s) 2041401-168CAS-DE-V007
Aflatoxin B1; test instruction No. PV.11.P019 03
or SOP 805023, issue 2: <=2 [ug/kg] Aflatoxins
sum (B1, B2, G1, G2); Test instruction No.
PV.11.P019 03 or SOP 805023, issue 2: <=4
[ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805023, issue 2, Phytolab GmbH & Co. KG
3.2.S.4.3 Validation of analytical procedures
Validation report to test metod 805023, issue 1,
Phytolab GmbH & Co. KG 3miHu | Tvny - 3minHu 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BuxigHOro
marepiany/npoMiXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETHLCS Y Npoueci BUpobHuuytea API
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

(He3HayHi 3MiHM y 3aTBEpPAXEHNX MeToAax
BUNpobyBaHHs1) MeTop TecTyBaHHS
adNaToOKCKHIB Y POCIIMHHUX CyBCTaHLisX
Centaurii herba Ta Rosmarini folium 6yno
OHOBIEHO Ta NepeHyMepoBaHO Yepes BHYTPILLH
NPUYMHN B KOHTPaKTHIN nabopaTtopii Phytolab
GmbH & Co. KG. 3atBepmpkeHo: 3.2.5.4.1
Specification(s) Aflatoxin B1; test instruction No.
PV.11.P019_03 or SOP 805025, issue 1: <=2
[ug/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025,
issue 1: <=4 [ug/kg] 3.2.S.4.2 Analytical
Procedures SOP 805025, issue 2, Phytolab
GmbH & Co. KG 3.2.S.4.3 Validation of
analytical procedures PV 805050 _leaf Val.doc,
issue 2, Phytolab GmbH & Co. KG
3anponoHoBaHo: 3.2.S.4.1 Specification(s)
Aflatoxin B1; test instruction No. PV.11.P019 03
or SOP 805026, issue 1: <=2 [ug/kg] Aflatoxins
sum (B1, B2, G1, G2); Test instruction No.
PV.11.P019 03 or SOP 805025, issue 1: <=4
[ug/kg] 3.2.S.4.2 Analytical Procedures 805026,
issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures Test method
805026, issue 1, Phytolab GmbH & Co. KG
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaLii Ta/abo JoNyCTUMMX MEX rOTOBOrO
nikapcbKoro 3acoby (3BY>KeHHsi AOMYyCTUMMX
mex) 3MiHa Mex cneundikauii nikapcbkoro
3acoby ansa nokasHuka pH 6yna amiHeHa 3 4,8-
5,8 0o 5,1-5,8. 3minun | Tuny - 3miHK 3 siKOCTi.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3aMiHn) BkntoveHHs
cneuudikaLii Ha TepMiH 36epiraHHs nikapcbkoro
3acoby B METOAM KOHTPOIO AKOCTi. 3miHu | Tuny
- 3MiHu 3 sikoCTi. FOTOBMIA NiKapCbkuii 3acio.
KOHTpOmb roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MEX roTOBOrO fikapcbkoro 3acoby (foMOBHEHHS
crneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIOHUM
MeToAOM BUNpobyBaHHs) [JoNOBHEHHS
crneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIOHUM
MeTodoM BUNPobyBaHHS. |aeHTUdikauia
BonoTtotucsyHuka Tpasu (Herba Centaurii),
yepes ripkotu, TWX (B PY PM 120/03). 3MmiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauin Ta/abo
AO0MYyCTUMMX MEX roTOBOIO NiKapcbKoro 3acoby
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(OonoBHEHHS cneumdikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHMM MeTOAO0M BUNPOOYBaHHS)
[lonoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BigMOBIAHMM METOAOM BUNPODYBaHHS.
|lneHTndikauis Kopens Miobuctka (Radix
Levistici), uepes edipHy onito, TLLUX (B PY PM
117/03). 3minun | TMNy - 3MiHK 3 siKOCTi. [OTOBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JonycTUMMX MEX rOTOBOro
nikapcbKoro 3acoby (AoNoBHEHHs crnieumndikawii
HOBWM MOKa3HUKOM 3 BiAMnoBiAHMM METOAOM
BUNpoOyBaHHs) [lonoBHEHHS cneumdikauii
HOBMM MOKa3HWKOM 3 BiANOBIAHMM METOLOM
BUNpobyBaHHs. lgeHTudikauis Nlncts
Po3mapuHy (Folia Rosmarini), yepes ecipHy
onito, TWX (B PY PM 117/03). 3minHu | Tuny -
3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX roTOBOro nikapcbkoro 3acoby (LoMoBHEHHS
cneumdikauii HOBMM NOKa3HMKOM 3 BiAnoBigHUM
MeToAoM BUNpobyBaHHA) [JonOBHEHHS
cneumdikawii HOBMM NOKa3HMKOM 3 BiAnoBigHUM
MeTodoM BUNpobyBaHHsI. MNMoka3Huk «Ankanoigu
niponisavanHy», 3 BiANOBIAHUMN MeXaMu
TecTyBaHHs <1,0 mkr/aeHb (ug/day)
MakcumanbHa/gobosa fo3a, MeToAoM
Bu3HaveHHsa LC-MS/MS. MeTop TecTyBaHHs
SOP 805521 (LC-MS/MS) BukoHyeTbCS Ta
nigTBEpPOXKYETLCS 30BHILLHLOI NnabopaTtopieto
PhytoLab GmbH & Co. KG BignosigHo go sumor
«PekomeHpauii ICH wopo Banigauii
aHaniTMYHMX Npoueayp: TEKCT | MeToaomnoris
(ICH Q2 (R1))». 3minu Il TUny - 3miHn 3 AKOCTI.
A®I. KoHTpornb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo JoNycTUMNX MEX,
BM3Ha4eHuX y cneuudikauisx Ha ADI, abo
BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYOTLCS Y npoLleci BupobHuutea AdI
(3miHa no3a Mexxamu 3aTBEpPAXKEHOrO Aiana3oHy
y crneumdikauii Ha A®I) 3miHa mexi ans cyxoro
3anuLIKy opanbHux kpanens KaHedpoH-
pocnuHHWUIA Npenapart. 3aTBepaxeHo: Additional
tests Dry residue, Ph. Eur. 2.8.16: 0.5-0.7%
(m/m) 3anponoHoBaHo: Additional tests Dry
residue, Ph. Eur. 2.8.16: 0.4-0.6% (m/m) 3miHu
Il Tiny - 3MiHuW 3 akocTi. FoToBUIA NiKapCbKniA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauin Ta/abo
O0NYCTUMMX MEX rOTOBOrO JlikapCbKoro 3acoby
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(3MiHa 3HaxoauTbCs Mo3a 3aTBEPAKEHUMN
AonycTMmMmnMmn Mexamm creumndikadin) 3miHm
MEXi CyXOro 3arnuLuKy opanbHuUX Kpanenb
KaHedpoH. 3atBepakeHo: Addititonal tests Dry
residue, Ph. Eur. 2.8.16: 0.5-0.7% (m/m)
B3anponoHoBaHo: Addititonal tests Dry residue,
Ph. Eur. 2.8.16: 0.4-0.6% (m/m) 3minwn Il Tuny -
3MiHu 3 sKocTi. FoTOBWI Nikapcbkuii 3acib.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctTummx
MEX rOTOBOIO NiKapCbKoro 3acoby (3MiHa
3HaxoAWTbCS No3a 3aTBEPAKEHUMMN
OOMNyCTUMUMK Mexamu crneumdikauin) 3miHa
KpUTEPIiB MPUNHATHOCTI ANS KiNbKICHOro BMIiCTY
3aranbHuX nonigieHonis, po3paxoBaHmx Yepes
niporanon 3 5,0 - 31,0 [mr/ 100 r] Ha 8,0 - 56,0
[mr /100 r]. 3atBepaxeHo: 3.2.P.5.1
Specifications(s) Assay Total polyphenols,
calculated as pyrogallol; B PY PM 116/03: 5.0-
31.0 [mg/100g] 3anponoHoBaHo: 3.2.P.5.1
Specifications(s) Assay Total polyphenols,
calculated as pyrogallol; B PY PM 116/03: 8.0-
56.0 [mg/100g] 3miHu Il TMny - 3MiHK 3 AKOCTI.
"oToBMI Nikapcbkuin 3aci6. Onuc Ta cknag (iHLwi
3MmiHn) 3aTBepaxeHo: Cknapa: [itodi peqyoBuHu:
100 r kpanenb MicTaTb 29 r ekcTpakTy (1:16)
[ekcTpareHT eTaHon 59% (06/06)] 3 nikapcbkux
pocnuH: TpaBu 3onototTucsiyHuka (Herba
Centaurii) 0,6 r KopeHs nobuctky (Radix
Levistici) 0,6 r Jluctst poamapuny (Folia
Rosmarini) 0,6 r; [lonomixHa pevoBuHa: Boaa
ouuwieHa. Bmict eTaHony — 19% (06/06)
B3anponoHoBaHo: Cknapa;: [itodi peyoBuHu: 100
MI Kpanerb opanbHUX MICTUTb eKCTPaKT pPiakuii
(1:56) 3 1,8 r cymiwi nucTtsa poamapury (Folia
Rosmarini), kopeHsi niobuctky (Radix Levistici),
TpaBu 3onotoTucsadHuka (Herba Centaurii)
(1:1:1) [exTpareHTn: 1-wa dpakus: etaHon 59%
(06/06), 2-4-Ta dpakuii: Boga ouuLleHa]
[onomixxHi peyoBMHU: BIACYTHI. BMicT eTaHony —
19% (06/06) 3miHa onucy cknagy y 3B'A3ky 3
nepernsgoM npouecy ekTpakuii Ans
BMPOGHMLTBA aKTUBHOIO (hapMaLeBTUYHOIO
iHrpepieHTa. Y 3aTBepmxeHin pegakuii npenapar
BM3HAYAETLCS SK «BOOHO-ETAHOSBHUIA
ekcTpakT» (DER 1:16), oTpuMaHuii nicnsi ogHiel
cTagii ekcTpakuii etaHonom 51%. Y
3anponoHOBaHiIl pefakLii poCnnHHWIA npenapat
BMU3HAYAETLCS K EKCTPaKT, OTPUMaHWI nicns
BCiX YOTUPbLOX eTaniB ekcTpakuii (ogHa
eTaHOomNMbHA EeKCTPaKLis Ta TPW eKcTpakuii
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BOAOM0). AK HAcmnigok, pOCNNHHWUIA Npenapart
Tenep iAeHTUYHUIA FTOTOBOMY POCITMHHOMY
nikapcbkomy 3acoby, Bkrtodatoum noro DER
1:56. Yci BignoBigHi napameTpu, O CTOCYOTbCA
3aranbHOro npoLecy ekcTpakuii, Taki sk
3acTocoBaHa KiflbKiCTb POCIMHHUX PEYOBUH,
KiNbKICTb eKCTPaKUIMHUX PO34YMHHUKIB, SKi
BMKOPWUCTOBYHOTBCS Mif, Yac BUPOBHMYOro
npoLiecy, a Takox yci eTanu npouecy Ta
BiANOBIOHI BaXXNMBI napameTpu, Taki K
TemnepaTtypa Ta 4ac, 3anvLialTbCs
He3MiHHUMK. 3MiHM BHeceHi y po3ain "Cknag:
Jitovi peqoBmHU" B IHCTPYKLUItO ANA MeaNYHoOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ta sk
HacrifoK - y TEKCT MapKyBaHHS1 YNaKkoBKu
nikapcbkoro 3acoby.
103.| KAPBOMJATU KOHLIeHTpaT ans Mepak HimeuumH BTopuHHe HimeuuunHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/10829/01/01
H MEOAK pPO34MHy Ang lesenbwad a nakyBaHH4, 3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA peuenmom
iHdpysin, 10 mr/mn no T chrop MapKyBaHHs, nikapcbkuii 3aci6. 3miHn y BUpoObHMLUTBI. 3MiHa
5 mn abo 15 mn, abo KniHiwe KOHTPOSb Ta po3mipy cepii (BKMo4atoumn gianasoH po3mipy
45 mn, abo 60 mn, Lneuianbnp BUNYyCK cepii: cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHs
abo 100 mny enapate Mepak A0 10 pasiB NOPIBHAHO i3 3aTBEPMHKEHUM
cnakoHi; no 1 M6X [e3enbwadT drop pPO3MipoM) - 36iNbLUEHO MaKCMMarnbHUA Po3Mip
dnakoHy B KniHiwe cepii M3 go 500 n ans go3ysaHHsA no 450 wmr,
KapTOHHiI kopobLyi LLneuiansnpenapa 600 wr, Ta 1000 mr
Te MBX, 3aTBepOKeHo:
HimeuuuHa; 280 n ans Bcix go3yBaHb -no 50 mr, 150 mr, 450
BupobHuLTBO "in mr, 600 mr ta 1000 wmr;
bulk", nepsuHHe 3anponoHoBaHo:
nakyBaHHs Ta 280 n ansa gosysaHHs no 50 mr, 150 mr; 500 n
KOHTPOIb Cepil: ansa gosyeanHsa no 450 mr, 600 mr, Ta 1000 mr
OHkoTtek ®apma
MpopakwH M6X,
HimeyunHa
104.| KAPI3OH® kpem 0,5 mr/1 r; no TOB «MIBE YkpaiHa Mibe MMB6X HimeuumHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a - UA/10950/02/01
15r,a6ono 30, YKPATHA» ApuHanmiTTens 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenmom
abo no 50 ry Ty6i; nikapcbkuii 3aci6. Cucrema
no 1 Ty6i B KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
KapTOHHiI kopobui napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX MEePBUHHOT YNAKOBKU FOTOBOIO NiKapCbKoro
3acoby (BUNy4YeHHsI HE3HAYHOTO NMoKa3HWKa
(Hanpvknag 3acTapinoro nokasHuka)) -
BUMYYEHHS MOKAa3HMKa TOYHOIO BMICTY asntoMiHito
B antoMiHieBi Tybi, L0 BUKOPUCTOBYETLCS AN
roToBOro Npoaykty 3 p. 3.2.P.7.
105.| KNOCTUNBET | Tabnetkn no 50 wmr; 3AT YropwumHa 3AT YropwumHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/4600/01/01
T® no 10 Tabnetok y dapmauesT dapmaueBTUYHUIA 3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA peuenmom
dnakoHi; no 1 WYHWI 3aBOf, 3aBog ElC nikapcbkuii 3aci6. KoHTpornb rotoBoro
dnakoHy B ErIC nikapcbkoro 3acoby. 3miHa y meTtogax

KapTOHHIN ynakoBUi

BMNPoBYyBaHHS rOTOBOrO NiKapCbKoro 3acoby
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(He3HayHa 3MiHa y 3aTBepAKeHNX MeTodax
BMNPOOYBaHHS) - peaakuinHi 3MiHu B
cneundgikauii '3 3a nokasHnkom «CynpoBigHi
OoMiLkny, «lgeHTudikagia (TLX)» Ta 3MiHM B
METOAi KOHTPOrto, a came: 3MiHeHo TLLUX-
NNacTWHKY, Yac HaCUYEHHS!, BBEEHO PO3YNH
ONS NepeBipKn YyTIMBOCTI CUCTEMMU, 3MIHW B
pospaxyHkax. [logaHa iHdopmauis, Lo po3ymH
BMKOPVCTOBYIOTb CBIXKOMPUIrOTOBIIEHVMM.
BBepgeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepMKeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOOYyBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEeHNX MeTodax
BUNPOOYBaHHS) - 3MiHM B MeTogi koHTponto 113
3a NoKa3HMKoM «Po3unHeHHs» (EP, 2.2.25,
2.9.3). MeToamky agantoBaHO 4O BUMOr
MoHorpadgii BP Clomifene Tablets, 3okpema
06’em cepenoBuLLa PO3YMHEHHST 3MiHEHO 3 600
mMn o 900 mn, 3MiHEHO Yac pPo34MHEHHs 3 60
XBUNWH [0 45 XBUINWH, 3MiIHEHO NPUrOTYBaHHS
CTaHAapTHOro po3ynHy. BBegeHHs 3miH
NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
niKkapcbKoro 3acoby (AONOBHEHHs1 abo 3amiHa
nokasHuka cneuudikauii 3a pesynbtatamu
pocrimpkeHb 3 6e3neku abo sKoCTi (32 BUHATKOM
nikapcbkux 3acobiB 6ionoriYyHOro/iMyHoOnoriYHoOro
NOXOMXXEHHS)) - 3aMiHa 3acTapinoro nokasHuka
crneundikauii «BTpaTta B Maci npy BUCYLLYBaHHI»
Ha nokasHuk «BMicT Boam (TUTpyBaHHS 3a
meTtogom Kapna ®iwepa)». HoBuii BanigoaHun
MeTop € GinbL TOYHUM, KpUTEPIi NPUAHSTHOCTI
BCTaHOBIEHI Y BiAMNOBIAHOCTI 3 TEOPETUYHO
po3paxoBaHMM MOXIMBUM BMICTOM Bogu. [itoua
penakuis MoTepsi B Macce npu BbiCyLLMBaHWUM
He 6onee 5,0% MKK. n.11
MponoHoBaHa pepfakuisi Bmict Bogn
(TuTpyBaHHs 3a meTogom Kapna ®iwepa) He
6inbwe 7,0% MKA, n.11, €p.®apm.2.5.12.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpKEHHS. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
["oToBMI nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX roTOBOro
nikapcbKkoro 3acoby (iHwWi 3MiHW) - HE3HaYHI
peakuinHi 3miHv B cneumdikauii 13 3a
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nokasHukom «MikpoGionoriyHa yncrota» 6e3

3MiHW KpUTEpIiB NPUNHATHOCTI Y BiANOBIAHOCTI
0o 3aTBepaxeHoro n.3.2.P.5.1.Cneuudikadis.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa napameTpis
cneuudikauiv Ta/abo 4ONYCTUMMX MEX rOTOBOrO
nikapcbKkoro 3acoby (BHECEHHS 3MiH 40 AOCkE
nicna OHOBIEHHS 3aranbHOI CTaTTi Ha roToBY
nikapcbky chopmy y AdY/EBponeichkin
capmakonei) - BHeCeHHs1 3MiH 4o crneumdikaLii
Ta meToay koHTponto 13 3a nokasHnkom
«MikpobionoriyHa YicToTa», a came BUIyYeHHs
onucy meToay. BunpobyBaHHs NnpoBoAnTLCA
3rigHo EP 2.6.12, 2.6.13, 5.1.4. BBegeHHs 3aMiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JonycTUMMX MEX FOTOBOro
nikapcbKoro 3acoby (3BY>KeHHsi AOMYyCTUMMX
MeX) - 3MiHa JoNyCTUMMX MeX crneundikaii
M3 anga nokasHuka «Po3unHeHHs». [itova
penakuis PactBopeHue He meHee 75% (Q) ot
HOMMWHanbHOro KONnyecTsa AeNCTBYIOLLErO
BeLlecTBa AOMKHO NepenTn B pacTeop 3a 60
MuHyT MKK, n.7 MNponoHoBaHa pepakuis
PosunHeHHs (Y®) He meHwe 75% (Q) 3a 45
xBunuH MKA n.7 Bput.®apm. Ta €Bp. Dapm.
2.9.3, 2.2.25. BBeaeHHs 3MiH NpoTSArom 6-tu
MicAUiB Micnsa 3aTBepAXeHHSA. 3MiHu | Tuny -
3MmiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPobyBaHHS rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
meToAax BUNPobyBaHHS) - HE3HaYHI 3MiHW B
cneumdikauii Ta meTogi koHTposnto 13 3a
nokasHukamu «Onwuc, Po3mipu» 6e3 3miHn
KpuTepiiB NPUAHATHOCTI. BBeAEHHS 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEHUX MeToAax
BUNPOOYBaHHS) - He3HaYHi peAakUiliHi 3MiHN B
crneungikaLii Ta MeTogi KOHTPOIo
«lpeHTudikauis (konbopoBa peakuis)» y
BiNOBIQHOCTI 4O OpuriHanbHUX MaTepianis

BUpPoGHMKA. BBegeHHs 3MiH NpoTsarom 6-tm
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

MicsuiB nicns saatBepmkeHHs. 3MiHm | Tuny -
3MiHu 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHS rOTOBOIO NiKapCbKOro
3acoby (He3Ha4yHa 3MiHa y 3aTBEPKEHMX
mMeToAdax BUNpobyBaHHS) - HE3HAYHI 3MiHM B
cneumdikauii Ta metogi koHTponto 113 3a
nokasHukamu «KinbkicHe BU3Ha4YeHHS aito4doi
peyoBuHM (TUTPUMETPIS); OJHOpPIOHICTb
[030BaHUX O4MHULb)». B MeToai KinbkicHOro
BM3HA4YeHHS fogaHo onuc npurotyBaHHs 0,02%
PO34MHY OUMETMINOBOrO 0BTOr0, 10% pPo34nHYy
KUCIOTW CipyaHoi, BUy4YEHO OnuC npoueaypu
BM3HAYEHHS TUTPY po3unHy. BBegeHHs 3MiH
NPOTSAromM 6-Tu MicAUiB MiCNa 3aTBEPAXKEHHS.
3Mminn | TMny - 3MiHK 3 aKkocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepoKeHUX MeToaax
BUNPOBYBaHHS) - BHECEHHS 3MiH B MeTof,
koHTponto M3 3a nokaszHukom «BMmicT Z-isomepy
knomicpeHy umtpaty (BEPX)», a came BBegeHHs
iH(bopMaLii Woao TEPMIHIB NPUOATHOCTI
PO34MHIB Ta BNPOBaAKEHHS1 HOBOI
po3paxyHkoBoi hopmMynu. BBeaeHHs 3miH
NPOTArom 6-T MicsALIB MiCNS 3aTBEPOXKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BUNPOBYBaHHS) - BHECEHHS HE3HAYHWX 3MiH A0
cneuudikauii Ta metogy koHTponto M3 3a
nokasHukamu «CepegHs maca», «OgHOpIgHICTb
Macuy y BignoBigHOCTI 0 OpuriHanbHMX
maTepianis BUpobHuka. BBegeHHst 3amiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPKEHHS.
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHUX MeToAax
BUNPOOYBaHHS) - HE3HAYHi 3MiHW B MeTOAi
koHTponto 13 3a nokasHmkom «CTupaHicTb» y
BiQNOBIQHOCTI 4O OpuriHanbHUX MaTepianis
BUpOGHVKa. BBeaeHHS 3miH npoTarom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHS

106.

KOHTPOJIOK®

NopoLLOK Ans
PO34MHY Anis iH eKUin
no 40 wr, 1 cdonakoH

Takena
m6X

HimevumH
a

BMPOGHMLTBO 32
MOBHUM LIMKMOM:
Takena 'mM6X,

Himeuumnna/
ITania

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUny - AOMiHICTPaTMBHI 3MiHW.
Buny4yeHHsi BUpOBHUWYOI AinbHULI (BKNKOYaK4K

3a
peuernmom

UA/0106/02/01
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3 MOPOLLKOM Y HimevuunHa OinbHuui ana A®I, npomixkHoro npogykty abo
KapTOHHiIl kopobuyi BUPOGHULTBO rOTOBOrO fikapcbKkoro 3acoby, AinbHULi Ansi
Hepo3dacoBaHoi npoBeAeHHs NakyBaHHsi, BUPOOHWKa,
nNpoayKuii, BiANOBIgaNbLHOIo 3a BUMNYCK Cepin, Micue
nepBuHHE NpoBeAEHHS KOHTPOO cepii) abo
nakyBaHHsi: nocTayarnbHvKa BMXiQHOTO MaTepiany, peareHTty
MaTeoH Itanis ab0 OOMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYEHO Y
C.M.A., Itania [0Cbe) - BunyyeHHs ainbHWLi BUpobHULTBa
Baccepbyprep Xikma ®apmacebtoTika (MopTyranis), C.A.,
ApuHanmiTTeNnbBe MopTtyranis 3a agpecoto Ectpaga go Pio ga Mo,
pk M'MB6X, Ne 8, 8-A Ta 8-b-®epBeHca, Teppyrem CHT,
Himeuyunna 2705-906, MopTyranis, BignosiaansHoI 3a
BUPOBHUK BUPOBHMLTBO HEPO3hacoBaHOI NPOAYKLT,
BiAMOBiAANbHWIA nepBUHHE NakyBaHHs. BBegeHHs 3MiH mpoTarom
3a KOHTPOIb 6-TK MicAauiB nicnsa 3aTBepAXeHHs; 3MiHn | Tuny -
SIKOCTI: 3MiHu 3 skocTi. FoTOBMIA Nikapcbkuia 3aci6. 3miHK
ITabop J1C CE eHg y BUPOOHMLTBI. 3MiHM y npoueci BUpoGHMLTBa
Ko. KT, HimewunHa roTOBOrO JlikapcbKoro 3acoby, BKo4ao4m
NPOMIKXHUIA NPOAYKT, LLO 3aCTOCOBYETLCS NpK
BUPOBHMLTBI rOTOBOrO NikapcbKoro 3acoby
(HesHa4yHa 3MiHa y npoueci BUpoGHMLTBA) -
OnTuMmizauin npouecy nioginisauii. BeegeHHs
3MiH NPOTArom 6-Tu MicsiLiB Micnsi
3aTBEPAKEHHS
107.| KOMAKCOH 40 PO34MH ANs iH'eKUin, TOB «TeBa YkpaiHa BupobHuuTBO 3a I3paine/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/6307/01/02
40 mr/mn, no 1 mn YkpaiHa» MOBHUM LIMKITOM: Benuka 3miHu | Trny - 3miHm 3 AkocTi. A®Pl. KoHTponb peuenmom
pO34uHy B TeBa Bputanis/ A®I. 3miHa y MeToax BunpobyBaHHs AD| abo
nonepegHL0 dapmavesTikan Higepnanam BMXigHOro MaTtepiany/npoMixHoro
HarnoBHEHOMY IHpacTpis T4, / npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
wnpwui; no 1 I3paineb; YropwuHa npoueci BupobHuuTea AP| (He3HauHi 3MiHK Yy

wnpuuy B 6riictepi;
no 12 wnpwuuis B
KapTOHHiI kopobui

BupobHuuTBO 3a
MOBHUM LIMKIIOM:
HopToH Xenckea
Nimiten T/A
AVIBEKC
dapmacboTukana
IOK, Benwka
BpuTaHis;
KoHTponb cepii
(Tinbku GionorivyHe
TecTyBaHHs): ABik
JIta., 13pains;
KoHTponb cepii
(noBHe
TeCTyBaHHS,
BKIIOYa4M Ha
CTepUIbHICTb Ta
GakTepianbHi
€HAO0TOKCWHK, ane
oKpim BionoriyHoro
TECTYBaHHSA):

3aTBEpOKEHMX MeTofax BUNPobyBaHHS)
[opaBaHHA HWXHBOT Mexi koedpilieHTa cumeTpii
0N OLiHKM NpuaaTHOCTI cucTemun B metoaumui
KiNIbKiICHOrO BU3HAYEHHS 3anuLLKiB
6eH31MbLOBaHOro rmyTamiHy (BUPaXKeHoro y
Burnsgi 6pombensuny) B A®I Matumepa
auetaty. Cneuundikauist A®| Ta cama
aHaniTM4YHa npoueaypa 3anuiialTbest 6e3 3miH.
BignosigHo, oHoBneHo po3gain 3.2.5.4.2, skui
BKItOYa€E onnc Metoauku. 3miHu | Tuny - 3miHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMLTBI. 3MiHM y npoueci BUpoGHMLTBa
rOTOBOrO fikapcbKoro 3acoby, BKIoYaoum
NMPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NpU
BUPOGHMLTBI rOTOBOrO fnikapcbkoro 3acoby
(He3HayHa 3MmiHa y npoueci BUpobHMLTBA)
HesHayHa 3MiHa y BUKOPUCTaHHI BUPOOHNYMX
NpUMIiLLEHb, @ TaKoX 3MiHX TepMiHororii B
OOKyMeHTaUi, KpiM TOro, BKIMOYEHO OCTaHHi
pe3ynbTaTu, siki CTOCYThCA cepTudikaii
obnagHaHHs; npolec BanigaLii 3anoBHEHHS
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapmaxewmi b.B., cepegosua (Media Fill Validation)
Hinepnanaw; nepenmMeHOBaHO Ha MOAENOBaHHSA acenTUYHOro
KoHTponb cepii npouecy (Aseptic Process Simulation, APS),
(Tinbkm GionoriyHe HagaHo pe3ynbTaTh HeloAaBHIX AOCNILKEHDb 3
TecTyBaHHs): AT BUKkopucTaHHaMm APS. BignosigHo go uiei 3amiHm
dapmaLeBTUIHNUIA OHoBreHo po3ain 3.2.P.3.5. 3MiHu | Tuny - 3miHn
3aBofg Tesa, 3 sikocCTi. F0TOBMIA Nikapcbkuin 3aci6. KoHTpornb
YropwuHa; roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax
KoHTponb cepii BMNPOOYBaHHS rOTOBOIO NikapCbKoro 3acoby
(aHaniTnyHe (He3HayHa 3MiHa y 3aTBepAKeHNX MeTodax
TEeCTyBaHHs Ta BUNpobyBaHHsA) OHOBNEHHS METOANKN
BUBYEHHSA ineHTudikauii '3 3 Kymaci giamaHToBMM CUHIM
cTabinbHOCTI): G-250 3 meToO geTanisauii onucy NpUroTyBaHHs
Asia Kemikan CTaHAAPTHOrO PO3YMHY Kymaci, Npu LibOMy
IngacTpis Jlta., dakTU4Ha 3MiHa y MeToauLi BiacyTHs. 3MiHu |
I3painb TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nikapcbKkoro 3acoby (BUINy4YeHHst meToay
BUMNPOOYBaHHS, SIKLLO BXe 3aTBEPIKEHUN
anbTepHaTUBHWUIA MeTog) BunyyeHHs 3i
crneungikaii MeToamkm BUNpoGyBaHHS Ha
6rokyBaHHsa EAE (ekcnepvMeHTansHoro
ayToiMyHHOro eHuedanomMienity) Ha 4-x
nogyweykax (4FP), npu ubomy 3anuiiaeTbcst
3aTBepAKeHa MeToanka BUNpobyBaHHSA Ha
6nokyBaHHs EAE Ha 1-i4 nogyweudi (1FP)
BignoBigHo oo aupekTne €C Woao 3axmcTy
TBapuH
108.| KOMAKCOH®- PO34MH ANs iH'eKLin, TOB «TeBa YkpaiHa BMPOGHMLTBO 32 I3paine/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/6307/01/01
TEBA 20 mr/mn no 1 mn YkpaiHa» MOBHWM LIMKITOM: Benvka 3miHu | TNy - 3miHm 3 sikocTi. ADI. KoHTponb peuernmom
npenapary y TeBa Bpuranis/ A®I. 3wiHa y meToaax BunpobysaHHA ADI| abo
nonepegHL0 dapmavesTikan Higepnanam BMXigHOro MaTtepiany/npoMixxHoro
HanoBHEHOMY IHpactpis N4, / npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
wnpuui; no 1 I13painb; YropwuHa npoteci BupobHmuTea AP| (He3HayHi 3MiHK Y
nonepeaHL0 BMPOGHMLTBO 32 3aTBEpOKEHMX MeTofax BUNPobyBaHHS)
HanoBHEHOMY NOBHUM LIMKMOM: [oAaBaHHA HWKHBLOI Mexi koedilieHTa cumeTpii

LLUNPULY B KOHTYPHIl
YapyHKOBIN ynakoBLi
3anasiHiv nanepom
abo no 1
nonepeaHL0
HanoBHEHOMY
LLUNPULY B KOHTYPHIl
YapyHKOBIN ynakoBLi
3anasHin Nniskoto;
no 28 nonepeaHbO

HopToH Xenckea
Nimiten T/A
AVIBEKC
dapmacbioTukana
lOK, Benuka
BpuTaHis;
KOHTpOrb cepii
(noBHe
TECTYBaHHS,
BKITHOYAOUM Ha

0115 OLiHKM NpuaaTHOCTI CUCTEMU B MeToAML
KifNIbKICHOTO BU3HAYEHHS 3anuLUKiB
6EeH31NbOBaHOrO rMyTamiHy (BUPaXKEHOro y
Burnsgi 6pombensuny) B A®| Mmatumepa
auetaty. Cneuundikauist A®| Ta cama
aHaniTuyHa npoueaypa 3anuwaroTbest 6e3 3MiH.
BignosigHo, oHoBneHo po3gin 3.2.5.4.2, akui
BKIIOYaE OMNUC METOAMKN.
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK Y

HanoBHEHUX CTepunbHicTb Ta npoueci BUpobHWLTBa rOTOBOrO MikapCbKoro
wnpuuis y GakTepianbHi 3acoby, BKMHOYa4YM NPOMIDKHUIA NPOAYKT, L0
KOHTYPHUX €HOOTOKCUHWY, ane 3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
YapyHKOBUX OKpiM BionoriyHoro nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynakoBKax y TeCTyBaHHs): BMPOGHMLTBA) HE3HAYHa 3MiHa Y BUKOPUCTaHHI
KapTOHHiI kopobui dPapmaxemi B.B. , BMPOBHMYMX NPUMILLEHb, @ TAKOX 3MiHW
Hinepnanaw; TepMiHonorii B 4OKyMeHTaLii, Kpim Toro,
KOHTpOnb cepii BKJ1HOUYEHO OCTaHHi pe3ynbTaTu, siki CTOCYHTbCS
(Tinbku GionorivyHe cepTudikauii 06nagHaHHs; npouec Banigauii
TecTyBaHHs): AT 3anoBHeHHs cepepoBuLla (Media Fill Validation)
dapmaueBTUYHUIA nepenmMeHOBaHO Ha MOAENoBaHHSA acenTU4HOro
3aBop TeBa, npouecy (Aseptic Process Simulation, APS),
YropwuHa; HafaHo pe3ynbTaTu HewoAaBHIX AOCNioXeEHb 3
KOHTPONb cepii BUKopucTaHHAM APS. BignosigHo o uiei 3amiHm
(Tinbkn GionorivHe oHoBneHo po3ain 3.2.P.3.5. 3minu | Tuny - 3miHn
TecTyBaHHs1): ABik 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTpornb
Ita., [3painb; roTOBOro nikapcbkoro 3acoby. 3miHa y MeTogax
KOHTPOMb cepii BUNPOOYyBaHHA rOTOBOrO NikapCbKoro 3acoby
(aHaniTnyHe (He3HayHa 3MiHa y 3aTBepOKEeHNX MeTodax
TECTyBaHHs Ta BUNPOBYBaHHS) OHOBINEHHSI METOANKM
BUBYEHHSA ineHTndikauii 13 3 Kymaci giamaHToBMM CUHIM
cTabinbHOCTI): G-250 3 meToO geTanisauii onucy NpUroTyBaHHs
Asia Kemikan CTaHA4apTHOro PO34MHy Kymaci, Npu LbomMy
IHpacTpis JiTg., bakTUyHa 3mMiHa y MeToauLi BiACYTHS.
I3painb BignosigHoO 00 3MiHM OHOBIEHO PO3ain
3.2.P.5.2. 3miHu | Tuny - 3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BUNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
(BUNYYEHHS MeTOoAY BUNPOOYBaHHS, SKLLO BXe
3aTBEpOKEHUI anbTepHaTUBHUIA METOA)
BUMYyYeHHS 3i cneumadikaLii MeToankn
BUNpobyBaHHA Ha briokyBaHHSA EAE
(excnepumeHTanbHOro ayToiMyHHOro
eHuedanomienity) Ha 4-x noaylieykax (4FP),
npuv LbOMY 3anuLIaeTbCcs 3aTBepaKeHa
MeToauka BUNpobyBaHHs Ha 6nokyeaHHs EAE
Ha 1-1 nogyweyui (1FP) BignosigHo o
aunpektuB €C Woa0 3axXMCTy TBApUH.
109.| KONAUUN® Tabnetkn, no 6 abo MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: bes - UA/2930/01/01
10 TabneTtok y "Mannidap "KuiBmegnpenapa 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenma
6nictepax; no 10 m" T nikapcbkuii 3aci6. 3mMiHM y BUpOoOHMLUTBI. 3MiHa

Tabnetok y 6nictepi;
no 1 a6bo no 2
Gnictepu B nayui

po3mipy cepii (Bkntoyar4mn gianasoH po3Mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLIeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPIYKEHUM
po3mipom) BeeaeHHs goaaTkoBoro
TeopeTuyHoro poamipy cepii 500 kr, wo
cTaHoBUTL 769 230 TabneTok, B 3B'3KY 3
HeobXxiaHicTo onTuMmisauii npouecis
BMPOGHMUTBA.
3aTBepaKeHO
[Onsa TexHonorii Ne 1
-198,38 kr (305 200 TabneTok)
-714,16 xr (1 098 707 TabneTok)
[Onsa TexHonorii Ne 2
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

-200,0 kr (307 692 TabneTok)
-700,0 kr (1 076 923 TabneTok)
3anponoHoBaHo
Ons TexHonorii Ne 1
-198,38 kr (305 200 TabneTok)
-500 kr (769 230 TabneTok)
-714,16 kr ( 1 098 707 TabneTok)
Onsa TexHonorii Ne 2
-200,0 kr (307 692 TabneTok)
-500 kr (769 230 TabneTok)
-700,0 kr (1 076 923 TabneTok)

110.

KOPBAJITAB
EKCTPA

TabneTkn, BKPUTI
NniBKOBOIO
obonoHkoto, no 10
TabneTtok y 6nictepi;
no 1 abo 2 Gnictepu
B KAPTOHHI nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinH1X maTepianis:
3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I. 3viHa y meToaax BunpobyBaHHA A®Il abo
BUXiZHOrO MaTepiany/npoMixXHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea AP (iHWi 3MiHN Y
MeTofax BUNpobyBaHHS (BKMOYAKUM 3aMiHy
abo gonoBHeHHs1) ADI abo
BWUXiZHOrO/MPOMIXKHOIO NPOAYKTY) 3aMiHa
MeTOoAMKM KoHTpornto ADI eTunosoro edipy a-
B6pomisoBanepiaHoOBOI KMCNOTU 32 MOKa3HUKOM
«CTOpOHHI gomilwkun» (rasoBa xpomatorpadis) y
3B’5I3KY i3 NpMBEAEHHAM Y BiANOBIHICTb 4O
MEeTOAMKM KOHTponto BUpobHuka APl TOB
«®apmxim», YkpaiHa Ta, ik HacnigoK, 3MiHN y
MeToAMKax KOHTPOIO 3a NoKasHUKaMm
«KinbkicHe BU3HaAYEHHSs», «3anuLLIKOBI KiNbKOCTI
OpraHiYHUX PO34YMHHUKIBY», OCKIMbKM
BUNpoOyBaHHSA NPOBOASATLCS B OAHIA MeTOAML.
3miHu | TNy - 3miHm 3 sikocTi. A®l. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo
OOMYyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisx
Ha A®I, abo BUXigHWUIA/NPOMIXHWIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHLwi 3MiHK)
BHeCeHHs 3MiHu Ao cneundikadii APl etunosoro
edipy a-6pomizoBanepiaHoBOI KUCIOTH
BUpoGHMKa TOB «®apmxim», a came
nepeHeceHHs1 pesynbTaTiB aHanisy
Hepo3dacoBaHOi NPoAyKLii 3a Noka3HMKaMn
«CTOpPOHHI AoMilKkny, «KinbkicHe BU3HAYEHHS»,
«3anuLUKoBI KiNbKOCTi OpraHiYHNX PO34YUHHUKIBY
[0 cepTudikaTy SKOCTi FOTOBOI NPOayKLii.
Po3zginu 3.2.S.4.1.Cneuundikadisi,
3.2.S.4.4.AHani3 cepiii BUpobHuka 13 TOB
«®Papma CtapT» 3anvwakTbcs 6e3 3MiH.

6e3
peuenma

UA/14729/01/01

111.

KOPUHDAP®
YHO 40

TabneTtku
NPONOHroBaHoi Aii
no 40 mr no 10
TabneTtok y 6nictepi;

TOB «TeBa
YkpaiHa»

YkpaiHa

[o3Bin Ha BMNyck
cepii:
Mepkne 'mb6X,
HimeuumnHa

Himevuunna/
ManbTa/
Lsevinapis/

PpaHuia

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:

YTOYHEHHS peecTpauinHoi npoueaypu B Hakasi

MOS Ykpainu Ne 1134 Big 21.06.2023 - 3miHn |
TMNy - AOMIHICTPaTMBHI 3MiHW. Buny4veHHs

3a
peuernmom

UA/9902/01/01




126 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 2 abo no 5, abo BupobHuLTBO BUPOBHMYOT OinbHUUI (BKIHOYAKYM SiNbHULI Ans
no 10 6nictepis y HeposdacoBaHoi A®I, npomixkHoro npoaykTy abo rotoBoro
KopobLi nNpoayKuii, nikapcbKkoro 3acoby, AinbHUL AN NpoBeaeHHs
nepBuHHA Ta nakyBaHHsi, BUpoOHWKa, BifnosigansHoro 3a
BTOpPUHHA BMMNYCK Cepiln, MiCLie NPOBEAEHHS KOHTPO0
ynakoBka, cepii) abo nocTavanbHMKa BUXIQHOTO MaTepiany,
KOHTpOrb cepil: peareHTy abo [ONOMiIXKHOT peYOBUHY (SIKLLO
3irgpig ManbTa 3a3HaveHo y Aocbe) - 3MiHa Y 3B'A3KY 3
NTa., ManbTa BUNYyYeHHsM ainbHuui 3ircopig ®apma Al
KoHTpornk cepii: (YHTepe bptonbutpacce 4, 4800 3odpiHreH),
3irdpig 74, LLIsenuapis, BignoeiganeHoi 3a BUPOBHNLTBO
LLisenuapis Hepo3dbacoBaHOi NPOAYKLii, NEPBUHHY Ta
KoHTponb cepii BTOPVHHY YMaKOBKY, KOHTPOSb cepii.
(TinbKkn 3anvwaeTbcs anbTepHaTUBHUIN BUPOOHWK,
MikpobionoriyHe KOTPUIA BUKOHYE TiXK cami doyHKLUIi, Lo 1
TECTyBaHHS): BunyyYeHun (3irdpia ManeTa Nl14., ManbTa)
KoHdpapma PpaHc, 3MiHN BHECEHO Ha TUTYNbHY CTOPIHKY TEKCTY
PpaHuis MapKyBaHHs1 yNakoBKM NikapCbKoro 3acoby y
3B'A3KY 3 BUNYYEHHSIM BUPOBHMYOT AinbHUL,
BiZNOBiganbHoI 3a BUPOGHNLTBO
Hepo3hacoBaHoi NPoAyKLii, NepBUHHE Ta
BTOPUHHE MaKyBaHHS, KOHTPOsb cepii. 3MiHu |
Tuny - 3MiHK Wwopo H6esnekn/edeKTBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEHO
B n.6. IHWE TekcTy MapKyBaHHS NepBUHHOI
ynakoBku Ta n.17. IHLLE BTOpUHHOI ynakoBku
nikapcbKkoro 3acoby LWoA0 YTOYHEHHS NOroTumny.
112.| KOPCAP® TabneTkn, BKpUTI AT YkpaiHa BignosiganbHui YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a He UA/18176/01/01
TPIO NniBKOBOO "®apmak” 3a BUPOOHMLTBO 3Minn | TUny - 3miHu Wwopo peuyenmom | nidnseae
obornoHkoto, no 160 Ta 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
mr/5 mr/12,5 mr, no KOHTpOnb/BUNpoby 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
10 TabneTok y BaHHS cepii, 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
GnicTepi; no 3 BKIHOYa04n MeOMYHOro 3acTocyBaHHA Ha niacTasi
Gnictepu y nayui 3 BUMYCK cepii: perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
KapToHy; no 30 TOB HB® nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
TabneTtok y 6aHui; "MIKPOXIM", 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
no 1 6aHuj y nayui 3 YkpaiHa nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
KapTOHY BionoeiganbHuii OLLiHKM 3BiTY 3 JOCHIOKEHb, NPOBEAEHUX
3a BMNyCK cepii, Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AocnigXeHb
He BKIOYaun (PIP) (3MiHy y3rogXXeHO 3 KOMNETEHTHUM
KOHTpOnb/B1Npoby YMOBHOBaXXEHNM OpPraHoM)
BaHHSA cepil; 3MiHU BHeCeHO B |HCTPYKLi0 Ans MeaU4HOro
topuanyHa agpeca 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
BMPOGHMKa "OcobnusocTi 3actocyBaHHA", "MMobiuHi peakuii”
TOB HB® BiANOBIgHO A0 OHOBMEHOI iHhopMmaUil Wwoao
"MIKPOXIM", 6e3nekn 3aCToCyBaHHS Ail04MX PEYOBUH 3riHO 3
YkpaiHa pekomeHpauieto PRAC.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
113.| KOPCAP® TabneTku, BKpUTI AT YkpaiHa BignosiganbHui YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/18176/01/02
TPIO NNiBKOBOK "®apmak” 3a BUPOBHULITBO 3MiHu | Tvny - 3MiHmM Wwono peuenmom nionsizae
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
o6onoHkoto, no 160 Ta 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
mr/10 mr/12,5 mr, no KOHTpONb/BMNPobY 3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
10 TabneTok y BaHHSA cepil, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
Gnictepi; no 3 BKIHO4a04n MeLMYHOro 3acToCcyBaHHA Ha niacrasi
6nictepu y nayui 3 BMNYCK cepii: perynsipHO OHOBIIHOBAHOTO 3BiTy 3 6e3neku
KapToHy; no 30 TOB HB® nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
TabneTtok y 6aHLUi; "MIKPOXIM", 3acTocyBaHHS nikapcbkoro 3acoby B
no 1 6aHuj y nayui 3 Ykpaina nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
KapTOHY BignosiganbHui OLHKM 3BIiTY 3 JOCHiAKeHb, NpOBEAEHMX
3a BMNyCK cepii, BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
He BKIo4ao4mn (PIP) (3miHy y3rogXeHo 3 KOMNEeTEHTHUM
KOHTPOMb/BUNPOBY YNOBHOBa)KEHUM OpraHoMm)
BaHHs cepii; 3MiHM BHeceHO B IHCTpYKLio AN MeanyHoro
topnanyHa agpeca 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
BUPOGHMKa "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
TOB HB® BiANOBIQHO 4O OHOBMEHOI iHGopMaLlii Woao
"MIKPOXIM", ©6e3nekn 3acTOCyBaHHS Ail04MX PEYOBUH 3rigHO 3
YkpaiHa pekomeHgauieto PRAC.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.
114.| KPYPOBIT Tabnetku no 100 wmr, 3AT YropwuHa 3AT YropwuHa BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: 3a - UA/16396/01/02
no 14 tTabnetok y dapmanesT dapmaueBTUYHNUIA 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA peuenmom
6nictepi; o 2 abo 4 | n4Hui 3aBog 3aBog ElC nikapcbkui 3aci6. KoHTponb AONOMDKHMX
Gnictepu B EriC peyoBUH. 3aMiHa Jkepena oaepxaHHs
KapTOHHIN ynakoBLj [OOMOMiXHOT pevoBUHU abo peakTuBy, LLO
CTaHOBUTL PU3NK Nepeaadi 36yaxukis NE
(maTepiany, WO CTAaHOBUTb pU3UK Nepeaui
36ygHukiB E, Ha maTepian pocnvHHoro abo
CUHTETUYHOrO NOXOAXKEHHS) - [na AONOMiIKHMX
peyoBUH abo peakTuBIB, siki He
BUKOPWCTOBYIOTBCS Y BUPOOHMLTBI aKTUBHOI
peyoBMHM BionoriYyHOro/iMyHomnoriYHoro
NoXoxeHHs1, abo nikapcbkoro 3acoby
6ionori4Horo/iMyHOMNOri4YHOro NOXOAXKEHHS.
3amiHa pxepena ogepXaHHS JOMOMKHOT
PEYOBUHM MarHito cTeapaTty 3 TBapUHHOMO
NOXOMXXEHHS1, Ha MarHito cTeapaT POCIUHHOIO
NMOXOMKEHHS.
115.| KPYPOBIT Tabnetku no 50 wr, 3AT YropwuHa 3AT YropwuHa BHECEHHS1 3MiH 4O peecTpauiHMX maTepianis: 3a - UA/16396/01/01
no 14 Tabnetok y dapmauesT dapmaueBTU4HUIA 3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA peuenmom
6nictepi; no 2 abo 4 VYHUI 3aBO[, 3aBop ElC nikapcbkuii 3aci6. KoHTponb 4ONOMiIKHUX
Gnictepu B Eric peyoBuWH. 3amiHa Axepena oaepXaHHs

KapTOHHIN ynakoBuj

[OOMOMDXHOT peqoBUHU abo peakTuBy, LLO
CTaHOBUTbL pPU3NK Nepeaadi 36yanwukis NE
(maTepiany, WO CTaHOBUTb PU3WK Nepeaadi
36yaHukiB ME, Ha maTtepian pocrnvHHoro abo
CVHTETWUYHOIO NOXOMKEHHS) - [Ina AOMOMIKHUX
peyoBUH abo peakTuBiB, siki HE
BUKOPWCTOBYIOTBCS Y BUPOOHMLITBI aKTUBHOT
peyoBMHM BionoriYyHOro/iMyHomnoriyHoro
noxoxeHHsi, abo nikapcbkoro 3acoby
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

6ionoriYyHoro/iMyHONOrYHOro NOXOAXKEHHS.
3amiHa pxepena ogepXaHHS AONOMKHOT
PEYOBUHM MarHito cteapaty 3 TBAPMHHOIO
NOXOM)KEHHS, Ha MarHito cTeapaTt POCIIMHHOIO
NOXOXKEHHS.

116.

KCUNOCMPEWN

crnpen HasanbHUi,
0,5 mr/mn, no 10 mn
y chnakoHi 3
HacoCOM [,03aTOPOM
i3 po3nunioBavem;
no 1 cnakoHy B
navui

TOB
"APTEPIYM
nTo”

YkpaiHa

MAT "lranunydcapm”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHun | Tvny - 3MiHmn Wwoao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
3MiHM y KOPOTKil XapaKTepucTULi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEeOUYHOro 3aCTOCyBaHHS
reHepUYHNX/riGpnaHnX/6ionogibHMX Nikapcbknx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaZaHHs! )KOAHWMX HOBMX A0AATKOBUX AaHMX) -
3MiHM BHECeHi [0 iHCTPYKUiT 4ns MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y posainu:
"®apmakornorivyHi BnactusocTi”,
"MpoTunokasaHHs", "OcobnuneocTi
3actocyBaHHs", "3acTocyBaHHs y nepioa
BariTHoCTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta go3un”, "Hitn" (yToYHEHHs
iHopmauii), "MepenosysaHHs", "MobiYHi
peakuii" 3rigHo 3 iHopmaLi€eto LWoao MeaNYHoro
3aCTOCyBaHHsi pehepeHTHOro nikapcbKoro
3acoby (OTpuBiH). BBeaeHHs 3MiH npoTsirom 6-
TH MicsiliB nicnsi 3aTBepakeHHs; 3miHum 1l Tuny -
3MmiHu 3 skocTi. MeaunyHi npucTpoi. 3MiHa
NPUCTPOIB ANS BUMipIOBaHHSA [03u abo
BBEJEHHS nikapcbkoro 3acoby (nogaBaHHs abo
3aMiHa NPUCTPOIO, KU € HEBIA'€MHOI
YaCTUHOI NEPBUHHOI YNAKOBKU) - BHECEHHS 3MiH
po p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBanbHuin 3acib, a came 3amMiHa Hacoca
[osaTopa i3 po3nuioBaYeM Ha ifEHTUYHUIA
Hacoc [03aTop i3 po3nunioBayYem Bif
3aTBEpKEHOr0 BUpOOHUKa, 6e3 3MiHu cknagy
marepiany, y 38’s3Ky 3i 36inbLIeHHAM 06’emy
po3yBaHHs J13 Ha ogHe BrpuckyBaHHs 3 0,025
Mn Ha 0,05 mn. Ak Hacniaok, BHECEHHS
BignoBigHMx 3mMiH o Cneuudikadii Ta meTogis
KOHTpOo sikocTi Ha Hacoc posaTop 3
po3nunoBaYeM 3a nokasHukaMu «30BHILLHIA
Burnsg», «OCHOBHI po3mipn» Ta «[lo3yBaHHs».
3MiHU BHECEHI [0 iHCTPYKLiT Ans MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Cnoci6 3acTocyBaHHsi Ta o3n" WoJ0 3MiHW
cnocoby 3acTtocyBaHHsi. BBegeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

be3
peuenma

He
nidnsieae

UA/19065/01/01

117.

KCWUNOCMPEWN

crpew HasanbHUi,
1,0 mr/mn, no 10 mn

TOB
"APTEPIYM

YkpaiHa

MAT "Tanuudpapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tvny - 3MiHmM Wwono

be3
peyenma

nionsieae

UA/19065/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
y cbnakoHi 3 nTa" 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
HacocoM 03aTopoMm 3MiHM y KOPOTKiN XapaKTepucTuLi nikapcbkoro
i3 posnuntoBadvem; 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
no 1 dnakoHy B MeAMYHOro 3aCTOCYBaHHS
navui reHepuYHMX/ribpuaHMx/6ionoaibHUX nikapcbkmx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHUI NpenapaT (3MiHa He noTpebye
HaflaHHS! )KOAHWUX HOBMX J0OATKOBUX AAHMX) -
3MiHM BHECeHi [0 iHCTPYKLiT 4ns MegnyHoro
3acTocyBaHHS NikapCcbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactueocTi”,
"MpoTunokasaHHs", "OcobnueocTi
3acTocyBaHHA", "3acTocyBaHHs y nepiop,
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta go3un”, "Hitn" (yToYHEHHs
iHopMauii), "MepenosysanHs", "MobiYHi
peakuii" 3rigHo 3 iHbopmaLi€eto LWoao MeANYHOro
3aCTOCyBaHHsi pehepeHTHOro NnikapcbKoro
3acoby (OTpuBiH, cnpel HasanbHWiA, [O30BaHWUIA
0,1 %). BBegeHHst 3miH npoTaromM 6-tu micauis
nicns 3aTBepAXKEHHs!
118.| KCO®DITY3A® TabneTtkn, BKPUTI TOB "Pow YkpaiHa BUNYyCK cepii LLseviuapis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/18056/01/02
NniBKOBOKO YkpaiHa" roToBOro CLWA/ 3minn 1l TMny - 3MiHKM Wwopo peuenmom
o6onoHkoto, no 40 nikapcbKoro AnoHis 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
mr, no 1 abo no 2 3acoby: BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
Tabnetku y 6nictepi, . XodpdpmaHH-T4 BMAAYi peecTpauiiHoro NocBiAYeHHs,
no 1 6nictepy y Pow Jlta, BKtoYatoum MNnaH ynpasniHHA pyusnkamm
KapTOHHIN nayui LLisenuapis; (3acTocyBaHHs 3MiH(1), siki(a) BUMaraoTb(€)
nepBUHHE Ta nogarnbLIoro o6rpyHTyBaHHS HOBUMM
BTOPUHHE [00aTKOBMM AaHUMU, LU0 MakoTb HagaBaTucst
nakyBaHHs1, KOMMETEHTHNM OpraHoM, OCKifNlbKW BUMaraeTbCst
BKJTOYAKOYU CYTTEBA OL|iHKa KOMMETEHTHUM OpraHoMm)
BUNpoByBaHHs 3asiBHUKOM HafaHO OHoBreHu MNnaH
KOHTPOIO SIKOCTi B ynpasniHHA puankamu Bepcis 2.0. 3MiHW BHeCeHi
npoveci [0 YacTuH:
BMPOGHMUTBA: | «3aranbHa iHdopmauisy; || «Cneumndikauis 3

Wapn MNekemxuHr
Cepsices, JIJ1C,
CUA;
BUPOGHULTBO
nikapcbKoro
3aco0y,
BKITHOYao4n
KOHTPOIb B
npoueci
BMPOGHMLTBA,
BUNpobyBaHHs
KOHTPOIO SIKOCTi
npu BUMYCKy Ta
cTabinbHoCTi:
LioHori ®apma

6e3nekn» (mogyni Cl «Enigemionoris nokasaHb
[0 3acTocyBaHHs Ta uinbosa(i) monynauisa(i)»,
Clll «Exkcnoauuis nauieHTiB, 3any4yeHnx oo
KniHiYHMX BUNpobyBaHby, CIV «[Monynauii, siki He
BMBYanuUChb nig vac KriHi4yHMx BunpobyeaHby», CV
«MNicnsipeectpauinHum gocsigy); Il «MnaH 3
dapmakoHarnsigy» y 38’si3ky 3 JOMNOBHEHHSIM
iHbopMaUii LLoa0 BariTHUX XIHOK Ta XIHOK, SIKi
roflytoTb rpyaAato BignoBiAHO 4O HACTaHOBU
HanexHol NpakTukn 3 hapmakoHarnsgy Ta
peecTpaLiero nikapcbkoro 3acoby y HOBIl
nikapcbkin dopmi B €C
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Ko., NNTa. Cetcy
[naHT, AnoHis;
BUNpoOyBaHHSA
KOHTPOIO SIKOCTi
npu BUMYCKy Ta
cTabinbHOCTI (3a
BVKIMIOYEHHSAM
mikpobionoriyHoT
4MCTOTH),
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1,
BKITOYAK0YN
KOHTpPOSb B
npoueci
BUPOBHMUTBA,
BWMYCK Cepii
roToBOro
nikapcbKkoro
3acoby: O.
XodhdmaHH-I15
Pow NTa,
LLseniuapis;
BUNpobyBaHHs
KOHTPOIO SIKOCTi
npu BUMYCKy Ta
cTabinbHOCTI
(TinbkK
MikpobionoriyHa
yncrota):
d.XodhdpmaHH-I15
Pow JTg,
LLisevinapis

119.

KCO®NY3A®

TabneTkn, BKpUTI
NniBKOBOKO
ob6ornoHkoto, no 20
Mmr, no 2 abo no 4
Tabnetkn y Gnictepi,
no 1 6nictepy y
KapTOHHIN navui

TOB "Powu
YkpaiHa"

YkpaiHa

BUNYCK cepii
roToBOro
nikapcbKkoro
3acoby:

. XodpdpmaHH-T5
Pouw INTa,
LLsenuapis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
BKITOYaK0UN
BUNPOBYyBaHHs
KOHTPOIMIO SIKOCTi B
npoveci
BMPOGHMLTBA:
Wapn MNekemxuHr
Cepsices, JIJ1C,
CLUA;

LLsenuapis/
CLWA/
Anowis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3minHn Il Tuny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAadi peectpauiiHoro NocBigvYeHHs,
BKItoyatoum MnaH ynpasniHHS pusnkamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMaraoTb(€)
noAanbLIoro o6rpyHTyBaHHS HOBUMM
[04aTKOBUM A@HUMW, O MaloTb HaaaBaTmcs
KOMMNETEHTHWM OpraHoM, OCKiflbK/ BUMaraeTbCs
CyTTEBa OL|iHKa KOMMETEHTHUM OpraHom)
3asBHUKOM HagaHo oHoBneHui MNnaH
ynpasniHHA pu3nkamu Bepcist 2.0. 3MiHW BHeceHi
[0 YacTuH:
| «3aranbHa iHpopmauisy; | «Cneumndikauis 3
6e3nekn» (mogyni Cl «Enigemionorisi nokasaHb
[0 3acTocyBaHHs Ta uinbosa(i) monynauisa(i)»,
ClII «Ekcnosuuia nauieHTiB, 3any4yeHmx oo

3a
peuenmom

UA/18056/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUPOBHMLTBO
nikapcbkoro
3acoby,
BKIIOYa0OYN
KOHTpPOrb B
npoueci
BUPOGHMUTBA,
BMNPOOYBaHHS
KOHTPOIO SIKOCTi
npu BUMYCKy Ta
cTabinbHoCTi:
LLlioHori ®apma
Ko., NNTa. Cetcy
[naHT, AnoHis;
BUNpobyBaHHSA
KOHTPOMIO SIKOCTi
npu BUMYCKy Ta
cTabinbHOoCTi (3a
BUKIMIOYEHHSIM
MikpobionoriyHoi
uunctotn): e.
XodhdmaHH-I15a
Pow JTg,
LLisenuapis;
BUNpoByBaHHs
KOHTPOMIO SKOCTi
npu BUMYCKy Ta
cTabinbHOCTI
(Tinbkn
MikpobionoriyHa
yncrota):

. XodpdpmaHH-T4
Pouw NTa,
LLIsevinapis

KNiHiYHMX BUNpobyBaHby, CIV «[Monynauii, ski He
BMBYanu1Ch Nif Yac kniHiYHWx BunpobysaHby, CV
«MicnsapeecTpauinnnin gocsig»); Il «MnaH 3
chapmakoHarnsgy» y 38’a3Ky 3 JONOBHEHHSAM
iHdbopMaUii LLoA0 BariTHUX XIHOK Ta XIHOK, SKi
rofyoTb rpyaato BignoBigHO 4O HACTaHOBM
HanexHoil NpakTukv 3 dhapmakoHarnsgy Ta
peecTpauieto nikapcbkoro 3acoby y HoBil
nikapcbkin popmi B €C

120.

KYBAH®

TabneTkn po3YnHHI
no 100 wmr; no 30
abo no 120
Tabnetok y
nonieTuneHoBoMy
cnakoHi; no 1
dnakoHy y
KapTOHHiI kopobui

BioMapwH
IHTepHeLHn
Nimiten

Ipnangis

BMPOBHMLTBO
Hepo3adpacoBaHoI
npoaykuii,
nepBuHHE
nakyBaHHs y
drakoHu Ta
KOHTPOMb SIKOCTI
nikapcbKkoro
3acoby: Ekcenna
'm6X enp Ko. KT,
HimeuuuHa;
KOHTPOMb AKOCTi
nikapcbKkoro
3acoby (MikpobHe
TECTYBaHHs):
JTabop NIC CE enp
Ko. KI', HimeyunHa

Himevuunna/
Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
npo cuctemy apmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 30iCHEHHSA dhapMakoHarnsaay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-chainna cuctemu
dapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asiBHMKA, BignoBiganbHoi 3a dpapMakoHarmsa.

3a
peuernmom

UA/12202/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
abo CI'C IHcTuTyT [itoua pegakuis: [xerimc Hikkac / James
PpeseHiyc MM6X, Nickas. MNponoHosaHa penakuis: CiozaHHa
HimeyuumHa; XewnHoHeH / Susanna Heinonen. 3miHa
MapKyBaHHs! KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cobu
dnakoHiB Ta 3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg.
BTOPUHHE 3MiHa KOHTaKTHOI 0COOM 3asiBHUKA,
nakyBaHHS: BifnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
MinnmayHT Hitoya pepakuis: MNopinvk Aptem
Xenckeap J14, Bonogumuposuy. MNponoHoBaHa pegakuia:
Ipnangis abo Xinbko €Brenisa OnekcaHapiBHa.
BioMapuH 3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0cobu
IHTEepHeLwwHN 3asBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag, B
TimiTeq, lpnangis; YkpaiHi. 3miHa MicLue3HaxomKeHHs macTep-
BiAMOBiAANbHWIA danna cuctemu dpapmakoHarnagy.
3a BUMYCK cepii:
BioMapwuH
IHTEepHeLwHN
JlimiTea, lpnangis
121.| NA30®ITO cupon, Ne1: no 100 TOB YkpaiHa En. HattepmaHH HimeuyunHa BHECEHHS1 3MiH JO peecTpaLinHMX maTepianis: bes UA/10763/01/01
MI Y CKIITHOMY "Onenna eng Cani. Tm6X 3MiHM | Tuny - 3miHn Wwoao peuenma nionszae
bnakoHi 3 Xenckea 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
NnacTMKOBUM YkpaiHa" (iHWi 3MiHK). 3MiHN BHECEHO A0 IHCTPYKUiT ans
3aKynopoBanbHUM MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby

NPUCTPOEM i3
3axXUCToM Big
BiOKPUTTS OiTbMU;
no 1 dnakoHy B
KOMMNIEKT 3
nnacTUKOBUM
MipHMM KOBMa4koM y
KapTOHHiI kopobui

o po3giny "OcobnueocTi 3actocyBaHHs" Ta
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHS rpyaar” (BHECEHHs 40AaTKOBUX
3acTepexeHb) BiANOBIAHO 40 OHOBIEHOI
iHpopmalii 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby, a Takox iHgopmaliito 3
po3giny "Ocobnusi 3axoaun 6e3nekn” 6yno
nepeHeceHo Ao po3giny "OcobnueocTi
3acTocyBaHHs" 6e3 3MiH y paHille
3aTBEepAKEHOMY TeKCTi. TepMiH BBEAEeHHS 3MiH -
npoTarom 6 micsuiB nicns 3aTBepKEHHs. 3MiHU
| TMny - 3MiHK Wopno 6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsgy (iHwi 3amiHu). 3mMiHM BHeCeHO
[0 MapKyBaHHs1 BTOPUHHOT yNakoBku (MyHKT 8 —
3MiHa popMyroBaHHS TEPMiHY NPUAATHOCTI
nikapcbkoro 3acoby; nyHKT 15 — BHECEHHS
iHdopMaUii LLoao 3acToCyBaHHSA NikapCbKoro
3acoby, siKy MICTUTb IHCTPYKList 4N MeguyHoro
3aCcTOCyBaHHS; NYHKT 17 — BHECEHHS iHpopmaUii
npo NOTPIlHY Aito nikapcbkoro 3acoby, ska
HasiBHa B iHCTPYKLi ANs MeAuYHOro
3aCTOCYBaHHS, @ TAKOX BHECEHHS PO3'ICHEHHS
o0 NoroTuny rpyni KOMNaHin) Ta oo
MapKyBaHHSI BTOPUHHOI YNaKoBKU MiKapCbKOro
3acoby (NYHKT 8 — 3MiHa hOpMynioBaHHsI
TEepMiHy NpMAATHOCTI Nikapcbkoro 3acoby).
TepMiH BBEAEHHS 3MiH - NPOTSIrom 6 micauis
nicns 3aTBEpAXEHHS.




133 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
122.| NAH3A kancynu no 30 Mr no [>xeHom IHpis [>xeHom BioTek IHpis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/10811/01/01
10 kancyn y bioTek lNBT. Met. N14. 3MiHun | Tvny - 3MiHKn Wwoao peuernmom
Gnictepi, no 2 Jita. 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
Gnictepn y BeeneHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
KapTOHHi kopobui npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHVX AaHnX Npo cucTemy
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
dapMakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iMCHEHHA
dapmakoHarnsagy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-dainna cuctemm
tapmakoHarnagy) 3miHa KOHTakTHOi ocobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.
[itoya pepakuis: WnHkapeHko JTiogmuna
KOpiiBHa. MponoHoBaHa pepakuis: BiniH CiHrx
Tomap. 3MiHa KOHTaAKTHUX JAHWUX KOHTaKTHOI
ocobu 3asBHKKa, BianosigansHOI 3a
dapmakoHarnsg B YkpaiHi
123.| NETKOJIAKC NOPOLLIOK A51s NAT YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH [JO peecTpaUinHMX maTepianis: 6e3 UA/15646/01/01
opanbHOro po3vnHy "Kuismegnp "KuiBmegnpenapa 3miHu | Tvny - 3miHK 3 sikocTi. MoToBUIA peuenma
no4,0r;no4re enapart” T nikapcbkuii 3aci6. KoHTpornb rotoBoro
nakerti-calue; rno 4 nikapcbkoro 3acoby. 3miHa napameTpis
abo 10 abo 20 cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nakeTiB-calue y nikapcbKkoro 3acoby (iHLWi 3MiHN) BBEAEHHS
nayui; no 150 ry nepiognM4HocTi koHTporito 13 3a noka3HUkoM
GaHui; no 1 6aHLui 3 "MikpobionoriyHa unctoTa": «KKOHTPOMETLCS B
MipHOIO MOXKOI B KOXHiW 10-11 cepii, ane He MeHLLEe oAHiel cepii B
navui pik» ans J13 Jlerkonakc, NopoLIok Ans
oparnbHoro po3uyumHy, no 4,0 r B naketax-caile Ta
«KOHTPOJIIETLCA B KOXHIV 5-11 cepii, ane He
MeHLLe ofHiel cepii B pik» ans J13 Jlerkonakc,
NOPOLLIOK AN opanbHOro podyunHy, no 10,0 re
naketax-cawe B Cneuudpikauii N3
124.| NETKONAKC NOPOLLIOK AN MAT YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: bes UA/15646/01/02
opanbHOro po3vnHy "Kuismegnp "KuiBmegnpenapa 3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA peuenma
no10,0r;no10re. enapat” T nikapcbkuii 3aci6. KoHTpornb rotoBoro

naketi-cawe; no 4
abo 10 abo 20
naketiB-cawle y
nadui; no 300 ry
BaHuj; no 1 6aHui 3
MipHOIO MOXKOI B
navui

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX roTOBOro
nikapcbKkoro 3acoby (iHLWi 3MiHN) BBEAEHHS
nepioan4HocTi koHTpornto 13 3a noka3HUkom
"MikpobionoriyHa unctoTa": «KKOHTPOMETLCS B
KOXHi 10-11 cepii, ane He MeHLLEe oAHiel cepii B
pik» ans J13 Jlerkonakc, NopoLok Ans
oparnbHOro po3yuHy, no 4,0 r B naketax-calue Ta
«KOHTPOIIETBECA B KOXHIV 5-11 cepii, ane He
MeHLe ofHiei cepii B pik» ans J13 Jlerkonakc,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NMOPOLLOK 41151 oparibHOro po3yunHy, no 10,0 re
naketax-cawe B Cneuundikadii M3
125.| NETPAM KOHLleHTpaT ans Acnipo IHgis Acnipo ®apma IHgia BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a UA/17233/01/01
po3unHy Ans dapma Nimiten 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenmom
iHdy3in, 100 mr/mn; TNimiten HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA
no 5 mn (500 mr) y (BnacHuka peecTtpauiiHoro noceig4eHHst). 3miHa
dnakoHi, no 1 abo agpecu 3asiBHUKa
no 10 cpnakoHis y
Kopobui
126.| NIBOCTOP TabneTku, BKPUTI AT Ykpaina AT "KUIBCbKWM Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/6452/01/02
NniBKOBOKO "KNIBCbKW BITAMIHHUN 3MmiHun | TMny - 3miHm 3 sikocTi. CepTudikaT peuenmom
obonoHkoto, no 20 n 3ABOLO" BignosigHocTi/E-cepTudikaT BignoBigHoCTI
mr, no 10 Tabnetok BITAMIHHNA €sponewicbkin bapmakonei/moHorpadii. 3miHu,
y bnictepi; no 3 abo ¥ 3ABOAO" NnoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

7 GnictepiB y nayui

BignoBigHicTb 4o MoHorpadii OPY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C (3miHa
y cneundikauisix, no'sdaHa 3i amiHamu B [JOY,
abo €Bponencokin hapmakonei, abo iHLWin
HauioHanbHin dapmakonei gepxasn €C) 3MiHn
no Cneuundikauii BxigHoro koHTponio AdI
ATopBacTaTuHy KanbLito y 3B’A3Ky 3
OHOBMEHHAM MoHorpadii EP 04/2022:2191
Atorvastatin Calcium Ta matepianamu
BMpobHuKa “Zhejiang Lepu Pharmaceutical Co.,
Ltd.”, Kutan i ctocytoTbCA HaCTynHMX po3ginis:
«lgeHTudikauis», «EHaHTioMepHa YncToTar,
«CynpoBigHi gomilkny», «Baxki meTanun»,
«KinbkicHe BU3Ha4eHHs». 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
BUNpobyBaHHs) 3miHa NoB’si3aHa i3 3amiHo
CTaHAapTHOro 3pasky aTopBacTaTUHY KanbLlijto
Tpurigpaty (EP CRS abo PC3) Ha cTaHgapTHui
3pa3ok aTopBacTaTuHy kanbuito (EP CRS abo
PC3); Ta 3amiHoto aTopBacTaTuHy AOMILLKM A
(EP CRS abo pecdntoopo atopBacTaTuHy
kanbuito PC3) Ha cTaHaapTHUIA 3pa3ok
aTopBacTaTuHy Ans ineHTudikadii niky JoMiLwkm
A (EP CRS) 3a noka3Hukom «CynpoBigHi
nomiwkun» MKA N13. MeToauka BunpobyBaHHs
3anuwmunack 6e3 3miH. 3miHu | Tuny - 3miHun 3
skocTi. A®Il. CtabinbHicTb. 3MiHa nepioay
NOBTOPHMX BMNpoGyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHsa A®I (3a BigCyTHOCTI y
3aTBepAKEHOMY Aocbe cepTudikaTa
BiANOBigHOCTI EBponeickkin hapmakonei, Lo
BKJTHOYa€E Nepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepiog NoBTOpHOrO BUNPoGyBaHHs/nepion
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
36epiraHHsi) - 3miHa ymoB 36epiraHHst A -
3miHa ymoB 36epiraHHss APl AtopeacTaTuHy
KanbLito y BigNOBIAHOCTI A0 MaTepianis
BUpobHuKa “Zhejiang Lepu Pharmaceutical Co.,
Ltd.”, Kutan.
3artBepokeHo: 36epiraHHs: B opuriHanbHin
ynakoBLi, y CyXxOMy, 3axuLeHoMy Bif CBiTNna
Micui npu Temnepartypi He Bule 25 °C.
3anponoHoBaHo: 36epiraHHs: B winbHo
3aKpUTIN opuriHanbHiN ynakosLi Npu
Temneparypi He Buwe 25 °C
127.| NIBOCTOP TabneTkn, BKPUTI AT YkpaiHa AT "KUIBCbKNI YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/6452/01/03
NniBKOBOIO "KUIBCbKW BITAMIHH/I 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom
obornoHkoto, no 40 " 3ABO[T" BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
mr: no 10 TabneTtok BITAMIHHU €Bponeiickkin hapmakonei/MoHorpadii. 3miHu,
y 6nicTepi; no 3 M 3ABOO"

Gnictepn y navui

noB'A3aHi 3 HeOOXiAHICTIO NpMBEaEHHS Y
BigNoBigHiCTb A0 MoHorpacii PY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HauioHanbHoi hapmakonei gepxxaeu €C (3miHa
y cneuudikauisix, no's3aHa 3i amiHamu B J®Y,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHi hapmakonei gepxxasu €C) 3MiHu
Ao Cneuundikauii BxigHoro koHTposnto AdI
ATOpBacTaTVHy KanbLilo Y 3B’A3Ky 3
OHOBMEHHsIM MoHorpadii EP 04/2022:2191
Atorvastatin Calcium Ta matepianammn
BUpOGHUMKa “Zhejiang Lepu Pharmaceutical Co.,
Ltd.”, Kutaw i cTtocyroTbCsl HACTYMHWUX PO3Ainis:
«lpeHTudikauisi», «k EHaHTiOMepHa YncToTa,
«CynpoBigHi AOMiLLKWy, «Baxki meTanuy,
«KinbkicHe Bu3Ha4eHHs». 3MiHu | TUNy - 3MiHu 3
sKkocTi. [oToBMI nikapcbkuii 3aci6. KoHTpornb
roTOBOro fnikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX meToaax
BUNpobyBaHHs) 3miHa NoB’si3aHa i3 3amiHo
CTaHAapTHOro 3pasKy aTopBacTaTUHY KanbLiito
Tpurigpaty (EP CRS a6o PC3) Ha cTraHgapTHUi
3pa3ok aTopBacTaTuHy kanbuito (EP CRS abo
PC3); Ta 3amiHot aTopBacTaTuUHy OOMIlKU A
(EP CRS abo gecdrntoopo atopBacTaTuHy
kanbLjito PC3) Ha cTaHaapTHUIA 3pa3ok
aTopBacTaTvHy Ans igeHTudikadii niky oMiLKm
A (EP CRS) 3a nokasHukom «CynpoBigHi
nomiwkun» MKA N13. MeToauka BunpobyBaHHs
3anuwmunacb 6e3 3miH. 3miHu | Tuny - 3miHu 3
skocTi. A®I. CtabinbHicTb. 3miHa nepiogy
NOBTOPHMX BMNpoGyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHst ADI (3a BigcyTHOCTI y
3aTBEpAKEHOMY A0Cbe cepTudpikata
Bi4NOBIgHOCTI €Bponenchbkin dapmakonei, LWo
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BKJ1OYA€E nepiof, MOBTOPHOrO BUNPOBYBaHHS)
(nepioa noBTOpHOrO BUNPOBYBaHHs/NEpioa
36epiraHHsi) - 3miHa ymoB 36epiraHHss A -
3MiHa ymoB 36epiraHHs APl ATopBacTaTuHy

KanbLilo y BiANOBIAHOCTI 4O MaTepianis
BUpobHuKa “Zhejiang Lepu Pharmaceutical Co.,
Ltd.”, Kutan.
3atBepakeHo: 36epiraHHs: B opuriHanbHin
ynakoBLi, y CyXxOMy, 3axuLeHoMy Bif CBiTNna
Micui npu Temnepatypi He Buwe 25 °C.
3anponoHoBaHo: 36epiraHHs: B winbHo
3aKpUTIN opuriHanbHIN ynakosLi Npu
TemnepaTtypi He Buwe 25 °C

128.

NIBOCTOP

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 10
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
7 GnicTepiB y nayui

AT
"KUIBCbKW
n
BITAMIHHNA
v 3ABOL"

Ykpaina

AT "KUTBCBKIN
BITAMIHHWV
3ABOL"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponencbkin dhapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeOOXiAHICTIO NpMBEaEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxxasu €C (3miHa
y cneundikauisix, no'sdaHa 3i amiHamu B [JOY,
abo €sponencobkin hapmakonei, abo iHLWin
HauioHanbHin dapmakonei gepxasu €C) 3miHn
no Cneuumdikauii BxigHoro koHTponto AdI
ATopBacTaTuHy KanbLiito y 3B’A3Ky 3
OHOBMEHHsIM MoHorpadii EP 04/2022:2191
Atorvastatin Calcium Ta matepianamu
BMpobHuKa “Zhejiang Lepu Pharmaceutical Co.,
Ltd.”, Kutaw i ctocyroTbCsl HACTYMHWUX PO3AiniB:
«lgeHTudikauis», «kEHaHTioMepHa YncToTar,
«CynpoBigHi gomilkn», «Baxki meTanuy,
«KinbkicHe BU3Ha4eHHs». 3MiHu | TUNy - 3MiHu 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
BMNpoOyBaHHs) 3miHa NoB’s3aHa i3 3amiHo
CTaHAapTHOro 3pasKy aTopBacTaTuHY KanbLiio
Tpurigpaty (EP CRS abo PC3) Ha cTaHgapTHui
3pa3ok aTopBacTaTuHy KanbLito (EP CRS abo
PC3); Ta 3amiHot aTopBacTaTuUHy OOMilKU A
(EP CRS abo gecdntoopo atopBacTaTuHy
kanbujito PC3) Ha cTaHAapTHUIA 3pa3ok
aTopBacTaTvHy Ans igeHTudikadii niky oMiLKm
A (EP CRS) 3a noka3Hukom «CynpoBigHi
nomiwkn» MKA N13. MeTtoauka BunpobyBaHHs
3anuwmunacb 6e3 3miH. 3miHu | Tuny - 3miHu 3
akocTi. A®l. CtabinbHicTb. 3MiHa nepioay
NOBTOPHMX BMNpoOyBaHb/nepiony 36epiraHHs
abo ymoB 36epiraHHst ADI (3a BigcyTHOCTI y

3a
peuernmom

UA/6452/01/01




137 [IponoBxeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

3aTBepOKeHOMY AoChbe cepTudikata
Bi4NOBIgHOCTI €Bponenchbkin hapmakonei, Wo
BKJ1OYA€E nepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepio NOBTOPHOrO BUNPOGYBaHHs/Nepion
36epiraHHs) - 3miHa ymoB 36epiraHHs AdI -
3MiHa ymoB 36epiraHHs APl AtopBacTaTuHy
KanbLito y BigNOBIAHOCTI A0 MaTepianis
BMpobHuka “Zhejiang Lepu Pharmaceutical Co.,
Ltd.”, Kutan.
3artBepokeHo: 36epiraHHs: B opuriHanbHin
ynakoBLi, y CyXoMy, 3axuLLeHOMy Bif CBiTna
Micui npu Temnepatypi He Bue 25 °C.
3anponoHoBaHo: 36epiraHHs: B winbHo
3aKPUTIN OpUriHanbHIN ynakosLi Npu
TemnepaTtypi He Buwe 25 °C

129.| NI3ONPEC 10 Tabnetku no 10 AT YkpaiHa AT "KNIBCbKNM YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/9533/01/01
Tabnetok y bnictepi; "KUIBCbKW BITAMIHH/N 3MiHu | Tuny - 3miHun wopo peuenmom nidnsieae
no 3 abo 5 Gnictepis n 3ABOL" 6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
y nayui 3 KapTOHY BITAMIHHA 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
¥ 3ABOAO" 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans

MeOMYHOro 3acTocyBaHHS Ha niacTa.i
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCHNIOKEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AocnigXeHb
(PIP) (3MiHy y3rog»XeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHWM OpPraHoMm).
3MiHU BHECeHI A0 iHCTPYKLiT Ans MegnyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHSA", "MMobiuHi peakuii”
BiMNOBIAHO 4O OHOBMEHOI iHbopMallii 3 6e3neku
aito4oi pevoBrHU. BBeaeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHSA

130.| NI3OMNPEC 20 Tabnetku; no 10 AT YkpaiHa AT "KUIBCBKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a He UA/9533/01/02
TabneTok y 6nictepi; | "KWUIBCbKW BITAMIHHAN 3MiHu | Tuny - 3miHn Wwopo peuenmom | nidnsizae
no 3 abo 5 bnictepis n 3ABO[T" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
y nayui 3 KapTOHYy BITAMIHHU 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
M 3ABOO" 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans

MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
OLiHKM 3BITY 3 JOCIOXEHb, NPOBEAESHUNX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX AOCHioKeHb
(PIP) (3MiHy y3rogXeHO 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM).
3MiHM BHECEHI [0 iIHCTPYKLIT 4Ns MeguyHoro
3aCTOCYBaHHsI NiKapcbkoro 3acoby y po3ainu
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHbopMalLii 3 6e3neku
nito4oi pevyoBuHU. BBeaeHHs 3MiH NpoTsarom 6-Tu
MicsUiB Micnsa 3aTBEpAXEHHS
131.| NIHIMEHT niHimeHT no 40 ry MPAT Ykpaina BiAMNOBiAaNbLHWIA Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/0228/01/01
BANb3AMIYHU | Ty6ax; no40ry "®ITOPAPM 3a BUPOBHULITBO, 3MinHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenma
M (3A0.B. Ty6i, no 1 Ty6i B " nepBUHHE/BTOPUH nikapcbkuit 3aci6. 3MiHM y BUpoBHUUTBI. 3miHa
BULUHEBCbBbKWU | nauui He nakyBaHHs, iMnopTepa/amiHu, Lo CTOCYIOTLCS BUNYCKY cepii
M) KOHTPOIb AKOCTI Ta KOHTPOO SKOCTi FOTOBOrO NiKapCbKOro
Ta BMNYyCK cepii: 3acoby (3amiHa abo fogaBaHHsA BUPOOHMKA, LLIO
MPAT BiAMNOBiAae 3a BBe3eHHA Ta/abo Bunyck cepii) -
"®ITOPAPM", He BKkntovaroumn KOHTPOsbL/BMNPobyBaHHSNA cepii -
YkpaiHa BBeOEHHS 40A4aTKOBOI BUPOOHMYOI AinbHML
BignoBiganbHWn MPAT «®ITO®APM», BignosiganesHoi 3a BUMYCK
3a BUpOBOHNLTBO, cepii, He BKIOYaloO4M KOHTPONb/BUNPOBYBaHHS
nepBUHHE/BTOPUH cepii 3a agpecoto: YkpaiHa, 08303, Kniscbka
He NaKyBaHHs Ta 0o6n., m. bopucninb, Byn. Yymauska, 17. 3miHn
KOHTPOIb AKOCTi: BHeCeHi y po3ainu "BupobHuK" Ta
AT "Ily6Hucbapm", "MicuesHaxomkeHHs BUpoOHUMKa Ta Moro agpeca
YkpaiHa MiCLiA NPOBaMKEHHS AiANbHOCTI" B iHCTPYKLitO
BigNoOBiganbHUN ONs Megu4Horo 3aCToCyBaHHS Yy 3B'A3KY 3
3a BUMYCK cepii, BBEAEHHSIM 404aTKOBOI BUPOBHMYOI OinbHML,
He BKIo4ao4mn BiAMOBiAanbHOI 3a BUNYCK Cepii, 3 MOXIMBICTIO
KOHTpOnb/B1Npoby OPYKyBaHHs1 ABOX iHCTPYKLUi ANsi MeguyHoro
BaHHs cepii); 3actocyBaHHsi J13 ons okpeMux BUPOGHUKIB Ta
MPAT SIK HACMioK - MOsiIBa TEKCTY MAapKyBaHHsI
"OITOPAPM", yNaKkoBKU MikapcbKoro 3acoby Ans 4oAaTKoBoro
YkpaiHa BUPOGHMKa
132.| NINOTIOH TabneTkn, BKpUTI TOB YkpaiHa yorng TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/20320/01/01
NniBKOBOKO «YOoPng MEOVLUWH ITAY TexHi4YHa nomwunka (3rigHo Hakazy MOS3 Big peuenmom
obornoHkoto, no 600 MEOWNLINH» CAH. BE TIDXK. 23.07.2015 Ne 460). TexHi4yHy noMunKy
Mmr no 10 TabneTok y A.LL. BUNPaBIEHO B TEKCTI MapKyBaHHS1 BTOPUHHOI
6nicTepi; no 3, 6 abo yNaKoBKM MikapcbKoro 3acoby.
10 GricTepiB y 3aTBepaKeHo:
KapTOHHil kopobLi 2. KINbKICTb AIto40i PEYOBUHN
TiokToBa (a-ninoesa) kucnota 600 Mr (mg)
Cknag.
1 TabneTka, BKpuTa NMiBKOBOK 0BOMOHKOH,
micTutb 600 Mr (mg).
3anponoHoBaHo:
2. KINbKICTb OiIKo40i PEHOBUHMA
TiokToBa (a-ninoesa) kucnota 600 Mr (mg)
Cknag.
1 TabneTka, BKpuTa NNiBKOBOO 0BONOHKOIO,
micTutb 600 Mr (mg) TiokToBOI (a-ninoeBoi)
KMCIOTK.
3a3HaueHe BUNpaBreHHst Bianosigae
MaTepianam peecTpauiiHoro JOChe.
133.| NO3AN® TabneTkn, BKpUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/3906/01/03
obonoHkot, no 50 "CaHoi- dapmachbtoTikans", | Pecny6nika/ 3MiHu | TMny - 3MiHm 3 sikocTi. CepTudikaT peuenmom
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
mr; Ne 30 (10x3), Ne ABeHTIC CnoBaubka Yecbka BignosigHocTi/lE-cepTudikaT BignoBigHoCTi
30 (15x2), Ne 60 Ykpaina" Pecny6nika Pecnybnika €sponewicbkin apmakonei/moHorpadii.
(10x6), Ne 60 (15x4), (BUPOBHMLTBO MogaHHsa HoBoro abo oHOBrEHOro cepTudikaTa
Ne 90 (10x9), Ne 90 [N13, nepBuHHE Ta BignoBigHoCTi abo BUny4eHHs cepTudikata
(15x6): no 10 BTOPUHHE BiANoOBIiAHOCTI €Bponencokivi hapmakonei: Ans
Tabnetok y 6nictepi; nakyBaHHs, A®I; gns BuxigHoro
no 3, 6 abo 9 KOHTpOrb Ta mMaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, Lo
6nictepiB y BUMNYCK cepin); BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
KapTOHHil KOpoOLyi; TOB "3eHTiBa", [OMOMDKHOI peqoBUHM (cepTudikaT
no 15 rabnetok y Yecbka BignoBigHOCTI €Bponevickkin hapmakoner) -
GnicTepi; no 2, 4 abo Pecnybnika OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
6 GnicTepiB y (BUPOBHMLTBO BUPOBHMKA - NOAAHHS OHOBMIEHOrO cepTudikaTa
KapTOHHIl kopobui N3, nepBuHHe Ta BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
BTOPUHHE CEP 2009-227-Rev 06 (3atBepmxeHo: R1-CEP
nakyBaHH4, 2009-227-Rev 05) gns gito4oi pevyoBuHM
KOHTpOMb Ta nosapTaH Kanito Big BXe 3aTBepAKeHoro
BUNYCK Cepil) BMpobHuka Zhejiang Tianyu Pharmaceutical Co.,
Ltd., China
134.| NO3AN® TabneTtkn, BKPUTI TOB YkpaiHa AT "CaHeka Cnoeaubka BHECEHHS1 3MiH JO peecTpaLinHMX maTepianis: 3a UA/3906/01/04
obornoHkoto, no 100 "CaHodi- ®apmacsbtoTikans", | Pecny6nika/ 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuyenmom
mr; Ne 30 (10x3), Ne ABeHTIC CnoBaubka Yecbka BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
30 (15x2), Ne 60 YkpaiHa" Pecny6nika Pecny6nika €Bponeicbkinn dapmakonei/MmoHorpadii.
(10x6), Ne 60 (15x4), (BUpOBHMLTBO MogaHHA HOBOro abo oHoBMeHoro cepTudikara
Ne 90 (10x9), Ne 90 M3, nepBuHHE Ta BignosigHoCTi abo BMNyYeHHs1 cepTudikaTta
(15x6): no 10 BTOPUHHE BignoBigHoCTi €Bponenchkii hapmakonei: ons
TabneTtok y bnicrepi; nakyBaHH4, A®I; onsa BuxigHoOro
no 3, 6 abono 9 KOHTpOrb Ta matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
GnicTepiB y BUWMYCK cepiin); BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
KapTOHHI kopobuyj; TOB "3eHTiBa", [OMNOMIXKHOI peqoBuHU (cepTudikar
no 15 Tabnetok y Yecbka BignoBigHocTi €Bponeinchkii hapmakonei) -
6nicTepi; no 2, 4 abo Pecnybnika OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHOro
no 6 Gnictepis y (BMpPOBHMLTBO BMPOGHMKa - NOAAHHS OHOBMEHOro cepTudikara
KapTOHHiI kopobui 'MN3, nepBrHHe Ta BignoBigHocTi €Bponeincokii papmakonei Ne R1-
BTOPUHHE CEP 2009-227-Rev 06 (3atBepmxeHo: R1-CEP
nakyBaHHs, 2009-227-Rev 05) ans gitoyoi pevyoBunHN
KOHTpOmb Ta nosapTaH Kanito Big BXe 3aTBepAXeHoro
BUNYCK Cepilt) BMpob6HMKa Zhejiang Tianyu Pharmaceutical Co.,
Ltd., China
135.| NIYKACT® TabneTkn, BKPUTI dapma Vopaanis dapma Vopaanis BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3a UA/10555/01/01
NNiBKOBOIO IHTepHeLueH IHTepHelweHan 3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA peuenmom
o6ornoHkoto, no 10 an Komnari KomnaHi nikapcbkuii 3aci6. 3mMiHM y BUpOoOHMLUTBI. 3MiHa
Mr, no 10 TabneTok po3mipy cepii (Bkntoyarumn gianasoH po3Mipy
y 6nicTepi; no 3 cepii) roToBOro nikapcbkoro 3acoby (iHLwi 3MiHW)
Gnictepn y BUITYYEHHS anbTepHaTUBHOrO po3Mmipy cepii M3
KapTOHHiI kopobui (280 000 TabneTok)
3atBepaxeHo: Poamip cepii 800 000 TabneTok
280 000 TabrieTok
3anponoHosaHo: 800 000 TabneTtok
136.| MABIPET TabneTkn, BKpUTI EGGBI LLiseviapi BUPOBHMLTBO, HimewumHa/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/18645/01/01
NniBKOBOO Biodapmach A nakyBaHHs Ta IpnaHais 3MiHn | TUny - 3miHu wopo peuennmom | nidnseae
obonoHkot, 100 10Tikan3 TECTYBaHHS 6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsay
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
mr/40 mr; Ne 84: no 3 mM6X NPOMIXXHOrO (iHLWi 3MiHK)
TabneTku y bnictepi; eKkcTpyaary; 3MiHM BHECEHO B IHCTPYKLIiO AN MEAUYHOrOo
no 7 GnictepiB y TeCTyBaHHs 3aCTOCyBaHHsI NiKapCbKoro 3acoby Ta y KOpoTKy
KapTOHHi KOpoOLyi; nikapcbKoro XapaKTepuUCTUKy nikapcbkoro 3acoby y po3gin
4 KapTOHHI KOPOBKU 3acoby, nepBuHHe «TepMiH npugaTHOCTI». BBeAeHHs 3miH
y rpynoBin ynakosLi Ta BTOPUHHE NpOTArom 6-Tu MicsILiB Nicns 3aTBEpAKEHHS
nakyBaHHs, BUNYyCK
cepii:
EG66Bi [JouneHa
m6X i Ko. KT,
HimeyunHa
BUPOBHMLTBO
nikapcbKoro
3acoby,
TECTYBaHHs:
PDypHbE
JlabopaTopis
Anpneng Jlimitea,
Ipnangis
137.| MATHIIO NopoLLIOK Mo 25 Ty MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/0764/01/01
CYINb®AT KOHTenHepax; no 10 dapmanesT dapmaueBTMyHa 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA peuenma
rabono25ry n4yHa cabpuka "Biona" nikapcbkuii 3aci6. KoHTponb rotoBoro
nakeTax abpvka nikapcbkoro 3acoby. 3miHa napameTpis
"Biona" cneuudikauin Ta/abo 4ONYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHN) BBEAEHHS
nepiognyHocTi koHTponto 13 3a Noka3HMKOM
"MikpobionoriyHa uyncrora": neplua Ta KoXHa
JecsiTa HacTynHa cepis, ane He pigle Hix 1
cepisi B pik. 3miHun | Tvny - AgMiHicTpaTuBHi
3MiHW. BunyyeHHs1 BUpOGHWYOI AinbHULI
(Bkntovatoum ainbHuui ans A®l, npomMixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acooy,
AiNbHWLI ANst NPOBEAEHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanNbHOro 3a BUNYCK cepin,
MicLie NpOBeAEHHS KOHTPOO cepii) abo
nocTayanbHvKa BMXiQHOIO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[OCbE) BUMYYeHHS BUpobHuKa ADI (marHito
cynbdat) BAT «XimiuHui 3aBog im. J1.4.
Kapnosay, Pocis.
138.| MAKCITPAH® TabneTkn, BKpUTI TOB HB® YkpaiHa BMPOGHMYa YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/18255/01/01
NniBKOBOKO "MIKPOXIM" ainbHUUS (BCi 3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA peuenmom nionsieae
obonoHkoto, no 500 cragii nikapcbkuii 3aci6. 3mMiHW y BUpoBHULTBI. 3MiHa
mr; no 10 TabneTok BUPOBHMYOro imnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepil
y 6nicTepi; no 3 npotecy): Ta KOHTPOJH0 SIKOCTi FOTOBOrO NiKapCbKoro
Gnictepn y nayui 3 TOB HB® 3acoby (3amiHa abo gofaBaHHsi BUPOOHUMKa, LLO
KapToHy; no 30 "MIKPOXIM", BiAMOBiAae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Tabnetok y 6aHLui; YkpaiHa He Bkntoyaoum KOHTponb/BUNPoOBYBaHHs cepil -
no 1 6aHui y nayui 3 BigNoBiganbHUN HopaBaHHsi BupobHuka 113, BignosiganeHoro 3a

KapTOHY

3a BUMYCK cepii,
He BKIoYaouu

BUMNYCK Cepii, He BKITI0Ya4n

KOHTponb/BunpobyBaHHs cepii: TOB HB®
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KOHTPOMb/BUMNPOBY
BaHHS cepii:
TOB HB® "
MIKPOXIM",

Ykpaina

«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013, m.
Kwi, Byn. ByaiHgycTpii, 6ya. 5). 3MiH1 BHeceHo
B po3ainu "BupobHuk" Ta "MicLe3HaxomKeHHs!
BMPOGHMKa Ta agpeca Micus MpoBag)XeHHSs Aoro
isnbHOCTI" IHCTPYKLUIT AN Meau4Horo
3acTocyBaHHS NikapCcbKoro 3acoby y 3B'si3ky 3
nopasaHHsM BUpobHUKa, BignosiganbHoro 3a
BWMYCK Cepii, Ta MOXMMBICTIO APYKyBaTN OKpeMI
IHCTPYKLUIii NS MeAMYHOro 3acTocyBaHHS Ans
BiNOBIgHNX BUPOBOHWKIB; SIK HAcNigokK - NosiBa
yMaKoBOK MiKapCbKoro 3acoby Ansa 4oaaTkoBoro
BUpOGHMKa. BBegeHHs 3MiH NpoTsarom 6-tu
MicsuiB nicns satBepakeHHs:; 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu 3asiBHUKA (BNacHUka
peecTpauinHoro noceigveHHs) - 3MiHa agpecu
3asBHMKA. 3MiHM BHECEHO B iHCTPYKLiO ANns
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainu "3asBHuk" Ta "Micue3HaxomKeHHs
3asBHMKA" Y 3B'A3KY 3i 3MIHOIO afpecu 3asiBHMKA.
BianoBigHi 3MiHM BHECEHO B TEKCT MapKyBaHHA
yNaKoBKW Nnikapcbkoro 3acoby. BeeaeHHst 3amiH
npoTsArom 6-T1 MicsAUIB NicNs 3aTBEPAXKEHHS

139.

MEMOKC 10

TabneTtkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 10
mr, no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepiB y
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt", YkpaiHa
(cbacyBaHHs Ta

nakyBaHHs 3
dopmu in bulk

ipmu CiHTOH
Xicnarnis, C.J1.,

IcnaHis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | Tvny - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI (iHLUi
3MiHW) - BHECEHHS 3MiH fo p. 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOIto MpoLiecy, a
came BuAaneHHs cTagii «3BaKyBaHHS»
TabneTok HepoadacoBaHNX 3 BUPOBHNYOrO
npotecy (eTan «3BaxyBaHHsA»
BVKOPVCTOBYBABCH SK AOAATKOBUIA KOHTPOIb
KiNbKOCTI HAOXOOXXEHHS1 Yepes3 OaNHULI0 BUMIpY
«KM», anbTepHaTUMBHO A0 KOHTPOMIO KiNbKOCTI
Ha[XOMXXEHHSA B NepepaxyHKy Ha OAVNHULIO
BUMIpY «TUCSY LUTYK». «3BaXKyBaHHS» He €
eTanom TexHornorii BUpobHULTBa NPOAYKTY, Tak
AIK NPOAYKT HAAXOAUTb BXeE Y BUMMNAAi NOKPUTUX
TabneTok BignosiaHo o CrL Ha
Hepo3dacoBaHy npoaykuit); 3miHu | Tuny -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3aci6. 3MiHKn
Y BUPOBHMUTBI (iHLUi 3MiHW) - YTOUYHEHHS
iHdbopMaLii CTOCOBHO HaHeCEeHHsi HoMepy cepii
Ta TepMiHy NpMAATHOCTI Ha CTadisx
«®PacyBaHHa» Ta «lakyBaHHs», WO 06yMOBNEHO
TEXHOMOTYHOI MOXIIMBICTIO HAHECEHHS HOMEPY
cepii Ta TepMiHy NpMAATHOCTI — METOAOM APYKY
B [IONOBHEHHS 0 METOAY HaHECEHHS BiATUCKY,
Lo crocyeTbes po3ginis 3.2.P.3.3. Onuc
BMPOGHMYOro MPOLECy Ta KOHTPOMIO NPoLieCy,
3.2.P.3.4. KOHTpOnb KPUTUYHMX CTaAIN i

3a
peuernmom

UA/13188/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

npomixkHoi npoaykuii, 3.2.P.3.5. Banigauis
npotecy Ta/abo 1oro ouiHka; 3miHu | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro Nikapcbkoro 3acoby (iHwi
3MiHN) - 3MiHa dpopmaTy posginis 3.2.P.3.3,
3.2.P.3.4, 3.2.P.3.5 12 3.2.P.5.1 Y po3gini
3.2.P.5.1 npeactaBneHo cneumgikauiio nuwe
ANs KOHTPOSIIO FOTOBOIO MPOAYKTY.
Cneuumdikauisi Ha Hepo3dacoBaHy NPOAYKLHO i
Cneumdikauisi ons BUBYEHHs1 cTabinbHocTi 6ynm
BVIKMOYEHI 3 po3Ainy. MNokasHyKy Anst KOHTPOIio
SKOCTi Hepo3dhacoBaHOI NPOAYKLiT NpeacTaBneHi
B po3gaini 3.2.P.3.4, cneuundikauia Ha BUBYEHHS
cTabinbHoCTi npeacTasneHa B po3aini 3.2.P.8.3.
Cneumdikauii Ha BUNYCK Ta NPOTSArom
NPUAATHOCTI FOTOBOrO NPOAYKTY NPeAcTaBneHi y
BUrNSAi ogHiel Tabnuui BignoBigHO A0 BUMOT
HacTtaHoBu 42-3.2:2004 «Jlikapcbki 3acobm.
Cneumdikauii: KOHTpOnbHI BUNpoOyBaHHSA Ta
KpUTepii NPUAHATHOCTI». [ponoHyeTbCs
BuaaneHHs 3 posainis 3.2.P.3.3, 3.2.P.3.4,
3.2.P.3.5 iHbopMaLii Wwoao KOHTPOso roToBOI
npoaykuii y 38’a3Ky 3 NpuBeAeHHAM o dopmarty
3TA. IHhopmaUis LWoAo KOHTPOSO roTOBOI
npoaykuii npuBegeHa y po3sgini 3.2.P.5; 3minu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6b. KoHTponb rotToBoro nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikaui Ta/abo
[OMyCTUMMX MEX FOTOBOTO MiKapCbKOro 3acoby
(iHLWi 3MiHW) - 3mMiHa bopMyntoBaHHS BUMOT 4O
nokasHuka «MikpobionoriyHa yncrota»
(npviBegeHHs Bumor go n. «MBY» B
cneuudikauii koHTponto M3 npu Bunycky,
npoTarom TepMiHy npuagaTtHocTi (y p. 3.2.P.5.1.
Ta MKA J13) Ta Ansa BuBYeHHS cTabinbHOCTI (y p.
3.2.P.8.1) BignoBigHo po Bumor dY) Ta
nepioaN4HOCTI KOHTPOSIO NOKa3HWKa
«MikpobionoriyHa uncTotay, a came
NpoBeAEHHS KOHTPOIO B PEXUMI MOHITOPUHTY -
Ha nepLuin cepii B poui i He pigLue, HiXX Ha KOXHIin
10-n cepii. 3aTBepmkeHo: lMicnsa BupobHULTBa N
cepivi Nnpenapary, Npy OTPUMaHHi MO3UTUBHUX
pesynbTariB, KOHTpOnb byae 34iicHBaTUCS B
pexumMi MOHITopuHry 3anponoHoBaHo: KoHTporb
nokasHuka «MikpobionoriyHa yncrora»
3AINCHIOETBCA Ha NepLUin cepii B poui i He piaLue,
Hi>K Ha KOXHiN 10-1 cepii; 3miHun | Tuny - 3miHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikaLii Ta/abo JonNycTUMMX MEX rOTOBOro

nikapcbKkoro 3acoby (iHwWi 3MiHK) - 3MiHa
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)
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Kpaina
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Homep
peecmpauyiliHo2o
noceid4yeHHs1

hopMyrtoBaHHS NnokasHukiB «Onucy Ta
«KinbkicHe Bu3HayeHHs» B Cneuudpikadii Ta
MeToAax KOHTPOJI, a came: - NPUBEAEHHS
onvcy TabneTok Ao 3aranbHUX BHYTPILLHBO-
ipMOBMX BUMOT Ta BUAAMNEHHS 3 ONUCY
TabneTtok copasy «3a 30BHiLLHIM BUrMSA0M
MatoTb Bignosigaty Bumoram EP, ctatta
«TabneTkn», OCKiNbk1 BOHa HEMAaE
iHdopMauinHoro 3micty. Y p. 3.2.P.1. B Onuci
BMMNpaBIIEHO TEXHIYHY MOMUIIKY, @ came
BUMPABIIEHO KOJip 3 POXEBOro Ha YepPBOHO-
KopuyHeBuii gnsa Tabnetok MEMOKC 20. Lis
3MiHa Hece nue pedakuiiHMn XxapakTtep i He
CTOCYETbCS 3MiHW 30BHILLHBOIO BUMMSAY
TabneTku. MpuBeaeHHs hopMyntoBaHHS
nokasHuka «KinbkicHe BU3Ha4YeHHs» 00
3aranbHVX BHYTPILLHBbO-ipMOBKX BUMOT; 3MiHK
TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
3aci6. KoHTposb roTOBOro nikapcbkoro 3acoby.
3miHa y MeTogax BunpobyBaHHS roToBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHS) -
NPVBEAEHHS METOLIB KOHTPOO NOKa3HMKa
«CynpoBigHi 4OMILKU» Y BiANOBIAHICTE OO
akTyanbHoro IM® Bupo6Huka Module 3 —
Section 3.2.P.5.2. BupobHuka CiHTOH XicnaHig,
C.N., IcnaHis, a came BHECEHHS O METOANKN
KoHTponto cpasy «[opir peecTpauil AOMILLIOK:
0,05%»

140.

MEMOKC 20

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 20
mr, no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepiB y
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt", YkpaiHa
(cbacyBaHHs Ta

nakyBaHHs 3
dopmu in bulk

ipmu CiHTOH
Xicnanis, C.J1.,

IcnaHis)

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI (iHLUi
3MiHW) - BHECEHHS 3MiH go p. 3.2.P.3.3. Onuc
BMPOBOHMYOro NpoLecy Ta KOHTPOIO NpoLecy, a
came BuAaneHHs cTagii «3BaxKyBaHHS»
TabneTok HepoadacoBaHNX 3 BUPOBHNYOro
npotecy (etan «3BaxyBaHHsA»
BVKOPVCTOBYBAaBCSH K AOAATKOBMWIA KOHTPOIb
KiNbKOCTI HAOXOOXXEHHS1 Yepes3 OaNHULI0 BUMIpY
«KM», anbTepHaTMBHO A0 KOHTPOMIO KiNbKOCTI
Ha[XOOXXEHHS B NepepaxyHKy Ha OAVHULIO
BUMIPY «TUCSY LUTYK». «3BaXKyBaHHS» He €
eTanom TexHornorii BUpobHULITBa NpoayKTy, Tak
AIK NIPOAYKT HAAXOAUTb BXeE Y BUMMNAAi NOKPUTUX
TabneTok BignosiaHo o CrL Ha
Hepo3dacoBaHy npoaykuit); 3miHu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acit. 3miHn
Y BUPOOHMUTBI (iHLUi 3MiHW) - YTOUYHEHHS
iHdbopMaLii CTOCOBHO HaHeCEHHsi HoMepy cepii
Ta TepMiHy NpMAATHOCTI Ha CTadisx
«PacyBaHHs» Ta «[lakyBaHHs», 110 06yMOBNEHO

3a
peuernmom

UA/13188/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

TEXHOIOT4YHOK MOXIMBICTIO HAHECEHHSI HOMEPY
cepii Ta TepMiHy NpMAATHOCTI — METOAOM APYKY
B [IONOBHEHHS 1O METOAY HAHECEHHS BiATUCKY,
o crocyeTbes poaginie 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOSIO NPoLEeCy,
3.2.P.3.4. KOHTpOnb KPUTUYHMX CTagin i
npomixHoi npoaykuii, 3.2.P.3.5. Banigauis
npotecy Ta/abo 1oro oujiHka; 3miHu | Tuny -
3MiHM 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KOHTpOsb roTOBOro nikapcbkoro 3acoby (iHwi
3MiHN) - 3MiHa dpopmaTy po3sginis 3.2.P.3.3,
3.2.P.3.4,3.2.P.3.512 3.2.P.5.1 Y po3gini
3.2.P.5.1 npegcrtaBneHo cneuudikauito niwe
ANs KOHTPOJSIKO FOTOBOTO MPOAYKTY.
Cneuundikauisi Ha Hepo3dacoBaHy NPOAYKLHO i
Cneumdikauisi onsi BUBYEHHs cTabinbHoOCTi Oynun
BVIKIMOYEHI 3 po3ainy. MNokasHyKy Anst KOHTPOIio
SKOCTi Hepo3dacoBaHOI NPOAYKLiT NnpeacTaBneHi
B po3gaini 3.2.P.3.4, cneuundikauia Ha BUBYEHHS
cTabinbHocTi npeacTasneHa B po3aini 3.2.P.8.3.
Cneumdikauii Ha BUNYCK Ta NPOTSArom
npuaaTHOCTI FOTOBOro NPOAYKTY NpeAcTaBreHi y
BUrNSAi ogHiel Tabnuui BignoBigHO A0 BUMOT
HacTtaHoBu 42-3.2:2004 «Jlikapcbki 3acobm.
Cneuudikauii: KOHTporbHi BUNpobyBaHHsA Ta
KpUTepii NPUAHATHOCTI». MMponoHyeTbCs
BuaaneHHs 3 posainis 3.2.P.3.3, 3.2.P.3.4,
3.2.P.3.5 iHdhopMaUii Woao KOHTPOro roToBOT
npoaykuii y 38’a3Ky 3 NnpuBefAeHHAM o dopmarty
3T[. IHdopmaList LLoao KOHTPOIO roTOBOI
npoaykuii npuBegeHa y po3gini 3.2.P.5; 3minu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3acib. KoHTpornb rotToBoro nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikaui Ta/abo
[OMYyCTUMMX MEX FOTOBOTO MiKapCbKOro 3acoby
(iHLWi 3MiHW) - 3miHa bopMynioBaHHSA BUMOT A0
nokasHuka «MikpobionoriyHa yncrota»
(npviBegeHHs Bumor go n. «MBY» B
crneundikauii koHTpornto M3 npu BUNycKy,
npoTarom TepMiHy npuagatHocTi (y p. 3.2.P.5.1.
Ta MKA J13) Ta Ansa BuBYeHHS cTabinbHOCTI (y p.
3.2.P.8.1) BignosigHo go Bumor AdY) Ta
nepioANYHOCTI KOHTPOIIO NoKa3HUKa
«MikpobionoriyHa uncTotar, a came
NpoBeAEHHS KOHTPOIO B PEXUMI MOHITOPUHTY -
Ha nepLuin cepii B poui i He pigLue, HXK Ha KOXHIn
10-n cepii. 3aTBepmxeHo: lMicns BMpobHULTBa N
cepivi Nnpenapary, Npy OTPUMaHHi MO3UTUBHUX
pesynbTariB, KOHTponb byae 3aiicHBaTUCS B
pexumMi MOHITopuHry 3anponoHoBaHo: KoHTporb

nokasHuka «MikpobionoriyHa YncroTa»
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n/n

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

141.

METPOHIOA30

renb Ana AceH, no

nn

3AINCHIOETHCA Ha NepLUil cepii B poui i He piale,
Hi>K Ha KOXHiN 10-1 cepii; 3miHun | Tuny - 3miHu 3
sIKOCTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauiv Ta/abo 4ONYCTUMMX MEX rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHK) - 3MiHa
bopMyrtoBaHHsS NokasHukiB «Onucy Ta
«KinbkicHe Bu3HayeHHs» B Cneuudikadii Ta
MeToAax KOHTPOII, a came: - NPUBEAEHHS
onvcy TabneTok Ao 3aranbHUX BHYTPILLHBO-
ipMOBMX BUMOT Ta BUAAMNEHHS 3 ONUCY
TabneTtok dpasy «3a 30BHiLIHIM BArMSL0M
MatoTb Bignosigatu Bumoram EP, ctatTa
«TabneTkn», OCKiNbKN BOHa HEMae
iHdopMauinHoro 3micty. Y p. 3.2.P.1. B Onuci
BWMNpaBIEHO TEXHIYHY NOMUIIKY, @ came
BMMNPAaBIIEHO KOJip 3 POXXEBOIO Ha Y€PBOHO-
KopuyHeBuii gns Tabnetok MEMOKC 20. Lis
3MiHa Hece nule pedakuiiHMn XxapakTep i He
CTOCYETbCS 3MiHW 30BHILLHBOIO BUrMAAY
TabneTku. MpuBeaeHHs opMyntoBaHHS
nokasHuka «KinbkicHe BU3Ha4YeHHs» 0
3aranbHVX BHYTPILLHBLO-(ipMOBMX BUMOT; 3MiHM |
TMny - 3MiHK 3 sKocCTi. [0TOBMIA NiKapCbKuiA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3miHa y MmeTogax BunpobyBaHHS roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeToAax BUNPobyBaHHS) -
NPVBEAEHHS METOLIB KOHTPOJIO NOKasHMKa
«CynpoBigHi 4oMilLKU» Yy BiANOBIAHICTE OO
akTyanbHoro IM® Bupo6Huka Module 3 —
Section 3.2.P.5.2. BupobHuka CiHTOH XicnaHis,
C.N., IcnaHis, a came BHECEHHS 0 METOANKM
KoHTponto cppasy «[lopir peecTpauil 4OMILIOK:
0,05%»

J1OEHTA

20 r rento B TY6i; no
1 Ty6i B KAPTOHHIN
navui

"rMEAEKC"

YkpaiHa

TOB "Apnimeg"

Pecnybnika
BipmeHis

BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnx
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsgy, 3MiHa ynoBHoBaxeHoi ocobu,
BiANOBiAanbHOI 3a 3AINCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asiBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKLWwo BoHa
BiMiHHa Bif, YNOBHOBa)XXeHOI 0cobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-channa cuctemm

be3
peuenma

apmakoHarnsgy) - 3miHa ynoBHOBaXeHOi

UA/14905/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ocobu 3asBHMKKa, BianosigansLHOI 3a
dapmakoHarmsa.
[Litova pepakuis: NyaseHko AHOpin
OnekcaHapoBuy. [MponoHoBaHa pegakuisi:
InatoBa Munpocnasa tOpiiBHa. 3MiHa KOHTaKTHMX
[AaHnX yNoBHOBaXeEHOi 0cobu 3asiBHIKA,
BignoBigansHoi 3a chapMakoHarnsg
142.| MINYPUT® Tabnetku no 200 wmr, 3AT YropwwmHa 3AT YropwwmHa BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a UA/19772/01/02
no 30 abo no 50, dapmanesT dapmaLeBTU4HNIA 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom
abo no 60, abo no WN4HUIA 3aBOA 3aBop ElC, BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
70, abo no 80, abo Eric YropwuHa €Bponewickkin hapmakonei/MoHorpadii.
no 90, a6o no 100, (nepBuHHe, MogaHHA HoBoro abo oHoBReHoro cepTudikara
abo no 120 BTOPUHHE BignoBigHocTi abo BUNy4YeHHs cepTudikata
TabneTok y drakoHi; nakyBaHHs1 Ta BiANOBIAHOCTI €Bponencokiv hapmakonei: Ans
no 1 conakoHy y BUMYCK Cepil; A®l; ons BuxigHoro
kopobui; no 10 NOBHWI LKA mMaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
TabneTtok y 6nictepi; BMPOGHMLTBA, BVKOPWCTOBYIOTBECS Y BUPOOHMLTBI API; ang
no 3 abo no 4, abo KOHTpPOIb cepii Ta [OMOMDKHOI peqoBUHM (cepTudikaT
no 5, abo no 6, abo BUNYCK cepii) BignoBigHOCTI €Bponeiickkin hapmakoner) -
no 7, abo no 8, abo OHoBneHnn ceptudikat Big, y>xe 3aTBEpAXEHOro
no 9, abo no 10, abo BMPOBHMKA - NOAAHHS OHOBMIEHOrO cepTudikaTa
no 12 Gnictepis y BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
Kopoo6ui CEP-2014-364 - Rev 00 (3aTtBepmkeHo: RO-
CEP-2014-364 - Rev 03) gnsa A®l anonypuHony
Bi 3aTBEpAXeHoro BupobHuka EGIS
Pharmaceuticals PLC, YropwwHa. 3miHn | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadgii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXiQHOro Matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIKHOT peyYoBMHU (CepTudikaTt
BignoBigHocTi €Bponenchkii hapmakonei) -
HoBui cepTudikat Big BXe 3aTBEpAXeHOro
BUPOOHMKA - MOAAHHA HOBOTO cepTudikaTa
BignoBigHocTi EBponeiichkit papmakonei Ne R1-
CEP 1996-032 - Rev 05 gnsa A®| anonypuHony
Bif, 3aTBEpAKEHOro BUpobHuKa EGIS
Pharmaceuticals PLC, YropuuHa.
143.| MINYPUT® Tabnetku no 150 wmr, 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a UA/19772/01/01
no 30 abo no 50, PapmaueBT dapmaueBTUYHUIA 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
abo no 60, abo no WNYHUIA 3aBOA 3aBop ElIC, BignosigHocTi/lE-cepTudikat BignosigHocTi
70, abo no 80, abo EriC YropLuHa €Bponeiicbkit apmakonei/MmoHorpadii.
no 90, a6o no 100, (nepBuHHe, MogaHHA HoBOro abo oHoBMEHOro cepTudikara
abo no 120 BTOPUHHE BignoBigHOCTi abo BUny4eHHsi cepTudikata
TabneTok y prakoHi; nakyBaHHs Ta BignoBigHocTi EBponenchkii hapmakonei: ans
no 1 donakoHy y BUMYCK Cepii; A®I; onsa BuxiaHoOro

kopobui; no 10

MOBHWUI LMKN

MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
TabneTtok y 6nictepi; BUPOGHMUTBA, BUKOPUCTOBYIOTLCSA Y BUPOOHMLTBI ADI; ans
no 3 a6o no 4, abo KOHTpOnb cepii Ta [OMOMIXXHOT pe4yoBUHK (cepTudikaTt
no 5, abo no 6, abo BUNYCK cepii) BignoBigHOCTI €Bponevickkin hapmakoner) -
no 7, abo no 8, abo OHoBReHni ceptudikat Big, y>xe 3aTBepAXeHOro
no 9, abo no 10, abo BMPOGHMKa - NOAaHHS OHOBMEHOrO cepTudgikara
no 12 Gnictepis y BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
KopobLi CEP-2014-364 - Rev 00 (3aTBepmkeHo: RO-
CEP-2014-364 - Rev 03) gna A®l anonypuHony
Bif, 3aTBEpPOKEHOrO BUpobHMKa EGIS
Pharmaceuticals PLC, YropwwHa. 3miHu | Tuny -
3MiHn 3 gxocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBiaHOCTI €BpONenchbKin
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBrEHoro cepTudikarta BignosigHocTi abo
BUNYyYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXiQHOro martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona oonomixkHOT peyoBUHM (cepTudikaT
BiQMNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBun cepTtudikaTt Big BXXE 3aTBEPAKEHOrO
BMPOGHKKa - MogaHHs HOBOro cepTudikaTa
BiAnNoBigHOCTI €Bponeincoki papmakonei Ne R1-
CEP 1996-032 - Rev 05 gnsa A®l anonypuHony
Bi 3aTBEpAXeHoro BupobHuka EGIS
Pharmaceuticals PLC, YropwuHa.
144.| MIPEHA BHYTPpiLLHbOMAaTKOBa Baiep Oy PiHnaHaisa Banep Oy PiHnaHaisa BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis: 3a He UA/8614/01/01
cucrtema 3 3MiHu Il TUny - 3MiHK Woao peuenmom nionsieae
JIeBOHOPrecTpernom, be3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
52 mr (20 mkr/24 3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
rOANHK); 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
BHYTpILLHbOMAaTKOBa MeAMYHOrO 3aCTOCYBaHHS Y 3B’s13KY i3 HOBUMM
cuctema Ta LaHUMW 3 SIKOCTI, AOKMIHIMHUMW, KNiHIYHUMK
NpUCTpIn Ans OaHUMK Ta aHuMK 3 hapMakoHarnsagy, aMiHn
BBEeEHHS BHECEHO [0 iHCTPYKLiT ANst MeauyHoro

(3anasiHun B
oKpemui Gnictep),
3anakoBaHi B
CTEpUnbHUN,
3anasiHimn MiLLeYvok,
LLIO MOMILLAETbCH B
KapTOHHY nayky

3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi", "OcobnueocTi
3actocyBaHHs", "Cnocib 3acTocyBaHHA Ta
no3un""MobiyHi peakuii” WwWoao pesynbTaTiB
KniHiyHoro gocnigxeHHs MET 18649 ta PH-
31827. BBeeHHs1 3miH npoTaroM 4 micsauis nicns
3aTBEPAXKEHHS; 3MiHu |l Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHM y KOPOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS1 Ta IHCTPYKLUii Ans
MEANYHOTO 3aCTOCYBaHHS Y 3B’A13KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMK
AaHUMK Ta faHnMu 3 chapMakoHarnsgy, 3amiHu
BHECEHO [0 iHCTPYKUiT AN MeguyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3gainis
"MpoTtunokasaHHs", "OcobnmeocTi
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Bupo6bHuk
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eupobHUKa
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Ymoeu
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yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un"
LLIOAO 3acTepexeHb, AKi CTOCYIOTbCA
3aCTOCYBaHHSI CUCTEMM XiHKaMu
pPenpoayKTMBHOrO Biky. BBeAeHHSA 3MiH NpoTArom
4 micsauiB nicns 3aTBepAKEHHSA

145.

HANBY®IH
IH'EKUIT 10 MI"

PO34UH A4S iH EKUIN,
10 mr/mn, no 1 mn B
amnyni; no 10 amnyn
Y KapTOHHIN
ynakoBLi

PycaH
dapwma g

IHgia

Pycan ®apwma Iltg

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHun | Tvny - 3MiHmn Wwoao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
BBepneHHs abo 3MiHM 00 y3aranbHEeHUX faHnxX
npo cuctemy capmakoHarnagy (BBegeHHs
y3aranbHEeHUX AaHnx Npo cucTemy
capmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobu 3
chapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHa
BiMiHHa Bif, YNOBHOBaXXeHOI ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-danna cuctemm
tapmakoHarnagy) 3miHa KOHTakTHOi ocobu
3asBHMKa, BiANOBiAanbHOI 3a hapMmakoHarnsg B
YkpaiHi.

[itova pepakuis: Maister Maryna Hennadiivna.
MponoHoBaHa pepakuis: Familiarska Anna
Leonidivna. 3miHa KOHTAKTHMX JAHWUX KOHTAKTHOT
ocobu 3asBHKKa, BianoBiaanbHOI 3a
hapmakoHarnsg B YKpaiHi.

3a
peuenmom

UA/9424/01/01

146.

HANBY®IH
IH'EKLIT 20 MI

PO34MH Anis iH eKUIN,
20 mr/mMn, no 1 mn B
amnyni; no 5 amnyn
Y KapTOHHIN
ynakoBLi

PycaH
®dapma g

IHAisa

Pycan ®apwma Jltg

IHais

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
BBeneHHs abo 3miHM 00 y3aranbHEHUX JaHNX
npo cuctemy apmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, SKWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBigansHoOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi macTep-channa cuctemu
dapmakoHarnagy) 3miHa KOHTakTHOT ocobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
YkpaiHi.

Litova pepakuisi: Maister Maryna Hennadiivna.
MponoHoBaHa pepakuis: Familiarska Anna
Leonidivna. 3MiHa KOHTaAKTHUX JAHUX KOHTaKTHOT
ocobu 3asBHKKa, BignoBigansHoi 3a
¢apmakoHarnsg B YKpaiHi.

3a
peuernmom

UA/9424/01/02




149

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
147.| HE®OMNAM- po3umH ans iv'ekuin, | TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/17470/01/01
300POB’A 20 mr/2 mnno 2 mn BO 3 BMPOOHMLTBA, 3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka peuenmom
B amnyni; no 5 OBMEXEH KOHTPOSb SKOCTI, peecTpaLiiHOro NocBiaYeHHs) (3rigHO Haka3sy
aMnyn y KapTOHHiW (0],0) BUMYCK Cepii: MOS Big 23.07.2015 Ne 460). BBeaeHHs 3miH
Kopobui 3 BIOMNOBIOA ToBapucTtBo 3 NpOTArom 6-T MicAUIB NiCNs 3aTBEPXKEHHS.
neperopoakoto JNIBHICTIO obmexeHow 3MiHun | Tuny - 3MiHKM Wwopo
no 2 mn B amnysi; «KOPIMOPA BignoBiganbHicTo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 5 amnyny LA "PapmaueBTUYHa BBeaeHHs1 abo 3MiHM [0 y3aranbHEHWX AaHuX
Gnictepi; no 1 «300POB’A KOMMaHisi npo cuctemy dapmakoHarnsgy (BBegeHHs
Gnictepy y kopobui 3 » "3popos'sa"”, y3aranbHeHuX AaHux Npo cuctemy
KapTOHY; YkpaiHa dapmakoHarnsay, 3MiHa ynoBHOBaXeHOi ocobw,
no 2 mn y donakoHi; BCi cTaail BiAMNOBiganNbHOI 3a 34INCHEHHS
no 5 conakoHiB y BUPOBHMUTBA, thapMakoHarnagy; KoHTakTHoi ocobu 3
KOHTYPHIl KOHTPOIb SKOCTI, apmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
YapyHKOBIMn BUMYCK Cepil: chapmakoHarnagy B YkpaiHi, SKLWO BOHa
ynakosui; no 1 ToBapucTtBeo 3 BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
KOHTYPHIl obmexeHoto BiANOBIAANbLHOI 3a 3AiCHEHHsT bapmakoHarnsay
YapyHKOBI ynakoBLi BignoBiganbHICTO (BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
B KAPTOHHIl kopobui "®APMEKC po3MilLeHHi MacTep-caina cuctemm
FPYM", Ykpaina dapmakoHarnsaay)..
3MiHa ynoBHoBaxeHOi 0cobu 3asiBHMKA,
BignoBiganbHOI 3a hbapmakoHarnag. Litova
pepakuis: LleByeHko Onena IropiBHa.
MponoHoBaHa peaakuis: MNaHoa OneHa
MukonaiBHa.3MiHa KOHTaAKTHUX JaHUX
YMOBHOBaXeHOi 0coby 3asBHMKa,
BignoBiganbHoi 3a chapmakoHarnsg. 3MiHa
HOMepa MacTep-thanna cuctemm
dapmakoHarnsay.
148.| HIKOTUHOBA PO34MH ANs iH'eKLin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/3224/01/01
KUCNOTA- 10 mr/mn; no 1 mn B "®apmaneBt "®apmaueBTnyHa 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenmom
OAPHULA amnyni; no 5 amnyn n4yHa chipma dipma "OapHnuga" nikapcbkuii 3aci6. 3mMiHn y BUpOOHMLTBI. 3MiHa
Y KOHTYPHI# "OapHuus” po3mipy cepii (Bkntoyaro4m gianasoH po3Mipy
YapyHKOBIl cepii) rotoBoro nikapcbkoro 3acoby (36inbLeHHs
ynakoBLi; no 2 [0 10 pasiB NOPIBHSHO i3 3aTBEPIHKEHUM
KOHTYPHI YapyHKOBI pO3MipoM) BBEAEHHS OAATKOBOro po3mipy cepil
yNaKkoBKW B MauLi N3 600 n (600 TMC. amn.) B AONOBHEHHS 4O
BXe 3aTBepAXeHux po3mipis cepiv (110 n, 220
n, 330 n, 400 n, 500 n).
3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3MiHK) Ha
3aMmiHy gitoyomy po3aginy [IA 6yno oHoBneHo Ta
npuegeHo y CTD-copmart po3sgin «Cknag» Ta
BVKNaAEHHS TEKCTY YKPaiHCbKOK MOBO.
149.| HI®YPOKCA3U | nopoLuok MAT YkpaiHa Konpima, C.J1. IcnaHis BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: - UA/1317/01/01
i (cybcTaHuis); y "Kvismegnp 3MiHu | TUny: 3miHn 3 sikocTi. A®L. KoHTpornb
nakeTax nofBiNHMX enapat” A®I. 3miHa y napameTpax cneuudikadin Ta/abo

nonieTUneHoBmx
ans
dapmaLeBTUYHOro
3aCTOCYBaHHS

OOMyCTUMUX MEX, BU3HAYEHUX y crnieumdikaLlisx
Ha A®Il, abo BUXigHWUIN/NPOMIXXHWIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea API (iHLwi 3MiHK)
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BHECEHHS 3MiH o cneuudikauii APl 3a
nokasHukom «Specific absorbance/ MNutomun
NoKasHWK nornvHaHHsa» (Ph.Eur. 2.2.25/€0,

2.2.25).
3MiHn | Tuny: 3miHn 3 akocTi. A®I. KoHTpornb
A®l. 3miHa y napameTpax cneuudikadin Ta/abo
[ONyCTUMMX MEX, BU3HAYEHUX Y cneumndikauiax
Ha A®I, abo BUXiAHWA/NPOMIXKXHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoveci BupobHuuTea Ad| (3ByKEHHS
AONYCTUMKX MEX, BU3HaYeHWX y crneuudikauii)
CynyTHs 3MiHa: 3MiHK 3 sikocTi. ADPl. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHs AP| abo
BUXiZHOrO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHmuTea AP| (He3HayHi 3MiHN y
3aTBepMKEeHVX MeTofax BUNpobyBaHHs) — 3MiHa
BumMor cneuudikauii APl 3a nokasHUKOM «5-
HiTPO-2-cbypdypanbaerig» (HPLC) Ta BHeCEHHs
HEe3Ha4yHWUX 3MiH A0 MEeTOANKV BUNPOByBaHHA
(3MiHM NpY NPUrOTYBaHHI PO34MHY MOPIBHSAHHSA Ta
PO34uMHY ONsi NepeBipkM NPUAATHOCTI
XpomaTorpadiyHoi cMcTeMu, BBEAEHHS
pPO3paxyHKOBOI (POPMYIN, YTOYHEHHS Yacy
BMXOAy MikiB, JoAaBaHHSA aKToOpy CUMETPIT MiKy
B OLiHKy nNpuaaTtHocTi cuctemu).[itova pegakuis:
He GinbLue 45 ppm MNponoHoBaHa pepakLis: He
Ginbwe 40,9 ppm

150.

HI®YPOKCA3U
a

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 200
mr; no 10 TabneTok
y 6nictepi; no 1 abo
2 6nictepu B nayui

MAT
"Kuismegnp
enapat”

Ykpaina

NAT
"KuiBmegnpenapa
™

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUny: 3miHn 3 sikocTi. A®L. KoHTponb
A®I. 3miHa y napameTpax cneuundikauiv Ta/abo
[OMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisx
Ha A®I, abo BUXigHWUIA/NPOMIXHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHmuTea AP (iHLwi 3MiHN)
BHECeHHs 3MiH Ao cneuudikauii APl 3a
nokasHukom «Specific absorbance/ MNutomui
NoKa3HUK nornuHaHHsy» (Ph.Eur. 2.2.25/€0,
2.2.25).
3MiHu | TUny: 3miHn 3 saikocTi. A®L. KoHTpornb
A®I. 3miHa y napameTpax cneuundikauiv Ta/abo
OOMyCTUMUX MeX, BU3HAYEHUX y crieumdikaLlisx
Ha A®Il, abo BUXigHWUIA/NPOMIXHWIA
NpoAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoteci BUpo6HMuTBa ADI (3BY>KEHHS
OOMNYCTUMUX MEX, BU3HAYeHWX y crneuudikauii)
CynyTHS 3miHa: 3miHun 3 skocTi. APl KoHTpornb
A®Il. 3miHa y MeTofax BunpobyBaHHs ADI abo
BMXigHOro Matepiany/npoMixxHoro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP| (He3HaYHi 3MiHK Yy

3a
peuernmom

UA/1370/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o
noceid4yeHHs1

3aTBepOKeHVX MeTofax BUNpobyBaHHS) 3MiHa
BumMor cneumdikauii APl 3a NokasHUKOM «5-
HiTpO-2-cbypdpypanbgerig» (HPLC) Ta BHeCEHHs
HEe3HaYyHWUX 3MiH 4O MeToAWKM BUNPOoByBaHHSA
(3MiHM NpW NPUroTyBaHHI PO34MHY MOPIBHAHHA Ta
PO34uMHY ANt NepeBipkM NpUAATHOCTI
XpomaTorpadiyHoi cMcTeMu, BBEAEHHS
PO3paxyHKOBOi POPMYNU, YTOYHEHHS Yacy
BMXOZY MikiB, JoAaBaHHSA hakTopy CUMETPIT Miky
B OLiHKY npuaaTtHocTi cuctemu). [itoya
pepakuis: He 6inble 45 ppm MponoHoBaHa
pegakuisi: He Ginbwe 40,9 ppm

151.

HOOXOJIH

PO34MH NS iH'EKLiNn,
250 mr/mn, no 4 mn
B amnyni, no 3 abo 5
amnyn B Grictepi Ta
KapTOHHIN navui

TOB
"®OPC-
SAPMA

AONCTPUB
FOLIH"

YkpaiHa

K.T. POM®APM

KOMIMAHI C.P.11.

PymyHis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | TUny - AOMIHICTpaTMBHI 3MiHN.
BunyyeHHs BUpOGHMYOI AinbHULi (BKIOYa04M
OinbHuui ans A®I, npomixkHoro npogykty abo
roTOBOrO fikapcbKoro 3acoby, AinbHULI ANs
npoBeAeHHs! NakyBaHHsi, BUPOOHWKa,
BiANOBIgANbHOIO 3a BUMYCK Cepin, Micue
NPOBEAEHHST KOHTPOIHO cepii) abo
nocTayarnbHvKa BUXiQHOrO MaTtepiany, peareHTty
abo J0MNOMIPKHOI peHOBUHM (SIKLLLO 3a3HAYeHO Y
Aocbe) BunyyeHHs BupobHuka Aito4oi pe4oBuHN
Ta 1noro BMpoBGHMYoi AinbHULi- komnaHii TOB
"BIOH". 3anuwaeTbcs BUPOOHUK fitoyoi
peyoBMHM xoniHy anbdocuepart-Jlinoig MNmbX,
HimeyunHa

3a
peuenmom

UA/17878/01/01

152.

HOPMACOH®

Tabnetkun no 7,5 wr;
no 10 Tabnetok y
6nicTepi; no 1, no 2
abo no 3 6nictepn y
KopobLi 3 KapTOHY

TOB
"AcTtpacdapm

Ykpaina

TOB
"Actpadcapm”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBu
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoproBanbHuii 3aci6. 3miHa
PO3Mipy YNakoBKM roTOBOrO MikapcbKoro 3acoby
(3MiHa KinbkocTi ognHULb (Hanpvknag TabneTok,
amnyn Tolo) B ynakosLi:) - 3MiHa nosa
fianasoHOM 3aTBEPAXXEHNX PO3MIpiB YNAKOBKM.
BBeneHHA 4O0AATKOBOrO po3Mipy YnakoBKy.
3MiHM BHECEHO B iHCTPYKLUilO AN MEAUYHOro
3aCTOCYBaHHSI NikapCcbKoro 3acoby B po3Ain
«YnakoBKa» y 3B'A3Ky 3 BBEAEHHAM AOAATKOBOIO
PO3Mipy ynakoBKu, SIK HACNIAOK — 3aTBEPMXKEHHS
TEKCTY MapKyBaHHs AN AOAATKOBOI YNakoBOK
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHu Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK). OHOBMEHHS TEKCTY MapKyBaHHS
ynakoBku nikapcbKkoro 3acoby, a came:
BUNYyYeHHS iHopMaLlii, 3a3Ha4YeHOi POCINCbKOID
MOBOI0, Ta YTOUYHEHHS iHhopMaLlii Lwoao
noroTuny BUpobHwuKa. 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HallMEeHYBaHHSI
Ta/abo agpecy 3asiBHMKa (BracHuKa
peecTpaLiiHoro noceigvyeHHs). 3MiHa agpecu

3a
peuenmom

He
nidnsieae

UA/10559/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3asiBHUKA (BnacHuWKa peecTpauinHoro
nocsigyeHHs ). 3minum | Tuny - AgmiHicTpaTuBHiI
3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
MicLS NpOBaaXeHHS OisNbHOCTI
BMPOBHWMKa/imnopTepa roToBoro nikapcbkoro
3acoby, BKM4Yao4mM ginbHUL BUNYycKy cepii abo
MicLie NpoBeAEeHHS KOHTPOIO SIKOCT.
(BisnbHIiCTb, 3a AKy BignoBigae
BUPOGHMK/IMNOPTEP, BKIOYAKYM BUMNYCK Cepilt)
YTOYHEHHS MiCLIe3HaXOaXKeHHS
3asiBHUKa/BMPOGHMKA. 3MiHU BHECEHO B
iHCTPYKLUil0 ANs MeQuYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby y posain
«MicuesHaxompkeHHs BUpOOHMKa Ta agpeca
MicLA NpOBaaXXEHHS MOro AianbHOCTI» 3
BiAMNOBIQHUMW 3MiHAMU Y TEKCTIi MapKyBaHHS
YMaKOBKM MiKapCbKoro 3acoby.

153.

HYMETA G13E

emynbCcia gna
iHdy3i no 300 mn
(50 % po3uumH
rnioko3u — 80 mr;
5,9 % po3unH
amiHoKuCoT 3
enekTponiTammn —
160 mn; 12,5 %
ninigHa emynbcia —
60 mn)y
TpYKaMepHoOMy
NnacTMKoBOMY
nakeri.
TpvkamepHun
NnacTUKOBUIA NakeT
yrnakoBaHun y
3aXMCHy NNiBKOBY
060NOHKy, WO
MiCTUTb NornuHaY
KWUCHIO Ta iHauKaTop
KUcHo; no 10
nakeTiB Y KapTOHHIN
KopoO6Li

Bakctep
C.A.

Benbria

BUNpobyBaHHSA
KOMMOHEHTIB
cknagy;
BUNpobyBaHHSA
NPOMIXXHOIO
npoaykTy (CymiLu
amiHOKWCOT);
BUPOGHMLTBO
cucTeMm
KOHTeNnHep/3aKyno
ptoBanbHUI 3acib;
BMPOBHMLTBO
nikapcbKkoro
3aco0y,
HanoBHEHHS,
NoKpUTTA
3aX1CHOI0
060moHKO
(overpouching);
cTepwunisauia Ta
yNakoBKa;
BUNPOBYyBaHHs
nikapcbKkoro
3acoby; Bunyck
cepii:
Bakctep C.A.,
Benbrisa

Benbria

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoObHMLUTBI. 3MiHa
iMmnopTepa/3aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gogaBaHHA AinbHULI, Ha
K 3AINCHIOETBCS KOHTPOb/BUNPOOYBaHHS
cepii) - 3miHa BUpobHuka BigNoBiganbHoro 3a
BunNpobyBaHHs cepii 3 bakctep C.A., benbria Ha
ApxrHomoTo Xenc eHa HyTpiwH Hopc Amepuka
IHk., CLLA onst npoMixxHOro npoaykTty (CymiLu
amiHOKWCIOoT), BUPOBHMLUTBa AgXMHOMOTO Xernc
eHg HyTpiwH Hopc Amepuka IHk., CLUA; 3miHn |
Tmny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkinn apmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHocCTi EBponenchkii hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBLCS Y BUPOOHUMLTBI ADIl; ans
[OMNOMiXHOT peqoBuHU (cepTudikat
BigNoBIgHOCTI €Bponewickkin hapmakoner) -
HoBwuih cepTudikaT Ha HecTepunbHuin AdI, akun
6yae BUKOPUCTOBYBATUCA ANSt BUPOOHULTBA
CTepuInbHOro nikapcbkoro 3acoby, sKLLo BoAa
BMKOPUCTOBYETLCSI HA OCTaHHIX eTanax CUHTe3y
Ta maTepian He BiNnbHWiA Big GakTepianbHUX
€HOO0TOKCUHIB - MogaHHsA HoBoOro cepTudikata
BignoBigHocTi EBponencokii papmakonei Ne R1-
CEP 2006-263-Rev 01 ans gito4oi pe4oBrHU
Calcium chloride dihydrate Big HoBoro
Bupo6HMka MACCO ORGANIQUES, S.R.O,,

3a
peuernmom

UA/17633/01/01




153 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Yexis
154.| HYMETA G16E emynbcia ans Bakctep Benbrisa BMNPOOYBaHHS Benbrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17605/01/01
iHdy3in; no 500 mn C.A. KOMMOHEHTIB 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
(50 % po3uunH cknagy; nikapcbkuit 3aci6. 3MiHM y BUpoBHMUTBI. 3MiHa
rnoko3n — 155 mn; BMNPOOYBaHHS iMnopTepa/amiHu, Lo CTOCYIOTLCS BUNYCKY cepii
5,9 % po3unH NPOMIXXHOro Ta KOHTPOMIO SKOCTi FOTOBOrO NiKapCbKOro
amiHoKuCoT 3 npoaykTy (CymiLu 3acoby (3amiHa abo JoaaBaHHA AinbHULI, Ha
enekTponitTamu — aMiHOKWCOT); KN 30IACHIOETBCS KOHTPOMb/BUNPOBYBaHHS
221 mn; 12,5 % BUPOGHMLTBO cepii)
niniaHa emynecia — cuctemm 3MiHa BMpOOHMKa BigNOBiAanNbLHOrO 3a
124 mn) y KOHTeWHep/3aKkyno BunpobyBaHHs cepii 3 bakctep C.A., benbria Ha
TpUKamepHoOMy ptoBanbHWi 3acio; ApxmHomoTo Xenc eHg HyTpiwH Hopc Amepuka
NnacTMKOBOMY BUPOBHMLTBO IHK., CLUA onst npoMipkHOro NpoaykTy (Cymil
nakeri. nikapcbKkoro amiHOKWCIOT), BUPOBHMLUTBa AXXMHOMOTO Xernc
TpukamepHui 3acoby, eHp HyTpiwH Hopc Amepuka IHk., CLLUA. 3miHum |
NnacTUKOBUI NakeT HanNOBHEHHS, Tmny - 3MiHu 3 sikocTi. CepTudpikaT
ynakoBaHum y NOKPUTTSH BignosigHocTi/E-cepTudikaTt BianoBigHOCTI
3axMCHY NNiBKOBY 3aXMCHOK €Bponeiickkin hapmakonei/MoHorpadii.
060M0oHKY, Lo 060n0HKOI0 MopaHHa HoBoro abo oHoBrneHoro cepTudikarta
MiCTUTb NOrnuMHaY (overpouching); BiANoBiAHOCTI abo BUny4eHHs cepTudikata
KUCHIO Ta iHaMKaTop cTepunisadia Ta BignoBigHOCTI €BponeWchkin hapmakonei: ans
KUCHI0; No 6 nakeTis YNaKkoBKa; A®I; ansa BuxiaHoro
Y KapTOHHI kopobui BUNpobyBaHHsA matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
nikapcbKoro BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
3acoby; Bunyck [OOMNOMiXHOT peqoBuHU (cepTudikat
cepii: bakctep BiANoBiAHOCTI €Bponenceki hapmakonei) -
C.A,, benbrisi HoBwuin cepTudikat Ha HecTepunbHu A®I, skmun
6yae BUKOPUCTOBYBATUCA ANSt BUPOOHULTBA
CTepunbHOro nikapcbkoro 3acoby, AKLLo BoAa
BUKOPUCTOBYETLCS HA OCTaHHIX eTanax CMHTe3y
Ta maTepian He BiNnbHWIA Big GakTepianbHUX
€HOO0TOKCWHIB - NOAaHHA HOBOrO cepTudikarta
BignoBigHocTi €Bponeincokii papmakonei Ne R1-
CEP 2006-263-Rev 01 ans gjto4oi pe4oBrHU
Calcium chloride dihydrate Big HoBoro
BuMpobHnka MACCO ORGANIQUES, S.R.O.,
Yexis
155.| HYMETA G19E Emynbcig gns Bakctep Benbrisa BUNpobyBaHHsA Benbrisa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/17606/01/01
iHdy3in; no 1000 mn CA. KOMMOHEHTIB 3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA peuenmom
(50 % po3unH cknagy; nikapcbkuii 3aci6. 3mMiHM y BUpoBHULTBI. 3MiHa
rnoko3n — 383 mn; BUNpobyBaHHsA iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
5,9 % po34nH NPOMiXHOro Ta KOHTPOIHO SIKOCTi FOTOBOrO fikapCbKoro

aMiHOKMCOoT 3
enekTponiTamu —

npoaykTy (CymiLl
aMiHOKMCOT);

3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
AKiIV 3AINCHIOETBCSA KOHTPONb/BUNPOBOYBaHHS

392 mn; 12,5 % BMPOBOHMLTBO cepii)

ninigHa emynbCis — cuctemm 3MiHa BUpPOGHMKa BignoBiganbHoro 3a

225 mn)y KOHTeWHep/3aKyno BunpobyBaHHs cepii 3 bakctep C.A., benbria Ha
TpUkamepHomy ptoBanbHWI 3acib; ApxvHomoTo Xernc eHa HyTpiwH Hopc Amepuka
nnacTuKoBOMy BUPOGHULTBO IHk., CLLA onsi npoMixxHOro npoaykty (CymiLu
nakeri. nikapcbKkoro aMiHOKMCIOT), BUPOOHULTBA ADPKMHOMOTO Xernc
TpvikamepHui 3acoby, eHg HyTpiwH Hopc Amepuka IHk., CLUA.




154 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NnacTUKOBUIA NakeT HanoOBHEHHS, 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
ynakoBaHum y NOKPUTTSH BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
3aXUCHyY NniBKOBY 3aXM1CHOI €Bponeickkin thapmakonei/MoHorpadii.
060mMoHKy, Lo 060moHKOo MogaHHs HoBoro abo oHoBneHoro ceptudikarta
MiCTUTb NOrnnMHaY (overpouching); BianosigHocTi abo BMNyYeHHsi cepTudikata
KUCHIO Ta iHauMKaTop cTepunisauia Ta BignoBigHOCTI €BponeWchkin hapmakonei: ans
KUCHI0; NO 6 nakeTiB YNaKkoBKa; A®I; onsa BuxiaHoro
Y KapTOHHil kopobui BMNPOOYBaHHS matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
nikapcbKkoro BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
3acoby; BUMyck [OMOMDKHOI peqoBUHM (CepTudikaT
cepii: bakctep BiANoOBIAHOCTI €Bponencoki hapmakonei) -
C.A., benbris HoBwuih cepTudikaT Ha HecTepunbHuin AdI, skuin
6yae BuKopucTOBYBaTUCS ANt BUPOOHULTBA
CTepuIbHOro nikapcbkoro 3acoby, AKLLo BoAa
BMKOPVCTOBYETbLCSI HA OCTaHHIX eTanax cuHTesy
Ta MaTepian He BinbHWIA Big 6akTepianbHUX
€HOOTOKCWHIB - NOAaHHSA HOBOrO cepTudikarta
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2006-263-Rev 01 ans gito4oi pe4oBuHM
Calcium chloride dihydrate Big HoBoro
Bupo6Hmka MACCO ORGANIQUES, S.R.O.,
Yexis.
156.| OKO®PEPOH® Kpanni o4Hi, TOB "3 YkpaiHa TOB "03 BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: be3 UA/6206/01/01
nopotuok no 1 000 "BIODAPMA" 3MiHn | TUny - 3MiHK 3 sikocTi. FoToBMI peuenma

000 MO; 1 donakoH 3
MOPOLLIKOM Y
KOMMMeKTi 3 1
amnynot
PO3YMHHUKA
(MeTtunnaparigpokc
nbeHsoar (HinariH)
(E 218) - 5,0 mr) no
5 mn y 6nictepi; no
1 6nictepy pasom 3
KPULLIKOO-
KpanenbHuueto Ta
ninetkoto NMactepa B
nayui 3 KapToHy; 1
NakoH 3 MOPOLLKOM
y KOMMMekTi 3 1
amnynot
PO3YMHHMKA
(MeTtunnaparigpokc
nbensoar (HinariH)
(E 218) - 5,0 mr) no
5 mn B nayui 3
KapTOHHOI
neperopofKoto abo
rocpoBaHoo
BKIazgKot; no 1
KOMMNIEKTY

"BIO®APMA

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoproBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
Me>X NepBUHHOI YMaKoBKW rOTOBOTO NikapcbKoro
3acoby (iHWi 3miHK). BHeceHHs 3MiH 1o
cneundikaLii BXiGHOro KOHTPOIO NEPBUHHOIO
nakyBaHHs (®nakoHu 3 TpyOKM CKNSHOI
npo3opoi), a came 3miHa ONYCTUMUX MEX AN
nokasHuka ToBLUMHA CTiHKK Kopnycy dakoHa.
BHeceHHs 3MiHV noB’sA3aHe 3 NpuBeAEeHHSIM
nokasHuka Cneumdikauii y BignosigHicTb 8o
KpecrneHHs BUpo6Huka. 3minu | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTEMHep/3akynoproBanbHuii 3acio. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX NEepPBUHHOI YMaKoBKW FOTOBOTO NikapCbKOro
3acoby (iHWi 3MiHK). BHeceHHs 3MiH fo
cneundikauii BXiGHOro KOHTPOIO NEPBUHHOIO
nakyBaHHs (IMinetka MacTtepa), a came
BWUMYYEHO HACTYMHi MOKa3HWKWU: CTOPOHHIN
3anax, Mpo3opicTb po3ynHy, KonboposicTb
po3uunHy, KnucnoTtHicTb abo nyxHictb, OnTu4Ha
ryctuHa, BigHOBHI pe4oBMHN, @ TakoXX OHOBIIEHO
[OMNyCTUMI MeXi Ta Ha3By Noka3HuKa «30BHILLHIl
BUrNsig ninetku MNactepay, 4ogaHo NOKa3HUK
«30BHILLHIV BUrNSL iHOVBIAYyanbHOIO
nakyBaHHs1» Ta OHOBIIEHO MEXi NOKa3HWKa




155 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npenapaTy Ta «OCHOBHI po3mipu» 3 METOI NPMBELEHHS
PO34YMHHMKA pa3oMm 3 cneuudikaLii HaBeAeHO! y peecTpauinHomy
KPULLIKOKO- [0CbE Y BignoBigHiCTb 40 cneumdikaLji
KpanernbHULEe Ta BMPOGHMKa. [laHW KOMNOHEHT NaKyBaHHS
ninetkoto MNacTtepa B BUKOPUCTOBYETLCA A1 NePEeHECEHHs
nayui 3 KapToHy PO34YMHHMKA 3 amnynun y donakoH 3 nioginizatom
i 6e3nocepeHbO 3 rOTOBUM NiKapCbKUM
3ac0b0M He KOHTaKTYE.
157.| OKTAMJIEKC NMOPOLLIOK Ta OkTagapma ABcTpis Bupo6Humk Himeuumnna/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/14313/01/01
500 MO PO3YMHHUK NS dapmanesT (anbTepHaTUBHWIA) ABcTpisi/ TexHiyHa nomurnka (3rigHo Hakasdy MOS Big peuenmom
pOo34nHy Ans nKa , BigMoBiganbHui ®paHuis 23.07.2015 Ne 460). BunpaBneHo TexHiYHy
iHdy3in no 500 MO; MpoaykTioHc 3a BTOPUHHE nomunky y n.13. "Homep cepii nikapcbkoro
OBi KOPOOKM rec m.6.X. nakyBaHHA Ta 3acoby" TeKCTi MapKyBaHHsI BTOPMHHOI Ta n.3.
06’eQHYI0TLCS MK BidyanbHy "Homep cepii nikapcbkoro 3acoby" nepBUHHOI
co60to0 NNacTUKoBO iHcnekuito: ynakoBOK fikapcbKoro 3acoby: 3aTBepaeHo:
NNIBKO: KAPTOHHA OxTachapma Cepist Ne: 3anponoHoBaHo: Cepisi:
kopobGka Ne1: ro 1 Heccay MNv6X,
cbnakoHy 3 Hime4vuuHa;
NOpOLLKOM ANst BupobHuk,
PO34MHy Ans iH exUin BiAnoBiganbHWn
Ta iHCTpYyKLUieto Npo 3a BUPOBOHMLTBO
3aCTOCYBaHHS; 3a NMOBHUM
KapTOHHa KOpobka LIMKITIOM:
Ne2: no 1 dnakoHy Oktadapma
i3 PO34YNHHMKOM dapmaueBTUka
(Boga Ans iH’ekuin, MpopykTioHcrec
20 Mn) y KapTOHHin M.6.X., ABCTpisi;
KopobLi pa3om 3 BUPOBHMK
KOMMAEKTOM Ansi BianoBiganbHUn
PO34YMHEHHS Ta 3a BUPOBHMLTBO
BHYTPILLUHBOBEHHOIO 3a NOBHWM LIMKITOM
BBeAeHHs (1 wnpwuy 3a BUKIMHOYEHHAM
ofHopa3sosui; 1 BTOPWUHHOI
KOMMMEeKT Ans yNaKoBKU:
nepeHocy (1 Oxktagapma,
OBYXKiHLEBa rorka, dpaHuis
1 ginbTpOBaneHa
ronka); 1 komnnexTt
ans iHgy3il (ronka-
MeTenuk); 2
NMPOCOYEHNX
CNUPTOM TaMrOHIB)
158.| OTUKC Kpanni BYLLH, mnn YkpaiHa TOB "Apnimeg" Pecnybnika BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: bes UA/14609/01/01
po3umH no 15ry "rMeQEKC" BipmeHis 3MiHn | TUny - 3miHu Wwopo peuenma

cnakoHi; no 1
dnakoHy B
KapTOHHIN nayui

6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHNX AaHnX Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHOoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnsiay; KOHTakTHoi ocobu 3
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

thapmakoHarnagy 3agaBHUKa Ans 30iNCHEHHA
apmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iCHEHHS hapmakoHarnsgy
(BKINOYaOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
pPO3MiLLeHHi MacTep-daina cuctemm
tapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg.
[Litova pepakuis: NyaseHko AHOpin
OnekcaHgpoBuy. MponoHoBaHa pegakuis:
InatoBa Munpocnasa tOpiiBHa. 3MiHa KOHTaKTHMX
[aHUX YNOBHOBaXeHO! 0CobM 3asiBHYMKA,
Bi4noBiganbHOI 3a hapmakoHarnag

159.

OTUKC MII0C

Kpanni BYLUH,
pPO34uMH, no 5 r abo
no15ry
NnacTUKOBOMY
cnakoHi, no 1
cnakoHy B
KapTOHHIN kopobLi

nn
"rMEOEKC"

Ykpaina

TOB "Apnimen”

Pecnybnika
BipmeHia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHKM Wwopo
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHUX
npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiANOBiganbHOI 3a 34INCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANS 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLWo BoHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a dhapMakoHarnsag.
Hitova pepakuis: MN'yaseHko AHApIn
OnekcaHaposud. MponoHoBaHa pepakuis:
InaToBa Mupocnasa FOpiiBHa. 3MiHa KOHTaKTHMX
[AaHnX YNOBHOBAaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHoi 3a dhapMakoHarnsg

3a
peuernmom

UA/15962/01/01

160.

O®EB®

Kancynu m sk no
100 mr, no 10
kancyn y énicrepi;
no 6 Gnictepis y
KapTOHHIN ynakoBUj

BepiHrep
IHrenbxanv
IHTEepHeLHN

mMBEX

HimeuumH
a

MepBuHHE
(6nicTepu) Ta
BTOPWHHE
nakyBaHHs1,
MapKyBaHHS1,
KOHTPOMb SIKOCTI,
KOHTPOMb AKOCTI
3a NOKa3HUKOM
MikpobionoriyHa
yucToTa Ta BUMycK
cepin nikapcbKoro
3acoby: bepiHrep
IHrenbxanv
dapma MM6X i
Ko.KI", HimeuunHa;
Bupo6HuuTBO,

HimeyumHa

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb JONOMiKHMX
peyoBuH. 3MiHa napameTpiB cneuudikaLlin
Ta/abo [onyCcTUMUX MeX A 4ONOMDKHOI
PeYOBUHM (BUITyHEHHS 3i crnieumdikauii
He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
rnokasHukay))

BunyuyeHHs TectoBoro napametpy "JyxHicTb"
(Alkalinity) 3i cneumdikauii (processing aid
denatured Ethanol) arigHo moHorpadii Ph. Eur.
Etanol 96 %. 3miHu | Tvny - 3miHuM 3 AKocTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
[OOMOMDXHMX peqyoBUH. 3MiHa napameTpiB
cneumdikauii Ta/abo JonycTMMmMx Mex ansi
[OOMOMDKHOI PEYOBUHM (BUMYYEHHS 3i

3a
peuernmom

UA/16115/01/01




157 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynakoBka Ta cneumdikauii He3Ha4YHOro NokasHvka
KOHTPOMb SKOCTI (ranpwvknag 3acTapinoro nokasHuka)).
(3a BUKIOYEHHAM BunyyeHHs TecToBoro napametpy "3aranbHa
MikpoGionoriyHoi kucnoTHicT" (Total acid) 3i cneundikauii
YMCTOTU) Kancyn (processing aid denatured Ethanol) 3rigHo
bulk (He moHorpadii Ph. Eur Etanol 96 %. 3minu | Tuny -
po3dacoBaHoi 3MiHM 3 AkocTi. FoTOBMIA Nikapcbkuii 3aci6.
npoaykuii): KoHTponb A0NOMDKHMX pevoBUH. 3MiHa
KaTtaneHt napameTpiB cneuudikadin Ta/abo gonyctummnx
HimeuumHa MeX ANs OOMOMiXKHOI pe4OBUHU (BONOBHEHHS
E6epbax 'm6X, cneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIAHUM
HimeuyumHa; MeToAoM BUNpobyBaHHS). [logaBaHHS HOBOTO
AnbTepHaTuBHa TecToBoro napameTpy «KucnotHicTb abo
nabopatopia ans nyxHictb» (Acidity or Alkalinity) Ao cneundikauii
NpoBeAeHHs (processing aid denatured Ethanol), wo6
KOHTPOSIO AKOCTI 3aMiHUTW ABa TECTU «NYXHICTb» i «3aranbHy
(32 BMKIMOYEHHSIM KUCIMOTHICTbY» Ha OOWH EOUHWUIA TECT
Mikpo6ionoriyHoi «KucnotHictb abo nyxHicts" (Acidity or
yncToTu): A eHp Alkalinity). Kputepin npunHaTHocTi: «30 ppm,
Em WTABTECT expressed as acetic acid» 3rigHo MoHorpadii
Jlabop dyp Ph. Eur. 10.0 Etanol 96 %.
AHaniTuK yHa
Crabinitatcnpydy
Hr FMBX,
HimeyumnHa;
AnbTepHaTuBHa
nabopatopis ans
npoBeaeHHs
KOHTPOMIO SKOCTi
MikpobionoriyHoi
ynctotu: CI'C
IHCTUTYT
PpeseHiyc Mv6X,
HimeuumHa; Jlabop
J1C CE eHg Ko. KT,
HimeyunHa
161.| O®EB® Kancynu m sk no BepiHrep HimeuunH MepBuHHE HimeuunHa BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a UA/16115/01/02
150 mr, no 10 IHrenbxanm a (briictepu) Ta 3MiHn | Tuny - 3MiHK 3 gKocTi. FoToBMI peuernmom
Kancyn y énictepi; IHTepHeLHn BTOPUHHE nikapcbkuii 3aci6. KoHTpornb JoNOMiXHMX
no 6 Gnictepis y 6X nakyBaHHs, peyoBuH. 3MiHa napameTpiB cneuudgikadli
KapTOHHIl ynakoBuj MapKyBaHHS, Ta/abo [onyCTUMUX MEX A11S AONOMIKHOT

KOHTPOb SKOCTI,
KOHTPOMb AKOCTI
3a NoKasHUKOM
MikpobionoriyHa
yucToTa Ta BUMycK
cepil nikapcbkoro
3acoby: bepiHrep
IHrenbxanm
Papma MEX i
Ko.KI', Himevy4unHa;

peYoBUHM (BUNYyYeHHS 3i cneumdikauii
He3Ha4yHOro nokasHuka (Hanpuknag 3actapinoro
nokasHuka))

BunyueHHs TectoBoro napametpy "NyxHicTb"
(Alkalinity) 3i cneumdikauii (processing aid
denatured Ethanol) srigHo moHorpadii Ph. Eur.
Etanol 96 %. 3minu | Tuny - 3miHu 3 AKocTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
OOMOMDKHMX pevyoBUH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTMMmUX MeX anst




158 [TponoBkeHHs nonaTka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BupobHuLTBO, [OMOMIDKHOI PEYOBUHM (BUIYYEHHS 3i
yrnakoBka Ta cneumdikauii HE3Ha4YHOro NokasHuka
KOHTPOMb SIKOCTI (Hanpwvknag 3acTapinoro nokasHuka)).
(3a BUKIOYEHHAM BunyyeHHs TecToBoro napametpy "3aranbHa
mikpobionoriyHoT kucnoTHicTe" (Total acid) 3i cneuudikauii
YMCTOTU) Kancyn (processing aid denatured Ethanol) 3rigHo
bulk (He moHorpadii Ph. Eur Etanol 96 %. 3minu | Tuny -
po3dacoBaHoi 3MmiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
npoaykuiv): KoHTposb JOMOMKHUX peqoBUH. 3MiHa
KaTtaneHt napameTpiB cneuudikadin Ta/abo gonyctTummx
Himeuumna MeX AN OMOMIXKHOI pEYOBUHY (ZONOBHEHHSI
E6Gepbax Mm6X, cneumdikawii HOBMM NOKa3HMKOM 3 BignoBigHUM
HimeuyuumHa; MeToAoM BUNpobyBaHHS). [logaBaHHS HOBOTO
AnbTepHaTuBHa TecToBOro napameTpy «KncnotHictb abo
nabopatopis gns nyxHictb» (Acidity or Alkalinity) oo cneumdikauii
NpoBeAeHHs (processing aid denatured Ethanol), w06
KOHTPOMIO SKOCTI 3aMiHUTK Ba TECTU «IYXKHICTbY» i «3aranbHy
(3a BUKITOYEHHSAM KUCMOTHICTb» Ha OAWH EAVHUIA TeCT
Mikpo6ionoriyHoi «KucnotHictb abo nyxHicts" (Acidity or
ynctotn): A eHp Alkalinity). KpuTepin npunHaTHocTi: «30 ppm,
Ewm LUTABTECT expressed as acetic acid» 3rigHo moHorpadii
Jlabop dyp Ph. Eur. 10.0 Etanol 96 %.
AHanITvK yHa
Crabinitatcnpydy
Hr FMBX,
HimeuuuHa;
AnbTepHaTMBHa
nabopatopis ans
npoBeAeHHs
KOHTPOIO SIKOCTi
Mikpob6ionoriyHoi
uncrotu: CI'C
IHCTUTYT
PpeseHiyc Mv6X,
HimewuunHa; Jlabop
J1C CE eHg Ko. KT,
HimeyunHa
162.| NAKNITAKCEN KOHLleHTpaT ans Akkopp, Monblwa BupobHuuTBO IHgis/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/13924/01/01
AKKOPO pPO34nHy Ans Xenckea roToBOro Benvka 3MiHuM | TUNY - AOMIHICTPaTUBHI 3MiHW. peuenmom
iHdpy3in, 6 mr/mn; no Moncka Cn. nikapcbKkoro Bputanis/ Buny4yeHHs1 BUpOGHWYOI AinbHULI (BKNOYaK4K
5 mn (30 mr), no 3.0.0. 3acoby, ITanis/ OinbHuui gna A®I, npomixkHoro npogykty abo
16,7 mn (100 wmr), no BUPOGHULTBO YropuuHa/ roTOBOrO fikapcbkoro 3acoby, AinbHULi Anst
50 mn (300 mr) y bulk, nepBuHHe Monbwa NpoBeAEHHS NaKyBaHHsi, BUPOOHWKa,
cdnakoHi; no 1 nakyBaHH4, BiZNOBIgANbLHOro 3a BUNYCK Cepin, Micue
dnakoHy y BTOPUHHE npoBeEHHS1 KOHTPOIIO cepii) abo
KapTOHHiI kopobui nakyBaHHs, noctavanbHUKa BMXi4HOrO MaTtepiany, peareHTy
KOHTPOSb SIKOCTi ab0 JONOMIDKHOI PEYOBUHM (SIKLLIO 3a3HAYEHO Y
cepii: [0CbE) BUINYYEHHS1 BUPOBHMYOT AinbHULI-ACTPOH
IHTac Pesbopu Nimiten, Benvka bputaHis,

dapmackioTikans
Nimiten, IHaia

BiAMOBIAANbHOI 3@ KOHTPOMb SKOCTi Cepini.
BanuwarTtbest BUpobHuku: ®apmasanig Jita.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BTopuHHe
nakyBaHHsi:
Akkopa Xenckea
Nimiten, Benuka
Bputanis
BignosiganbHui
3a BUNyCK cepii:
Akkopa Xenckea
Nimiten, Benuka
BputaHia
BrpobHuuTBO
roToBOro
nikapcbKoro
3acoby, nepBuHHE
Ta BTOpPWHHE
nakyBaHHs1,
KOHTPOMb SKOCTI
cepil
(anbTepHaTUBHUIA
BUPOBHMK):
IHTac
dapmachbioTikanc
Nimiten, IHaisa
KoHTponb siKocTi
cepint:
JIABAHANI3IC
C.P.J1, Itanis
KoHTponb fkocTi
cepin:
dapmasanig J17a.
Mikpo6ionoriuHa
naboparopis,
YropwuHa
BignosiganbHui
3a BUMYCK cepii:
Akkopp Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
Monbwa

MikpobionoriyHa naboparopisi, YropLimHa;
JlabAnanisic C.p.n, Itanisi, BignosigansHi 3a
KOHTPOSb SKOCTi cepin

163.

NAHALON
EKCTPA

TabneTku, BKpUTI
o6oroHKot; no 12
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHiI kopobLyi

XaneoH HOK
Tpenginr
Nimiten

Benuka
BputaHisa

makcoCmiTKnanH
[HaHrapsaH
Timiten

Ipnangis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHM | Tuny - 3MmiHn 3 sikocTi. CepTuddikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponeiicbkint dapmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocTi EBponeichkii hapmakonei: ans
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMLTBI ADl; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BigNoOBIgHOCTI €Bponewnchbkin dapmakonei) -

6e3
peuenma

UA/2691/01/01
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HoBwuin cepTudikat Big HOBOro BUpo6HMKa
(3amiHa abo JOMNOBHEHHS).
[MopaHHA HoBOroO cepTudikaTa BignoBiAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2003-
027 - Rev 03 gns gitoyoi peyosuHmn Caffeine Big
HoBoOro BnpobHuka Shandong Xinhua
Pharmaceutical Co., Ltd, China. 3miHn | Tuny -
3MiHn 3 sxocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBiaHOCTI €BpONENChbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHOro cepTudikarta BignosigHocTi abo
BUNYyYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXiQHOro martepiany/peareHTy/npoMiKHOIO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona oonomixkHOT peyoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewicbkin hapmakoner) -
HoBwuin cepTudikat Big HOBOro BUpoGHMKa
(3amiHa abo gonoBHeHHS). MNogaHHs HOBOrO
cepTudgikaTa BignoBigHOCTi €BpoNenchbKii
capmakonei Ne R1-CEP 2002-020 - Rev 09 ans
nitoyoi peyoBuHU Paracetamol Big HoBOro
Bupo6Huka FARMSON PHARMACEUTICAL
GUJARAT PRIVATE LIMITED, India. 3miHu |
Tmny - 3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkinn dapmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHoCTi €Bponenchkii hapmakonei: ons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI ADIl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichbkin hapmakoner) -
OHoBneHun ceptudikaT Bif yke 3aTBepaXeHOro
BMpOGHUWKa. MNogaHHst oHoBNEHOro cepTudikata
BignoBigHOCTI €Bponeincoki papmakonei Ne R1-
CEP 2002-214-Rev 04 (3atBepaxeHo R1-CEP
2002-214-Rev 03) ans gitoyoi pevyoBuHU
Paracetamol Big Bxe 3aTBepakeHOro BUpobHuKa
NOVACYL (WUXI) PHARMACEUTICAL CO.,
LTD., China, y 38’3Ky 3i 3MiHOIO HanMcaHHsi
appecu BUpobHuka AdI, dbakTuyHe micue
pO3TallyBaHHSA He 3MiHIOETbCS. [litoua peaakuis:
Novacyl (Wuxi) Pharmaceutical Co., Ltd. 8
Guang Shi Xi Road. China-214 185 Wuxi,
Jiangsu Province. NponoHoBaHa pegakuisi:
NOVACYL (WUXI) PHARMACEUTICAL CO.,
LTD. 16, Guangshi Road, Meijing Village,
Luoshe Town, Huishan District
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China-214 185 Wuxi, Jiangsu Province
164.| MAPA®Y3IB PO34UnH ANS iHDY3IN, dapma Moptyrani C.M. ITanisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/17329/01/01
no 10 mr/mn, no 100 Baapisi A dapmaveyTiyvi 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom | nidnsieae
Mn y donakori, no 10 | IHTepHauioH C.P.JL nikapcbkui 3aci6. Cuctema
drakoHiB y an (obl) KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
KapTOHHIN ynakoBLj MopTtyranis, PO3Mipy YNakoBKW rOTOBOIO Nikapcbkoro 3acoby
tOHin. Naa. (BUMYYEHHS yNnakoBKu NEBHOMO po3Mipy) -
Buny4eHHs ynakoBKkv NeBHOro po3mipy
(BUNYy4YeHHS po3mipy ynakoBku: no 50 mny
cnakoHi, no 1 abo 10 crakoHiB y KAPTOHHIN
ynakosui; no 100 mn y cpriakoHi, no 1 cprnakony y
KapTOHHI ynakoBLi), ¥ 3B'AA3Ky 3 MApKETUHIOBOIO
NoniTUKOK KoMnaHii. 3MiHM BHeceHo A0
IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoska"
(BUNYYEHHS YNakoBKN NEBHOMO PO3Mipy), SK
Hacnigok, 3MiHM BHeceHo 4o po3ginis "Cnocid
3acTocyBaHHa Ta gosn”, "[itn" 3 BignosigHUMmn
3MiHaMu B TEKCTi MapKyBaHHS! ynaKkoBKu
nikapcbKkoro 3coby
165.| NAPALUETAMO | cupon, 120 mr/5 mn My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/2514/01/01
nona giten no 50 mn y dnakoHi aKuioHepHe aKuioHepHe 3MiHn | Tuny - 3MiHn 3 sKocTi. FoToBuN peuenma
cknsiHoMy abo TOBapUCTBO TOBapuUCTBO nikapcbkuii 3aci6. KoHTponb 4ONOMiIKHUX
nonimepHomy; no 1 "HaykoBo- "HaykoBo- peyoBuH. 3MiHa napameTpiB cneuudikaLi
¢nakoHy pa3om 3 BUPOOHMYMI BUPOBHWYMIN Ta/abo [onyCTMMUX MEX A11S AONOMIKHOT
[[03yBarnbHO LeHTp LeHTp peYoBUHM (BUITyHEHHS 3i cnieumndikauii
TOXKOI B Mavuj; no "BopLuariscb "BopLuariBcbkui He3Ha4HOro nokasHuka (Hanpuknag 3actapinoro
100 mn y donakoHi KWUI XimiKO- XiMiKO- NoKasHuKa)).
cknsiHoMy abo y dapmaueBT apmaLeBTUYHNIA BunyueHHs i3 cneumdikauii 4ONOMiKHOT
HaHui nonimepHii; NYHUIA 3aBog" peyoBUHU ApoMaTnsaTop ManvHOBUA NOKa3HUKa
no 1 dnakoHy abo 3aeog” "Baxkki meTanu" (apceH, CBUHeLpb, KaaMmil, pTyTb,
6aHui pa3om 3 MiAb, LUMHK).
[03yBarnbHO
JTIOXKOK B nayi
166.| NMEP'ETA® KOHLieHTparT Anis TOB «Pou Ykpaina BrpobHuuTBO Himeuumna/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/13062/01/01
PO34nHYy Ans YkpaiHa» Hepo3adpacoBaHoI LLisenuapis 3MiHu | TUnYy - 3miHK 3 skocTi. API. peuenmom
iHdpysin no 420 npoaykuii, BupobHuuTteo. 3miHn BUNpobyBaHb abo
Mr/14 mn; no 14 mn nepBUHHE [OnyCTMMMUX MeX Y npoueci BupobHuutea Adl,
y dnakoHi; no 1 nakyBaHHs, LLI0 BCTaHOBIEHI y cneuudikauisx (BUny4YeHHs
dnakoHy y BUNpPoByBaHHs HeCyTTEBOro BUNpobyBaHHs1) - BunyyeHHs

KapTOHHiI kopobLyi

KOHTPOIHO SIKOCTI:

Pow [iarHocTtuke

'm6X, HimevuuHa;
BTopuHHe

nakyBaHHs, BUMyCK

cepii:

. XodpdpmaHH-T4
Pouw NTa,
LLiBenuapis

HecyTTeBoro BunpobysaHHs MNJ1P nentocnipu B
npoLieci BUpOGHMLTBA Ait040i pevoBUHU, Ta SIK
Hacnigok 3amiHv fo po3sainy Bupobhuku A®IL, a
came BuAaneHHs y BUPOOHMKIB Ailo40i pe4oBUHM
Genentech, USA (South San Francisco),
Genentech ,USA (Oceanside), Roche
Diagnostics GmbH, Germany dyHkuii «MNP
nenTocnipy Ans BUNpobyBaHHS B NpoLeci
BMPOGHMLUTBa». BBEAEHHS 3MiH MpOTSirom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS; * 3MiHuM | Tuny -
3MmiHu 3 sikocTi. A®l. BUpobHULTBO. 3MiHK
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BMNpoByBaHb abo JOMYCTUMUX MEX Y NMPOLEC

BMpOGHMUTBa AQDI, L0 BCTAHOBIEHI Y
crneumgikalisx (BUny4eHHs HeCYTTEBOIO
BUNPoOyBaHHS) - Buny4eHHs HecyTTEBOIO
BMNPOBYBaHHSI Ha NapBOBIpPYC rPU3yHIiB B
npoveci BUpobHMUTBA Aito40i pe4OBUHM
(sampling performed 48 hours prior to harvest).
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKEHHST; 3MiHM | TUNy - 3MiHM 3 AKOCTiI.
ADI. BupobHuuTBo. 3MiHN BUNpobyBaHb abo
[OMyCTUMUX MeX Yy npoueci BupobHuutea AdI,
LLIO BCTAHOBIEHI y crneumdikaLisax (BUiy4YeHHs
HeCcyTTeBOro BUNpobyBaHHs1) - BunyyeHHs
HecyTTeBoro BunpobysaHHs IE-HPLC ans
nokasHuka «4Yuctota» B npoueci BUpobHuuTea y
nyni 10KD (CON10KDPL), 3actocoBaHe nig 4ac
BMPOGHMLTBA NepTy3ymaby.

BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHSI; 3MiHM | TUNy - 3MiHM 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo gonycTMMmUX Mex,
BU3Ha4YeHunX y cneumdikauisx Ha Adl, abo
BUXiAHVMN/MPOMDKHUI NpOAyKT/pearexT, Lo
BMKOPVCTOBYOTbCS Y npoueci BupobHuutea AdI
(3BY)X€HHS ONYCTUMUX MEX, BU3HAYEHUX Y
cneundikauii) - 3BykeHHs1 Mex crieumdikaLii
A®I onsa nokasHuka «bakTepianbHi
eHaoTokeuHn» 3 < 8 EU/ml go < 1,8 EU/m.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepOKeHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikauiv Ta/abo gonycTUMUX MeX,
BM3HaYeHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXXHWI NpoayKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea API
(oonoBHeHHSA cneumdikalii HOBUM NOKA3HUKOM
SIKOCTi Ta BigNoBiAHMM METOAOM BUNPOBYBaHHS)

- DopaBaHHs nokasHnka NGHC (4,0 %CPA)
metogom CE-SDS (reduced) ona napameTpy
«Hunctota» cneuudpikauii APl npu BUnycky.
BBepneHHs 3MiH NpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
AQ®I. KoHTponb ADI. 3miHa y napameTpax
crneundikaui Ta/abo gonycTMMMUX Mex,

BM3Ha4eHuX y cneuudikauisx Ha AdI, abo

BUXiAHWA/NPOMiXXHWIA NpoayKT/peareHT, Lo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
(BUNYYEHHST HE3HAYHOTO MOKA3HMKA AKOCTI
(Hanpvknag BUNYYEHHS 3acTapinoro nokasHuka))
- BupaneHHs nokasHuka LMWS meTtogom SE-

HPLC ans napametpy «YucToTtay 3i
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cneungikauii A®| npu Bunycky Ta NpoTsirom
TepMiHy npugaTHocTi. BBeaeHHs 3MiH npoTarom
6-TK MicAauiB nicnsa 3aTBepAXeHHst; 3MiHn | Tuny -
3MmiHn 3 akocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo gonyctummnx
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo
BUXIOHWI/MPOMIDKHWUIA NpOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y NpoLeci BupobHuuTea Ad|
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTi
(Hanpuknag BUNyYeHHSs 3acTapinoro nokasHuka))
- BuganenHs HecyTtTeBoro napametpy No New
Peaks>0,2% metogom CE-SDS (reduced) 3i
crneungikauii A®l. BBeaeHHs 3MiH npoTsirom 6-
TV MicsILiB Micnsi 3aTBepKEHHS; 3MiHu | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb AP, 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHuX y crneumndikauisx Ha A®l, abo
BUXIOHWI/MPOMIDKHWUIA NpOOYKT/peareHT, LWo
BUKOPUCTOBYIOTLCS Y Npoleci BupobHuutea AdI
(iHwWi 3miHn) - 3amiHa meToay CE-LIF Ha meTop
posnoginy rnikaHy metogom 2-AB HILIC-UPLC 3
HOPMYBaHHSIM B cneumdikaLii 4ito4oi pe4oBmHU
nepTy3ymab cymu adpykosunioBaHHs: 1,8-6,8%;
G2F:<5,0% i M5:<3,0%. BeegeHHsi 3miH
NPOTArom 6-T MicALIB NiCNS 3aTBEPOXKEHHS;
3miHu | Trny - 3miHm 3 gkocTi. A®Pl. KoHTponb
A®I. 3miHa y napameTpax cneuudikadi Ta/abo
OOMYyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisx
Ha A®I, abo BMXiAHWUIN/MPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BUpobHmuTea AP (iHwwi 3MiHK) -
HopasaHHa meTtopy CE-SDS (non-reduced) ans
KoHTpornto AD| Ta BigNoBigHNX NOKa3HUKIB
cneuudikauii A®l Main Peak (kputepii
npuiHATHOCTI 294,8% CPA) Ta Sum of LMW
(kpuTepii npunHATHOCTI <4,4% CPA). BBegeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
AQ®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo oNycTUMUX MEX,
BM3Ha4eHuX y cneuudikauisx Ha AdI, abo
BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, Wo
BMKOPUCTOBYIOTLCS Y npoLleci BupobHuutea AdI
(iHwi 3miHn) - loaaBaHHA MeToay KoHTponto AdI
IE-HPLC Ta BignoBigHNX Noka3HWKIB
cneuudikauii A®l Main Peak 263,0%, Acidic
region £26,0%, Basic Region £19,0%. BeeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBepKEHHST; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsa APl abo BMXigHOrO
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maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETLCS y Npoueci BUpobHuutea Ad|
(iHWi 3mMiHK y MeTodax BUNPOOYyBaHHSA
(Bkntovatoum 3amiHy abo gonoBHeHHs ) APl abo
BVXiAHOro/NpoMmipKHOrO NpPoAyKTy) - [loaaBaHHsA
anbTepHaTtmsHoro metogy MNJIP B peansHoMy
Yyaci Ansa BU3Ha4YeHHs Mikonnasmu nig vyac
BMpOBHMYoro npouecy A®l. BeeaeHHst aMmiH
NpOTArom 6-Tu MicsLB NiCNs 3aTBEPOYKEHHS;
3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I. 3viHa y meToaax BunpobysaHHa ADIl abo
BUXiZHOrO MaTepiany/npomMixXHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea AP (iHWwi 3MiHKN Y
MeTofdax BUNpobyBaHHS (BKMOYaUM 3aMiHy
abo gonoBHeHHs1) ADI abo
BVXiAHOro/NpOMIDKHOrO MPOAYKTY) - 3amiHa
NOTOYHOTO IHAMKATOPHOrO METOAY BUSIBNEHHS
napBOBIpYCY rPU3yHiB Ha OCHOBI KNiTUH (324K
assay) i TpaguuinHoro metoay MNJIP Ha
BUSBMEHHA NapBOBipycy rpuayHis metogom MJIP
y peanbHoMy Yaci B npoueci BupobHuutea AdI.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS; 3MiHM | Tuny - 3MiHM 3 AKOCTI.
ADI. KoHTponb AdI. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOrO
maTepiany/npoMixxHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTopax BUNpobyBaHHS
(Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BWXiAHOro/NpomixKHOro NpoaykTy) - [logaBaHHs
iMyHOTYpOigMmeTpr4HOro Metoay Ans
BM3HAYEHHSI KOHLEHTpaLii (TUTPY) NPOAYKTY SIK
anbTepHaTVBHOIO MeToAy A0 NOTOYHOro MeToay
KOHLIeHTpaLii (TUTpy) NpoayKTy Ha ocHosi BEPX
B npoueci BupobHuutea AdI.
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa A®| abo BuxigHOro
marepiany/npoMiXXHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeToadax BUNPOByBaHHsI
(Bkrtoyatoum 3amiHy abo gonoBHeHHs) AD| abo
BVXiAHOrO/NMPOMiXKHOrO MPOAYKTY) - BBeAeHHs
aBTOMaTU30BaHOro NiYMbHUKA KOMOHIW B SIKOCTI
anbTepaHTVBHOIO MeTOAY A0 NOTOYHOro MeToay
Bi3yanbHOro 34nTyBaHHS AN TECTYBaHHS
GioHaBaHTaxeHHs B npoteci BupobHuutea AdI.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
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A®I. KoHTponb A®I. 3miHa y meTogax

BMNpobyBaHHs APl abo BuxigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuuTea AdD|

(iHWi 3MiHM y MeTofax BUNPOByBaHHsI
(Bkntovatoum 3amiHy abo gonoBHeHHs ) APl abo
BUXiZHOTO/NPOMIXKHOrO NPoaykTy) - BBEAeHHs
aBTOMAaTU30BaHOro NiYMIbHUKA KOMOHIN B SIKOCTI
anbTepaHTVBHOrO MeToAy A0 NOTOYHOro MeTody
Bi3yanbHOro 34nTyBaHHS ANS TECTYBaHHS
OioHaBaHTaXXEHHS A4S aKTUBHOIT PEYOBMHM Mig
yac Bunycky. BeegeHHsa 3miH npoTtarom 6-tn
MicsuiB nicns saatBepakeHHs:; 3MiHu | Tuny -
3miHu 3 akocTi. A®l. KonTponb A®l. 3miHa y
MeTodax BunpobysaHHss APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNpoOyBaHHS
(Bkntoyatoum 3amiHy abo gonoBHeHHs) APl abo
BVXiAHOro/NPOMIDKHOrO MPOAYKTY) - 3amiHa
npoweaypu TeCTyBaHHsI TPUNTUHHOTO
kapTyBaHHsi Ha Lys-C Peptide Map, wo
BUKOPUCTOBYETBLCS AN ineHTudiKkaLii gitodoi
peyoBUHY NepTy3ymab. BBegeHHst 3aMiH
NPOTArom 6-T MicALIB NiCNS 3aTBEPOXKEHHS;
3miHu | Trny - 3miHm 3 gkocTi. A®Pl. KoHTponb
A®I. 3miHa y MeToax BunpobyBaHHs ADI abo
BMXigHOro Matepiany/npoMixHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTea ADI (iHWi 3MiHK Yy
MeToaax BUNpobyBaHHS (BKMOYAKUM 3aMiHy
abo ponoBHeHHSA) ADI abo
BMXiQHOro/NMpomixkHoro npoaykTy) - OHOBMEHHSsI
KBanidikauinHoro nigxoay cTaHA4apTHOro 3pasky,
L0 0BYMOBIEHO HEODXIAHICTIO Y3roAXXeHHS i3
3anporoHOBaHNMMN 3MiHaMU 0 CUCTEMM
KOHTporto. [laHa 3MiHa BHOCUTLCS B paMKax
OHOBJIEHHS1 CUCTEMU KOHTPOSO sikocTi J13,
METOH AKOi € 3abe3neyYeHHs1 HanexHoro
KOHTpOMto aTpmbyTiB sIKOCTi Ta NigTpUMKa
NOTOYHUX rany3eBux cTaHaapTiB. BBeaeHHs 3amiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOKEHHS;
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOOHULTBI. 3MiHM
BunNpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIEHMX Y cneuundikauisx, nig yac
BMPOBHMLUTBA FOTOBOIO NiKapCbKoro 3acody
(mopaBaHHSA HOBOro MeToAy BUNPOOYBaHHSA Ta
OONyCTUMKX MeX) - [loaaBaHHs
aBTOMATM30BAHOIO MiYNSIbHUKA KOJOHIN K

aAlTbTEPHATUBHOIO 34UTYBaHHA OO NOTOYHOro
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Bi3yanbHOro 34nTyBaHHS NS TECTYBaHHS
GioHaBaHTaXeHHs B NpoLeci BUpobHUMTBA
roToBOro NpoAykTy. BBeaeHHs 3MiH npoTsrom 6-
TV MicsiLiB nicnsi 3aTBepoKeHHs; 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBWI Nikapcbkuii 3acib.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
ME>X rOTOBOTO NMikapCbKOro 3acoby (3BY>KEeHHsI
[OMYCTUMUX MeX) - 3BY)KEHHSI MeX crieumdikaLii
'N13 3a noka3HukoM «bakTepianbHi
eHpoTokeuHny 3 < 8 EU/ml go < 1.8 EU/m.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHSI; 3MiHM | TUNy - 3MiHM 3 SKOCTI.
["oToBMI Nikapcbkuin 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa napameTpis
cneundikauii Ta/abo 4oNyCTUMMUX MEX FrOTOBOrO
nikapcbKoro 3acoby (3BY>XeHHS AOMYyCTUMUX
MeX) - 3BY>KEHHSI KpUTEPIiB NPUAHATHOCTI ans
nokasHuka «4Yumcrtota» metogom lIO-BEPX (IE-
HPLC) B cneuundikaLii roToBoro npogykTy.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHST; 3MiHM | TUNy - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkui 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BMIyYeHHS HE3HAYHOTO
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
TaKoro sk 3anax Ta cMak, abo ineHTudikauis
6apBHUKIB 4/ cMakoBKx J00aBoK)) - BuaaneHHs
nokasHuka LMWS metogom SE-HPLC ans
napameTpy «4Yuctota» 3i cneumdikauii MN3.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaLii Ta/abo JoNyCTUMMX MEX FrOTOBOro
nikapcbkoro 3acoby (iHwi 3miHn) - logaBaHHsA
meTtogy «Yuctota» CE-SDS (non-reduced) Ta
BigNOBIgHMX Noka3HUKiB cneuudikadii Main Peak
Ta Sum of LMW. BBeaeHHs1 3MiH npoTsirom 6-Tu
MicauiB nicns 3aaTBepmkeHHs:; 3MiHu | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nnikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MEX FOTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHK) -
3amiHa BUNpobyBaHHS Ha HEBUAMMI YacTKM 3
USP <788> Ha BunpobyBaHHs 3a USP <787>, a
TaKOX 3BY>KEHHS KpUTEPIiB MPUAHATHOCTI.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3MiHM 3 AKOCTI.

["oToBMI nikapcbknii 3acib. KoHTpornb rotoBoro
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nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauiv Ta/abo 4ONYCTUMMX MEX rOTOBOrO
nikapcbkoro 3acoby (iHwi 3amiHM) - 3amiHa
meTogy «O6’em, L0 BUTAraeTbCSA» NPU BUMYCKY
Ha noka3Huk « O6EM B KOHTENHEPI» 3 KOHTPOMO
B npoLeci BUpobHuLTBa. Brmorn cneundikauii
OHOBJEHO Bifg «MiH 14.0 Mn/dpnakoH» ao
«Bignosigae». [logaeTbcs NpumiTKa B
cneundikauii M3 «Bignosiaae», BU3Ha4aeTbCsl
sk 0GEM 3aNOBHEHHS (3a Baro) y peadynbraTax
KOHTPOMIO B MpoLeci BUPOOHUMTBA, LU0
BignoBsigae mexi Aji. BeeaeHHsa 3miH NnpoTtarom 6-
TV MicsiLiB nicnst 3aTBepKEHHS; 3MiHK | Tuny -
3MmiHM 3 skocTi. FoTOBMI Nikapcbkuii 3aci6.
KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSI rOTOBOIO NikapCbKOro
3acoby (iHwWwi 3MiHM y meTogax BunpobysaHb
(BKntoYaoum 3amiHy abo JOMNOBHEHHS)) - 3amiHa
npowenypu TeCTyBaHHsI TPUNTUYHOTO
KapTyBaHHs Ha Lys-C Peptide Map, wo
BUKOPUCTOBYETBLCA ANS iAeHTUdiKauil roToBOro
npoaykTty. BeegeHHsa 3MiH npoTtarom 6-tn
MicsuiB nicns 3aTBepoKeHHs:; 3MiHm | Tuny -
3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPobyBaHHS roTOBOIO NiKapCbKOro
3acoby (iHwWi 3MiHW y MmeTodax BUNpobyBaHb
(Bkntoyaroum 3amiHy abo JONOBHEHHS)) - 3aMiHa
BMNPOOYBaHHSA Ha NPOHWKHEHHSI 6apBHUKa,
BUNPOOYBaHHSAM Ha BUTIK renito Ans nokasHuka
«UinicHicTb repmeTu3auii KOHTENHepa roToBoro
NpPOAYKTY», WO BU3HAYaETLCSA Mpu
BUNpobyBaHHsxX cTabinbHocTi [T13. BBeaeHHs
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3mMiHM y MeTopax BunpobyBaHb
(Bkntovaroum 3amiHy abo JONOBHEHHS)) - 3aMiHa
npoueanypv BunpobysaHHs 113 Ha «Buanmi
YacTKM» AaHUMW NPO NMPUAHATHY MEXY SIKOCTI
(AQL) 3 meTot0 BinobpaxkeHHs1 AaHOi iHdbopmaLlii
B cneuudikaLii KOHTPOIIO NiKapCcbKoro 3acoby.
BunpobyBaHHsi NpoBOAUTLCS 3rigHO
Ph.Eur.2.9.20 abo anbTepHaTUBHO MOXe ByTu
BUKOPUCTaHUI MigXoXui npunag. BeeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBepKEHHST; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
["oToBMI nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
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PeecmpauyitiHa npoyedypa

Kpaina Bupo6bHuk

3asieHUKa

®Popma sunycky 3asieHuK

(nikapcbka ¢ghopma,
ynakoeka)

Ne Haszea
n/n JNliKapcbKo20

3acoby
BMNPOGYBaHHSA rOTOBOTO fiKAPCLKOro 3acoby

(iHWwi 3miHM y MeToaax BunpobyBaHb
(BKNtOYaO4YM 3aMiHy abo JOMOBHEHHS)) -
[lonaBaHHA anbTepHaTMBHOIO METOAY KOHTPOIO
nokasHuka M3 «CTepunbHICTb» 3a 4OMOMOror
cuctemu Celsis (MeTog MeMbpaHHoi dinbTpauii
Ha OCHOBI pocTy 3 AT®-3anexxHUM 34NTyBaHHSAM
GiontoMiHicueHUiT). BBegeHHst 3MiH npoTsirom 6-
TV MicsiLiB nicnst 3aTBepKEHHS; 3MiHu | Tuny -

3MiHM 3 AkocTi. F0TOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3miHa y TepMiHax NnpuaaTHOCTI
abo ymoBax 36epiraHHsi roTOBOrO NikapCbKoro

3acoby (3miHa y 3aTBepAXeHOMY NPOTOKOi
cTabinbHocTi) - OHOBNEHHS 3aTBEPAXEHOrO
npoTokony ctabinsbHocTi [T13 3 meToto
Y3rO[KEHHS 3 OHOBIIEHHSIM CUCTEMU KOHTPOIO
nikapcbkoro 3acoby. BeeaeHHst 3MiH MpoTArom
6-TK MicAauiB nicnsa 3aTBepAXeHHs; 3MiHn | Tuny -

3MiHn 3 skocTi. ADI. KoHTponb AdI. 3miHa y

meTofax BunpobysaHHa A®l abo BuxigHoro
maTepiany/npoMixXHOro NPoAYKTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|

(iHWi 3MiHM y MeTogdax BUNpobyBaHHs
(Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BVXiQHOro/NpoMmi>kHOro NpoayKkTy) - BBegeHHs
anbTepHaTUBHOrO MeToay koHTponto ADI ans
nokasHuka «BwmicTt 6inka» - metogy Y® kyToBoi
cnekTpockonii. BBegeHHs 3MiH NpoTsarom 6-tu

MicauiB nicns 3aaTBepmkeHHs:; 3MiHu | Tuny -

3MmiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPobyBaHHS roTOBOrO NiKapCbKOro

3acoby (iHwWi 3MiHW y MeTodax BUNpobyBaHb

(Bkntoyaro4mn 3amiHy abo JONOBHEHHS)) -
BBeaeHHs anbTepHaTMBHOIO METOAY KOHTPOMO
N3 gns nokasHuka «BmicT Ginka» - metogy Yo
KyTOBOI cnekTpockonii. BBeAeHHs 3MiH npoTarom
6-TK MicsUiB nicnsa 3aTBepOXKEHHS

3a

UA/13062/01/01

167.

NEP'E€TA®

KOHLeHTpaT Ans
pO34KHyY Ans
iHdpysin no 420
Mr/14 mn; no 14 mn
y dnakoHi; no 1
dnakoHy y
KapTOHHiI kopobui

TOB «Pouu YkpaiHa

YkpaiHa»

Bupo6HuuTBO
Hepo3adhacoBaHoI

npoaykuii,

nepBuHHe

nakyBaHHs1,
BUNpobyBaHHsA
KOHTPOIMIO SIKOCTI:
Pow [iarHocTuke
'm6X, HimevuuHa;
BTopuHHe
nakyBaHHs, BUNYCK
cepii:

Himeuuunna/
LLisevuapis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | TNy - 3miHm 3 sikocTi. ADI. KoHTponb
A®I|. 3wiHa y MmeTogax BunpobyBaHHA APl abo
BMXigHOro MaTtepiany/npoMixxHoro
NpoAYyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npotieci BUpobHmuTBa AP (iHWi 3MiHK Y
mMeToAax BUNPobyBaHHS (BKNOYaoun 3amiHy
abo gonoBHeHHs1) AP| abo
BVXiAHOro/NPOMIDKHOrO MPOAYKTY) - 3amiHa
icHytouoro metoay (cpnyopecueHTHUI
MiLenspHuUiA aHani3) Ha HoBui meTog (BEPX-
ELSD) gnsa Bu3HaveHHs BMicTy nonicopbaty 20

d.XodpdpmaHH-I15

6e3 3miHu kpuTepiiB NpuHsTHOCTI. (To replace

peuernmom
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Pow Jitg, the Fluorescent Micelle Assay with high-
LLsevinapisa

performance liquid chromatography with
evaporative light scattering detector (HPLC-
ELSD) for the measurement of Polysorbate 20
content used in the manufacturing process of the
active substance.) BBegeHHs 3MiH npoTsirom 6
MicsuiB nicns saatBepmkeHHs:; 3MiHum | Tuny -
3MiHu 3 sikocTi. A®l. BupobHuuTteo. 3miHa
BUPOBHMKA BUXIOHOTO/MPOMIDKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMpo6HM4omy npoueci A®l, abo 3miHa
BMpoGHMKa (BKMOYatoum, e HeobxigHo, Micue
NpoBeAeHHs1 KOHTponto akocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignoBigHocCTi
€BponeickKii hapmMakonei y 3aTBepaKeHoMy
[0Cbe)(3MiHN 40 3axoniB, NOB'A3aHMX 3
KoHTpornem A®I, abo goaaBaHHA AiNbHWLI, Ae
NPOBOANTLCS KOHTPONL/BUNPOBYBaHHS cepii) -
[onaBaHHA byHKUiT LWLOAO0 NpoBeAEHHA
«TECTYBaHHS Ha HasBHICTb BipycCiB Ta
MiKonnasmu B npoueci BUpobHULTBa» Ha BXxe
3apeecTpoBaHin AinbHUUi BUpobHuuyTea AdI -
Pow [iarHocTtnka Mm6X, MNeH3bepr, HimevunHa.
BBegeHHst 3MiH npoTsirom 6 micauis nicns
3aTBepOKeHHs; 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. (iHLWi 3MiHW) - BHECEHHs HacTynHMX
pefakuinHMX 3MiH, WO He 3MiHIoITb 3MIiCT
BiANOBIgHWX PO3AinNiB:
Reorganising information related to CQA
assessment and risk ranking and filtering (RRF)
tool.
- Updating Module 3.2.A.1
- Facilities and Equipment - Vacaville.
- Moving the finished product batch numbering
system from Module 3.S.2.2 to 3.2.P.3.3.
- Clarification and simplification of
responsibilities in Module 3.S.2.1.
- Updating Module 3.2.P.8.2 with no change to
protocol or acceptance criteria.

- Removing the Post-Approval Lifecycle
Management (PALM) plan from CTD lifecycle as
it was previously removed during Initial
Marketing Authorisation Application (Sequence
006).

BBeneHHs 3miH npoTsarom 6 micsAuiB nicns
3aTBEPOKEHHST;
3MmiHu | TUny - AOMiHICTPaTMBHI 3MiHW.
BunyyeHHs BUpOGHMYOT AinbHULI (BKITIOYaO4n
ainbHULi anst ADI, npomixxHoro npogykty abo
roTOBOrO fikapcbKoro 3acoby, AinbHULi Ans

npoBefeHHA NakyBaHHA, BVIpO6HVIKa,
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BiANOBIgaNbLHOIo 3a BUMNYCK Cepin, Micue
npoBeAeHHs KOHTpoto cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTepiany, peareHTty
abo O0MNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
pocbe) - BupaneHHsi BupobHuka APl Roche
Singapore Technical Operations Pte Ltd
BiANOBIgaNbHOro 3a TECTYBaHHS Ha Bipycu Ta
Mikonnasmy. BBegeHHs1 3miH npoTarom 6 micsauis
nicnsa 3aTBepAXeHHst; 3miHu Il Tuny - 3miHn 3
sKocTi. [oToBMI Nikapcbkuii 3acib. besneka
CTOPOHHIX areHTiB. OHOBNEHHS iHdopmaLlii
"OujiHka 6e3nekn CTOPOHHIX areHTiB" (po3ain
3.2.A.2) (eTanu BMpPOGHULTBA, SKi
AOCTiIKYI0TbCA BriepLue Woao ogHoro abo
OinbLUe CTOPOHHIX areHTiB) - OHOBNEHHS
iHdopMauii "OuiHka 6e3nekn CTOPOHHIX areHTiB"
(po3gin 3.2.A.); eTanu BMpobHULTBA, SKi
OOCTimKyTbCS BriepLue Wwoao ogHoro abo
OinbLUe CTOPOHHIX areHTiB, a came
BifOOpaXKeHHs HOBMX JOCNIMKEHDb Ta OLLIHKN
BipYCHOrO KnipeHcy B 3B’si3Ky 3 BBEAEHHSIM
Bepcii 2.0 npouecy BMpobHULTBA Aitoyoi
peyoBuHU. BBegeHHs 3MiH NpoTsirom 6 Micsiuis
nicnsi 3aTBepgXeHHs:; 3MiHn Il Tuny - 3miHn 3
sikocTi. A®I. KonTtponb A®I. 3miHa y napameTpax
crneundikaLiv Ta/abo JonycTUMUX MeX,
BM3HaYeHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXXHWIA NpodyKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSH Y npoLeci BupobHuutea AdI
(3MiHa no3a Mexamu 3aTBEPPKEHOIO Aiana3oHy
y cneuudikauii Ha A®I) - 3miHa no3a mexamu
3aTBEpKEHOrO AianasoHy cneumdikauii Ha AdI,
a came nepernsag BU3HavYeHHs Anst cymu
adyKO3UMBaHHSA Ta Aianas3oHy KpUTepiis
NPUNHATHOCTI Ta A04AaBaHHA 40 NporpaMum
MOHITOPUHry aHani3y 6inka knituHu-xassiHa (To
change the definition of sum of afucosylation and
its specification range limits from 1.8 % - 6.8 %
to 2.5 % - 8.0 % in the specification of the active
substance and to add host-cell protein assay to
monitoring program)

BBeneHHs 3miH npoTsarom 6 micsAuiB nicns
3aTBepakeHHst; 3miHu Il Tuny - 3miHKM 3 siKocTi.
A®|. BupobHuuTtBo. 3MiHM B npoLeci
BMPOGHMLUTBa ADI (3MiHa CTOCYETLCS aKTUBHOI
peyvoBMHM GionoriyHoro/iMyHomnoriyHoro
noxoakeHHs abo BMKopucTaHHA XiMiyHUX APl y
BUPOBHMUTBI Nikapcbkoro 3acoby
6ionori4Horo/iMyHOMNOri4HOro NOXOAXKEHHS, sika
MOXe MaTu 3HAYHUI BNMB Ha SKICTb, 6e3neky
Ta epeKTMBHICTb Nikapcbkoro 3acoby, i He
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CTOCY€ETbCS MPOTOKOIY) - BNPOBaAXKEHHS
npouecy BUpoGHMUTBa cybcTaHLii nikapcbkoro
3acoby Bepcii 2.0 Ta HacTynHi CynpoBigHI 3MiHK:
- New two-tiered cell banking system of master
cell bank (MCB) and working cell bank (WCB)
derived from the same fundamental biological
source (CHO-K1) and with an identical antibody
coding sequence;
- Updated cell culture, harvest, and purification
process to accommodate the increased product
mass and update to the current marketing
authorisation holder's monoclonal antibody
platform process employing state-of-the-art
technology;
- Minor updates to the critical quality attributes
(CQA) assessment including incorporation of
v2.0 process-relevant stress models.
BBegeHHst 3MiH npoTsirom 6 micauis nicns
3aTBEPAKEHHS
168.| NMIPUOOKCUH- PO34MH AN iH'eKLN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/5420/01/01
OAPHUUA 50 mr/mn "dapmaueBT "papmaueBTnYHa 3Mminn | TMny - 3MiHK 3 aKocTi. FoToBUIA peuenmom
(BITAMIH B6- no 1 mn B amnyni, nyHa cipma dipma "OapHuus" nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
OAPHULA) no 5 amnyny "NapHuug” po3mipy cepii (BkrtoYa4mn gianasoH po3Mipy
KOHTYPHIlA cepii) rotoBoro nikapcbkoro 3acoby (36inbLeHHs
YapyHKOBIN 0o 10 pasiB NOpIiBHSHO i3 3aTBEPAKEHUM
ynakoBLi; no 2 po3mipoM) BBeAieHHS AofaTkoBoro ob'emy cepii
KOHTYPHi YapyHKOBI Bupo6HuUTBa 113 600 n (600 TKC. amn.) B
yNakoBKW B Maui [OOMOBHEHHS 0 BXE 3aTBEPAXEHUX PO3MipiB
cepivi: (110 n (110 Tnc. amn.), 220 n (220 TnC.
amn.), 330 n (330 Tuc. amn.), 400 n (400 TuC.
amn.), 500 n (500 Tnc. amn.)).
169.| MPIOPUKC™ / niodpinizat gna "makcoCwmit Benvka nakcoCmiTKnanH Beneris BHECEHHS1 3MiH JO peeCcTpaLiiHUX maTepianis: 3a UA/13694/01/01
PRIORIX™ PO34nHYy Ans KnsanH BpuTaHis Bionogxikans C.A. 3MiHn |l Tuny - 3miHn 3 sikocTi. ADI. peuenmom
KOMBIHOBAH iH'ekuin; 1 Ekcnopt BupobHuuTBO. 3MiHM B npoLeci BUpobHuUTBa
A BAKLUUHA MOHOJ030BUIN Timiteq AQI (3miHa CTOCYETLCA aKTMBHOI PEYOBUHM
ansa dnakoH (1 gosa) 3 Gionori4Horo/iMyHoMnoriYHoro nNoxoaxeHHs abo
NPO®INAKTUK | niodinizatom y BMKOPUCTaHHS XiMiyHMx AD| y BUpoBHMLTBI
N KOPY, KOMMIEKTi 3 nikapcbKoro 3acoby
EMNIAQEMIYHOI PO34MHHMKOM (BOAA 6ionori4Horo/iMyHOMNOriYHOro NOXOAXKEHHS, sika
O NAPOTUTY ans iH'ekuin) y MOXe MaTu 3HaYHUWI BMNMB Ha sIKiCTb, 6e3neky
TA KPACHYXU nonepegHeo Ta eheKTMBHICTb nikapcbkoro 3acoby, i He
HanoBHEHOMY CTOCY€ETbCS MPOTOKOMY). 3aMiHa TPUMNCUHY

wnpuui Ta gBoma
rornkamu B KapTOHHIl
kopo6ui; 100
MOHO030BWX (1
[03a) onakoHiB 3
niodpinizatom y
KOMMNIEKTI 3
PO3YMHHUKOM (BOAA
ans iH'ekuin) B

TBapWHHOTO MOXOMKEHHS (porcine trypsin)
(pTrypsin) Ha TPUMNCKH, OTPUMaHWI 3a
aonomMoroto TexHonorii pekoMbiHaHTHoi [HK
(rTrypsin) Ans BUpoBOHULTBA NPOMIXKHOIO
NPOAYKTY OAHOBANEHTHOro NapaTuTy
(Monovalent Mumps Bulk) Ha BUpoGHWyiin
AinbHWUi B M. Mapbypr, HimeuunHa.
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Ne
n/n

Haszea

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

amnynax Ne 100 B
oKpeMin ynakosuj; 1
MYnNbTWUA030BUIN
cnakoH (2 nosu) 3
niodinizatom y
KOMMIEKTi 3
PO34YMHHMKOM (BOAa
ans iH'ekuin) B
amnyni; no 100 wTyk
cbnakoHiB Ta amnyn
B OKpEMMX Kopobkax

170.

NPIOPUKC™ /
PRIORIX™
KOMBIHOBAH
A BAKLUMHA

ans

NPODITAKTUK
N KOPY,
ENIAEMIMHOI
O NAPOTUTY
TA KPACHYXU

nioginisat anga
PO34mMHY Ans
iH'ekuin; 1
MOHOO030BUI
cdnakoH (1 nosa) 3
niodiniaatom y
KOMMIEKTi 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) y
nonepeaHL0
HanoBHEHOMY
Lwnpuui Ta ABoMa
rofikamu B KapTOHHiIN
kopo6ui; 100
MOHOA030BWX (1
[03a) onakoHiB 3
niodpinizatom y
KOMMIEKTi 3
PO34MHHMKOM (BOAA
ans iH'ekuin) B
amnynax Ne 100 B
oKpeMin ynakosu; 1
MYnbTUA030BUM
dnakoH (2 gosn) 3
niodpinizatom y
KOMMIEeKTi 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) B
amnyni; no 100 wTyk
dnakoHiB Ta amnyn
B OKpEMMX kopobkax

"makcoCwmit
KnanH
Ekcnopt
Nimiten

Benuka
BpuTtaHia

"nakcoCmiTKnanH
Bionogxikans C.A.

Benbria

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3akynoproBanbHuii 3acio. 3miHa y
MeToAax BUNpobyBaHHSA NEPBUHHOI YNaKOBKM
rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeTogax BMNpobyBaHb (BKMOYaro4mn 3amiHy abo
[ofaBaHHs)).
3amiHa meToay KOHTPOMIO ANS BUSHa4YeHHSA
KiNbKOCTi CUMikoHY Ha NOBEpPXHi 'yMOBMX NPOGOK
cnakoHiB 3 metogy Pyp'e-14-cnekTpockonis
(FTIR) y po3uuHi, ekctparoBaHoMy 3 Npobok 3a
[0NoMOoroto xnopodopmy, Ha MeTog,
CUNIKOHOBOTO NornuHaHHs (SILA), skuii
BUKOHY€ETbCS 6e3nocepefHbO Ha ryMOBMX
npobkax. KpuTepii NpURHATHOCTI 3anuLwakTbes
6e3 3MiH.

3a
peuernmom

UA/13694/01/01

171.

MPOMONICY
HACTOMKA

HacTomnka no 25 mny
cdnakoHi; no 1
dnakoHy y nayui 3
KapTOHY; No 25 Mny
dnakoHi

AT
"BITAMIHN"

YkpaiHa

AT "BITAMIHN"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMI
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MiKapCbKoro 3acoby (36inbLUeHHs
TEepMiHy NpuaaTHOCTI FOTOBOrO NikapCbKoro
3acoby) - [1nsi ToproBoi ynakoBKu
(niaTBEPAKYETHCS AAHMMMN pearbHOro Yyacy)
36inblLUeHHs TepMiHY NpuAaTHOCTI rOTOBOIO

6e3
peuenma

nidnsieae

UA/5422/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

nikapcbKkoro 3acoby Ha OCHOBI MO3UTUBHKX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCHIAXEHb
ctabanbHOCTi y peanbHoOMy yaci: 3aTBepa)XeHo:
TepMmiH NpyaaTHOCTI.
2 poku. 3anponoHoBaHo: TepMiH npuaaTHoCTi. 3
poku. 3MiHM BHeceHi 4o po3ainis "TepMiH
npuaaTHoCTI" IHCTPYKUIT ANs MeanyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby Ta KopoTKol
XapaKTepuCTKKK Nnikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 3-X MicsALiB Nicnsi 3aTBEPOXKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi
roTOBOro MikapcbKoro 3acoby (3miHa y
3aTBEepAKEHOMY MPOTOKOsi cTabinbHocTi). 3MiHa
y 3aTBEpAXEHOMY NPOTOKONi cTabinbHOCTI,
LLIOA0 NEPIOANYHOCTI 34INCHEHHST KOHTPOIIO Mig
yac BMBYEHHS CTabiNbHOCTI, 3 BiANOBiAHNMMN
3MiHamu B p. 3.2.P.8. CTabinbHicTb.
3aTBepaxeHo: MNpoToKon BUBYEHHS
ctabinbHocTi. YmoBu: (25+2) °C, (60+5%) RH
YactoTa: 1 pa3 B 3 MicAUi B NepLummn pik
36epiraHHs, 1 pa3 B 6 micauiB B Apyrvii pik
36epiraHHs. 3anponoHoBaHo: [MpoTokon
BMBYEHHS cTabinbHocTi. YMoBu: (25+2) °C,
(60+5%) RH YacTtoTa: 1 pa3s B 1 pik y nepLumn
pik 36epiraHHs1, 1 pa3 B 6 MicauiB Ha Apyruin pik
36epiraHHsi, 1 pa3 B TPETIl pik 36epiraHHs.
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3MmiHK). 3MiHKM BHeceHi o po3aainis "Mo6ivHi
peakuii” woao nosigomMneHs Npo nobiyHi peakwii
B iHCTPYKLUiT ANsi MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ta KOpOTKiii xapakTepucTui
nikapcbkoro 3acoby, a Takox go posginy "Oitn"
(pepakTopchbki NpaBKun) KOPOTKOI
XapakTepucTuku. BeegeHHs 3MiH npoTaroM 3-x
MicsLB Micnsi 3aTBEPOXKEHHS.

172.

APONoO®O0n
POM®APM

eMynbCia ans
iH'ekuin Ta iHdysin,
10 mr/mn, no 20 mn
Y CKISAHOMY ChNaKoHi
3 r'yMOBOI0 Npo6koto
Ta KOBMAaYKoOM TUMy

EnEnCi
Pomdapm
KomnaHi
Ihxopoxus

[pysis

K.T. POM®APM
KOMMAHI C.P.1.,
PymyHis
(npuroTyBaHHs
PO34MHY, PO3NUB Yy
cbrakoHu, KiHLeBa

PymyHis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS1 Ta iHCTpYKLUii Ans
MeAMYHOro 3aCTOCYBaHHS

dnin-odd, no 5 cTepunisauis; reHepu4HUX/ribpuaHnx/GionodibHUX nikapcbkux
drakoHiB y KOHTPOSb SIKOCTI 3acobiB nicns BHECEHHS TiEl caMoi 3MiHU Ha
KapTOHHIN navi BUXIOHWX pedepeHTHUI NpenaparT (3MiHa He NoTpebye
marepianis, Ha[laHHS )XOHUX HOBWX AOAATKOBUX AaHUX).
NPOMIDKHOrO Ta 3MiHM BHECEHO [0 iHCTPYKUii Ans MeaM4Horo
KiHLLEBOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ainu:
nNpoayKTiB, "®apmakonorivHi BnactusocTi", "B3aemogis 3

3a
peuernmom

He
nidnsieae

UA/19634/01/01
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

sionycky

yeaHHs*

peecmpauyiliHo2o
noceid4yeHHs1

BTOPUHHE
nakyBaHHs1,
KOHTPOJSIb SIKOCTi
Ta BUMycK cepii)

iHLWIMMM nikapcbknumm 3acobamm Ta iHWi BUAan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHsa rpygat”, "3gatHicTb BnnvBaTu Ha
LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTPaAHCNOPTOM abo iHWKMMK MexaHismamn",
"Cnocib 3actocyBaHHsa Ta go3u", "Oitn"
(yTo4HeHHs iHdopmalii), "MepenodyBaHHA"
BignoBigHo [0 iHbopMaLii LWogo MeguyHoro
3acToCyBaHHs pedepeHTHOro nikapcbkoro
3acoby (AUTMPUBAH, emynbcia ans iHdys3in).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.
3MiHun | Tuny - 3MiHM Wwopo
6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK). 3MiHN BHECEHO A0 IHCTPYKUiT ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuii” Woa0 BaXINBOCTI
3BiTyBaHHsI Npo NobiyHi peakuii.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

UA/3348/01/01

173.

NPOTEKOH®

TabneTtkn, BKPUTI
obornoHkoto, in bulk:
no 2500 TabneTok y
nakeTax y kopobui 3
rocppokapToHy

OPTAHOCHU
H
NAN®CAEH
CU3 (Ed
3ETI)

OAE

EBepTomxeH
Jland CaeHcuns
Nimiteq, IHajs;
Cara
JlandpcaeHcns
Nimiten, IHaia

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntoyaro4umn 3amiHy abo JONOBHEHHS))
YAOCKOHANEHHS 3aTBEPIKEHOI aHaniTUYHOT
MeTOAMKMN 3a NOKa3HWKOM «PO3YMHEHHS» Ans
Lit0Y0i pevoBMHM FAoKo3aMiHy cynbdary, Wo
NOB’A3aHO 3 YTOYHEHHSAM YMOB MPOBEAEHHS
BMNPOOYBaHHSA Ta NPUroTyBaHHA PO3YMHIB.
KpuTtepii npuiHATHOCTI ANs nokasHuka
«Po3unHeHHs» ons ailoyoi peyoBuHU
rmoKko3amiHy cynbary 3anuiaTbes
He3MiHHUMUK. 3MiHu | Tuny - 3MiHKM 3 sKoCTi.

["oToBMI nikapcbkuii 3acib. KOHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meToaax
BUNPOBYBaHHS rOTOBOrO Nikapcbkoro 3acoby
(iHwWi 3miHM y MeTopax BunpobyBaHb
(Bkntoyar4mn 3amiHy abo JONOBHEHHS))
YAOCKOHAaneHHs 3aTBepAXeHOoi aHaniTM4Hoi
METOAUKN 3a NOKa3HUKOM «3anuLLKOBI KiNlbKOCTI
OpraHiYHMX PO34YMHHUKIBY», LLIO NOB’A3aHO 3
YTOYHEHHSIM MPUroTyBaHHS BUNPOGOBYBaHOMO
PO34MHY, @ TAKOX KOPUTYBaHHAM YMOB
npuaaTHOCTI XpoMaTorpadiyHoi cucTemm.
KpuTtepii npuiHATHOCTI ANs nokasHuka
«3anuLKoBi KiNbKOCTi OPraHiqHNX PO34YUHHWMKIBY

3anuLaTbCsl He3MiHHUMU. 3MiHu | Tuny - 3MiHK
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3 sikocCTi. F0TOBMIA Nikapcbkuin 3aci6. KoHTpornb
roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOyBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEeHNX MeTodax
BUNPODYBaHHS1) yAOCKOHANEHHS 3aTBEPOXEHOI
aHaniTM4Hoi MeToaukn «PO34YnHEHHSA» Ons
Lit0Y40T peYOBMHN XOHOPOITUHY CcynbdaTy
HaTpito, Lo MOB’sI3aHO 3 YTOYHEHHSAM YMOB
npoBefeHHs BUNpobyBaHHs Ta NigTBEPOXKYETLCS
3BiTOM 3 Banigauii aHaniTM4HoT MEeToANKMN.
KpuTepii npUMHATHOCTI AN NOKa3HMKa
«P0O34MHeHHs» 4nsa Oiloyoi pedoBuHN
XOHAPOITMHY cynbdaTy HaTpilo 3anuwarTbCa
HE3MIHHUMW.

174.

NPOTEKOH®

TabneTtkn, BKPUTI
o6ornoHkoto, no 10
Tabnetok y bnictepi;
no 3 Gnictepn y
nayui 3 KapToHy; Mo
10 Tabretok y
Gnictepi; no 3
Grictepn y nayui 3
KapTOHy; No 3 nayku
y nayui 3 KapToOHy;
no 30, 60 a6o 120
Tabnetok y
KOHTeWHepax; no 1
KOHTeWHepy B navui
3 KapTOHY

OPrAHOCH

H
NAMSCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH
JNand CaeHcus
Nimitea, IHais;
Cara
TNandcaeHcus
Nimiten, IHaisa

IHgia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BUNPOBYBaHHS rOTOBOIO NikapcbKoro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BKNtoYa4uM 3amiHy abo JONOBHEHHS))
YOOCKOHaNEHHS 3aTBEPAXKEHOT aHani TUYHOT
MeTOAMKM 3a NOKA3HWMKOM «PO3YMHEHHS» Anst
Lir0Y0T pevoBMHM FoKO3aMiHy cynbdary, Wo
NoB’AA3aHO 3 YTOYHEHHSIM YMOB NPOBEAEHHS
BUNPOOYBaHHSA Ta NPUroTyBaHHSA PO3YMHIB.
KpuTtepii npuiHATHOCTI ANs nokasHuka
«Po3unHeHHsA» ons aitoyoi peyoBuHU
rMoKO3aMiHy Ccyrnbdary 3anuarTbes
He3MiHHUMUK. 3MiHu | Tuny - 3MiHKM 3 sKoCTi.

"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BUNPOBYBaHHS rOTOBOrO Nikapcbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkrroyaro4mn 3amiHy abo JONOBHEHHS))
YAOCKOHAaneHHs 3aTBepMKeHOoi aHaniTM4Hoi
METOAMKM 33 NMOKA3HUKOM «3amnuLLKOBI KinlbKOCTi
OpraHiYHMX PO3YMHHMKIBY, LLIO NMOB’sI3aHO 3
YTOYHEHHSIM MPUroTyBaHHS BUNPOGOBYBaHOMO
PO34MHY, @ TaKOX KOpPUryBaHHSM yMOB
npuaaTHOCTI XxpomaTorpadiyHoi cucremu.
Kputepii npuiHATHOCTI ANs nokasHuka
«3anuLUKoBI KiNbKOCTi OpraHiYHNX PO34YUHHUKIBY
3annwaTbCa HE3MIHHUMU. 3MiHu | Tuny - 3MiHK
3 gKkocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOro fnikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKEHUX MeToAax
BUNPODYBaHHS1) yAOCKOHANEHHS 3aTBEPaXEHOI
aHaniTM4HoI MeToaukn «Po3uynHeHHs» ansa
[ilo401 pevYoBMHU XOHAPOITUHY cynbdaty

6e3
peuenma

UA/3347/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HaTpilo, WO NOB’A3aHO 3 YTOYHEHHAM YMOB
npoBeaeHHs BUNpobyBaHHSA Ta NigTBEPOKYETLCS
3BiTOM 3 Banigalii aHaniTM4HoT MeToaNKN.
KpuTepii npuiHATHOCTI ANs nokasHuka
«Po3unHeHHs» ons aitoyoi peyoBuHU
XOHAPOITUHY CynbdaTy HaTpilo 3anuLWaTbCS
HE3MIHHUMW.
175.| NIPOTEKOH® TabneTku, BKPUTI OPIrAHOCHU OAE EBepTOomKeH IHgis BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: bes UA/3347/01/01
obonoHkoto, no 10 H Jland CaeHcus 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenma
Tabnetok y 6nictepi; | NAMGCAEH Nimiteq, IHais; nikapcbkuii 3aci6. KoHTponb rotoBoro
no 3 6nictepn y CN3 (ED Cara nikapcbkoro 3acoby. 3miHa y meTtogax
naywi 3 KapToHy; No 3ET ) TNandcaeHcus BMNPOOYBaHHS rOTOBOrO MikapcbKkoro 3acoby
10 TabneTok y Nimiteq, IHaia (iHWi 3miHM y MeTofax BunpobyBaHb
GnicTepi; no 3 (Bkrroyaro4mn 3amiHy abo JONOBHEHHS))
Grictepn y nayui 3 YyOOCKOHanNeHHsa MeToaukn «laeHtudikauis.
KapTOHy; No 3 nayku TapTpasuH», Lo NOB’si3aHa i3 yTOYHEHHSM YMOB
y nayui 3 KapTOHY; NpoBeAEHHS BUNPODByBaHHSA Ta NPUroTyBaHHSA
no 30, 60 a6o 120 PO34MHIB BigNOBIAHO A0 3BiTY 3 Banigauii.
Tabnetok y KpuTepii NpUNHATHOCTI NS NokasHuka
KOHTeWHepax; no 1 «laeHTudikauia. TapTpasvH» 3anuarTbes
KOHTENHepY B nayui HE3MIHHUMM.
3 KapTOHY
176.| MPOTEKOH® TabneTkn, BKpUTI OPrAHOCU OAE EBepTomkeH IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - UA/3348/01/01
obonoHkoto, in bulk: H Nawid CaeHcus 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
no 2500 TabneTok y NANSCAEH Timiten, IHais; nikapcbkuii 3aci6. KoHTpornb rotoBoro
nakeTax y kopobui 3 CU3 (ED Cara nikapcbkoro 3acoby. 3miHa y meTtogax
ropokapToHy 3ET ) INandpcaeHcus BUNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
Nimiten, IHais (iHwWi 3miHM y meTopax BunpobyBaHb
(Bkrtoyaro4mn 3amiHy abo JONOBHEHHS))
YAOCKOHareHHs MeToankn «lgeHtudikauis.
TapTpasuH», L0 NOB’sA3aHa i3 YTOYHEHHAM YMOB
NpoOBeAEHHS BUNPODOYBaHHSA Ta NPUroTyBaHHSA
PO34MHIB BiANOBIAHO OO 3BITY 3 Banigauii.
KpuTtepii npuiHATHOCTI ANs nokasHuka
«laeHTudikauia. TapTpasvH» 3anuarTbes
HE3MIHHUMW.
177.| PE®AKTO A® niodinisat ans Mdbanszep CLA BMPOBHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15929/01/02
po34nHy Ans Eny.Ci.Ni. nioginizaTy 3a Himeuunna 3MiHM | Tuny - AgMiHicTpaTVBHI 3MiHK. 3MiHa peuernmom
iH"ekuin no 500 MO, Kopnopeww NOBHUM LIMKMOM; HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA
1 donakoH 3 H KOHTPOSb SIKOCTi (BnacHuka peecTpauiiHoro nocBigveHHst). 3miHa

niodinizatom y
KOMMAEKTi 3 1
nonepeaHLo
HamnoBHEHMM
LINPULIOM 3
PO3YMHHUKOM Mo 4
M1 (HaTpito xrnopwva,
(9 mr/mn), BOAA Anst

PO34UMHHWMKA (OKpIM
[OCNIMKEHHS cnnn
TepTH NOPLUHS),
BTOPUHHE
nakyBaHHs
PO34YMHHMKA Y
Habip 3
npenapaTom;

iH ekuin), 1 BianoBiganbHWn
afjantepom Ans 3a BUMYCK cepii:
dnakoHy, 1 Baet ®apma C.A.,

agpecun 3adaBHUKa
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
CUCTEMOI Ans IcnaHisa
iHdpyaii, 2 anbTepHaTUBHa
TamrnoHamu 3i nabopatopis gns
cnupTom, 1 TeCTyBaHHs
nnactupem Ta 1 npenapary 3a
MapreBoto NMoKa3HUKOM

NOAYLLEYKOIO B
KapTOHHiIl kopobuyj;
abo 1 chnakoH 3
nioginizatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHUM
LINpULIOM 3
PO34YMHHMKOM Mo 4
Mn (HaTpito xnopua
(9 mr/mn), BOga onsa
iH ekuin), 1
apganTepom ansi
dnakory, 1
cucTemoto ans
iHya3ii, 2
TamnoHamu 3i
cnupTtom, 1
nnactupem Ta 1
MapneBo
NoAYyLLEYKOI B
KapTOHHiI kopobui

"CTepunbHICcTb":
Na6opaTopis
Biona6, C.11.,

Icnanis
BMPOBHMLTBO
PO34YMHHNKKA B

Lwnpuuax,

KOHTPOMb SKOCTI
PO3YMHHUKA:

Bettep dapma-

®epTuryHr M'moX &
Ko. KI', HimevunHa
BUPOBHMLTBO
PO3YMHHWMKA B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO34MHHMKA (OKpIM
LOCTiopKeHHs
repMeTUYHOCTI):
Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimevunHa
BidyanbHun
KOHTPO~b
PO34YMHHUKA,
KOHTPOMb SKOCTI
PO34MHHWMKA (OKpIM
LOCTiopKEeHHs
repMeTUYHOCTI,
cunu TepTa
NOPLUHS):
Bettep ®apma-
®epTturyrr 'moX &
Ko. KI', HimevyunHa
BidyanbHuUn
KOHTPOSb
PO34YMHHUKA,

KOHTPOJb SIKOCTI
PO3YMHHUKA
(mocnigxeHHs

repMeTUYHOCTI,
cunu TepTa

MOPLUHS)):
Bettep ®apma-
PepTuryHr F'm6X &
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ko. KI', HimeyynHa
178.| PE®AKTO A® niodinisat ansa Mdpansep CLWA BMPOBOHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15929/01/03
pPO34MHy Ang Eny.Ci.Mi. nioginizaty 3a HimevuunHa 3MiHu | TUny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom
iH ekuin no 1000 Kopnopewww NOBHUM LIMKIOM; HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA

MO, 1 cpnakoH 3
nioginizatom y
KoMnnekTi 3 1
nonepegHb0o
HanoBHEHUM
LUNPULIOM 3
PO34YMHHMKOM MO 4
Mn (HaTpito xnopua
(9 mr/mn), Boga ons
iH ekuin), 1
apganTepom Ansi
cnakoHy, 1
cucTemMoto anst
iHya3ii, 2
TamnoHamu 3i
cnvpTom, 1
nnactupem Ta 1
MapreBoto
NoayLIEeYKolo B
KapTOHHiI KOpoOLyi;
abo 1 conakoH 3
niodiniaatom y
KomnnekTi 3 1
nonepeaHL0
HarMoBHEHUM
LINpULIOM 3
PO34MHHMKOM Mo 4
M1 (HaTpito xrnopwva,
(9 mr/mn), BOAA Aonst
iH ekuin), 1
agjantepom Aans
cdnakoHy, 1
cucTemoto ans
iHdpysii, 2
TamnoHamu 3i
cnmpTom, 1
nnactipem Ta 1
MapreBot
NOAYLLEYKOIO B
KapTOHHiI kopobLyi

H

KOHTPOMb SKOCTI
PO34MHHWMKA (OKpiM
DOCHIOKEHHS CUIn

TepTH NOpLUHS),

BTOPUHHE
nakyBaHHsi
PO3YMHHUKA Y
Habip 3
npenapaTtom;

BignoBiganbHWn

3a BUMYCK cepii:
Baet ®apma C.A.,

Icnanis
anbTepHaTMBHa
nabopatopis gns
TEeCTyBaHHsI
npenapary 3a
NOoKa3HUKOM
"CTepunbHICcTb":
JlabopaTopis
Biona6, C.1.,
Icnanis
BUPOGHMLTBO
PO34YMHHIMKA B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO34YMHHUKA:

Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa

BMPOBHMLTBO
PO34YMHHIMKA B
Lwnpuuax,

KOHTPOJb SIKOCTI

PO34YMHHWMKA (OKpIM
LOCTiopKEeHHs
repMeTUYHOCTI):

Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa

Bi3yanbHuUn
KOHTpPO~b
PO3YMHHUKA,

KOHTPOMb SIKOCTI

PO34YUHHMKA (OKpIM
[OCHIoKEHHSA
repMeTUYHOCTI,

(BnacHuka peecTpauinHoro noceig4eHHs). 3MiHa
agpecu 3asBHUKa
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

cunu TepTa
NOPLUHS):
BeTttep ®apma-
depTuryHr 'moX &
Ko. KT, HimeuunHa
Bi3yanbHWUi
KOHTPO~b
PO34YMHHUKA,
KOHTPOMb SIKOCTI
PO34YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHSA)):
BeTttep dapma-
depTuryHr F'moX &
Ko. KI', HimeuynHa

179.

PE®AKTO A®

nioginisat anga
PO34mMHY Ans

iH ekuin no 2000
MO; 1 cpnakoH 3
nioginizatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHUM
LUNpULOM 3
PO34MHHMKOM Mo 4
M (HaTpito xrnopwua,
(9 mr/mn), BOga ons
iH ekuin), 1
apganTepom Ansi
dnakoHry, 1
cucTemoto ans
iHOy3il, 2
TamnoHamu 3i
cnmpTom, 1
nnactupem Ta 1
MaprieBot
NOAYLLEYKOIO B
KapTOHHiIl kopobuyj;
abo 1 dnakoH 3
niodpinizatom y
KoMnnekTi 3 1
nonepeaHL0
HanoBHEHUM
LINPpULIOM 3
PO34YMHHUKOM Nno 4
M (HaTpito xnopua,
(9 mr/mn), BOAA Anst
iH ekuin), 1
aganTepom Ansi

MNdpanzep
Eny.Ci.NMi.
Kopnopew
H

CLIA

BUPOBHMLTBO
nioginizaty 3a
MOBHUM LIUKIIOM;
KOHTPOMb SIKOCTI
PO34MHHWMKA (OKpIM
[OCNIMAKEHHS CUNn
TepTs NOpLUHS),
BTOPUHHE
nakyBaHHsi
PO34YMHHMKA Y
Habip 3
npenapaTom;
BigNoBiganbHUN
3a BMNYyCK cepii:
Baet ®apma C.A.,
Icnanis
anbTepHaTMBHa
nabopatopis ans
TeCTyBaHHs!
npenapary 3a
NMoKa3HUKOM
"CTepunbHicTb":
JlabopaTopist
Biona6, C.J1.,
Icnanis
BUPOGHULTBO
PO3YMHHIKE B
Lwnpuuax,
KOHTPOMb SIKOCTI
PO3YMHHUKA:
Bettep ®apma-
®epTuryHr NM6X &
Ko. KT, HimeuunHa
BUPOGHULITBO

Icnanis/
HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - AgmiHicTpaTUBHI 3MiHW. 3MiHa
HanmMeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTtpauiiHoro noceig4eHHst). 3miHa
agpecwu 3asiBHUKa

3a
peuernmom

UA/15929/01/04
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dnakoHy, 1 PO34YMHHIKKA B
cucTemoto Ans Lnpvuax,
iHQy3ii, 2 KOHTPOSb SIKOCTI
TamrnoHamu 3i PO34YMHHMKA (OKPIM
cnmpTom, 1 OOCNigKEHHSA
nnactmpem Ta 1 repMeTUYHOCTI):
MapreBoto BetTep ®apma-
NoJyLLEeYKolo B ®epturyHr rm6X &
KapTOHHIl kopobui Ko. KT, HimewunHa
Bi3yanbHWUi
KOHTPOIb
PO34YMHHUKA,
KOHTPOMb SIKOCTI
PO34MHHMKA (OKpIM
LOCTiopKeHHs
repMeTUYHOCTI,
cunu TepTs
NopLUHSA):
BeTttep dapma-
®epTuryHr M'moX &
Ko. KI', HimevunHa
Bi3yanbHWUi
KOHTPOIb
PO34YMHHUKA,
KOHTPOMb SIKOCTI
PO3YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHSA)):
Bettep ®apma-
®epTuryHr M'moX &
Ko. KI', HimeyynHa
180.| PE®AKTO Ad nioginisat ans Mdpanzep CLA KOHTPOMb SIKOCTI Icnanisi/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/15929/01/05
pOo34nHy Ans Eny.Ci.NMi. npu BUNYCKy cepin HimeuunHa 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenmom
iH ekuin no 3000 Kopnopew Ta npu HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
MO; 1 nonepegHbO H [LOCTioKeHHI (BnacHuka peecTpauiiHoro noceig4yeHHs). 3MiHa
HaMoBHEHWIA LLNPWL, cTabinbHocTi, afpecu 3asBHUKa
i3 niogpinizatom y MapKyBaHHS,
BEpPXHil kamepi Ta BTOPUHHE
PO34YMHHMKOM Mo 4 nakyBaHHs, BUMYCK
MY HWXKHI Kamepi, cepii:
1 wTok nopuHs, 1 Baet ®apma C.A.,
cuctema ans Icnanis
iHOy3ii, 2 TamnoHn BUPOGHULTBO

3i cnupTtom, 1
nnactup, 1 mapnesa
nogyuweyka ta 1
KOBMa4okK y
KapTOHHiI kopoOLyj;

1 nonepegHbo

nikapcbKkoro
3acoby, KOHTPOIb
AKOCTI:
Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HamnoBHEHW WNpuL, Bi3yanbHWUi
i3 niocpinizatom y KOHTPOIb
BEPXHiN kKamepi Ta nikapcbKkoro
PO34MHHMKOM Mo 4 3acoly, KOHTpOIb
MIT Y HWXHIN kamepi, AKOCTi NiKapCbKoro
1 WTOK nopHs, 1 3acoby:
cvucTemMa ans BetTep ®apma-
iHDyaii, 2 TaMnoHu ®epTuryHr MmoX &
3i cnvpTom, 1 Ko. KT, HimewunHa
nnactup, 1 mapneea Bi3yanbHWUi
nopyweyka ta 1 KOHTPOIb
KOBMa4okK y nikapcbkoro
KapTOHHIl kopobui 3acoby, KOHTPOSIb
SIKOCTi NMikapCbKOro
3acoby:
Bettep dapma-
®epTuryHr M'moX &
Ko. KI', HimevunHa
Bi3yanbHWUi
KOHTPOIb
nikapcbKoro
3acoby:
Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeyynHa
181.| PE®AKTO A® niodinisat ans Mdbanszep CLA BMPOBHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15929/01/01
PO34nHy Ans Eny.Ci.Ni. niodpinizaty 3a HimeuyunHa 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
iH ekuin no 250 MO, Kopnopeww MOBHWM LIMKITOM; HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa

1 dprakoH 3
niodpinizatom y
KOMMMeKTi 3 1
nonepeaHLo
HanoBHEHNM
LUNpULOM 3
PO34YMHHMKOM Mo 4
M (HaTpito xrnopwua,
(9 mr/mn), BOAA Aonst
iH ekuin), 1
afanTtepom Ans
dnakoHy, 1
cucTemMoto Ang
iHOy3ii, 2
TamnoHamu 3i
cnupTom, 1
nnactupem Ta 1
MapreBoto
NOAYLLEYKOI B
KapTOHHiIl kopobuyj;
abo 1 donakoH 3
niodiniaatom y
KOMMNMeKTi 3 1

H

KOHTPOMb SKOCTI
PO34MHHWMKa (OKpiM
AOCNIMKEHHSA cnnn

TepTH NOPLUHS),

BTOPWHHE
nakyBaHHs
PO34MHHUKA Y
Habip 3
npenapaTom;

BianoBiganbHUn

3a BMNYyCK cepii:
Baet ®apma C.A.,

Icnanis
anbTepHaTMBHa
nabopatopis ans
TECTyBaHHS
npenaparty 3a
MOKa3HWKOM
"CTepunbHICcTb":
JlabopaTopist
Biona6, C.11.,
Icnanis
BUPOGHULITBO

(BnacHuka peecTpaLinHoro noceig4eHHs). 3MiHa
agpecu 3asBHUKa
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nonepeaHL0 PO34YMHHIKKA B
HanoBHEHUM Lnpvuax,
LUNPULIOM 3 KOHTPOMb SIKOCTI
PO34MHHMKOM Mo 4 PO3YMHHUKA:
M1 (HaTpito xnopwa BetTep ®apma-
(9 mr/mn), BOga ons dPepTuryHr 'moX &
iH ekuin), 1 Ko. KI, HimeuunHa
aganTtepom ans BMPOBOHMLTBO
dnakoHy, 1 PO34YMHHIKKE B
cucTemMoto Ans Lnpuuax,
iHdyaii, 2 KOHTPOMb SKOCTI
TamnoHamu 3i PO34MHHMKA (OKPIM
cnupTom, 1 LOCTiopKeHHs
nnacTtvpem Ta 1 repMeTUYHOCTI):
MapreBoto BetTep dapma-
NnoAyLleyKoto B depTuryHr 'moX &
KapTOHHiN kopoOui Ko. KT, HimeuunHa
Bi3yanbHWUi
KOHTPO~b
PO3UMHHUKA,
KOHTPOMb SIKOCTI
PO34MHHWMKA (OKpIM
OOCHiMKEHHS
repMeTUYHOCTI,
cunu TepTs
NOPLUHS):
Bettep ®apma-
®epTuryHr NM6X &
Ko. KT, HimeuunHa
Bi3yanbHuUn
KOHTpPO~b
PO3UMHHUKA,
KOHTPOMb SIKOCTI
PO34MHHUKA
(BocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHSA)):
Bettep ®apma-
®epTuryHr M'M6X &
Ko. KI', HimeuynHa
182.| PUB'AAYUN pianHa opanbHa, no AT YkpaiHa AT "ly6Hncpapm" YkpaiHa BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: bes nionsizae UA/8747/01/01
Xup 50 mn a6o no 100 "Iy6Hudap 3MiHu | TUnYy - 3miHKn Wwopo peuenma
My donakoHi; rmo 1 m" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

dnakoHy B nayui 3
KapToHy; no 50 mn
abo no 100 mny
6aHuj; no 1 6aHui B
nadui 3 KapToHy

3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
Me[NYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHoO OHOBIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeectpauinHuii nepiod, abo sik pesynbtat
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
Bi4NOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
(PIP) (3MiHy y3romkeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHu BHeceHO A0 [HCTPyKLii ANg MeanyHoro
3acToCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"OcobnuBocTi 3acTocyBaHHs" Ta "Mo6iYHi
peakuii" oo 6esnekun 3acTocyBaHHS Lito4oi
peYvyoBUHM eTunosi ecipn omera-3-kucnoT
BignoBigHo 4o pekoMeHaauii PRAC. TepmiH
BBEOEHHS 3MiH NPOTSrom 6 micaui nicns
3aTBepakeHHs. CynyTHsi 3MiHa - 3MiHU Woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHb Ta yMOB
BMAayi peecTpauinHoro NoceBiavYeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHSA TEKCTY, KW NOTOMKEHUN 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM HagaHo
OHOBNEeHWN MNnaH ynpaBniHHA pu3nkaMu Bepcisi
1.1 3miHn BHeceHo Ao YacTtuH: Il "Cneumndikauis
3 6esnekn” , lll "MnaH 3 dbapmakoHarnsgy”, V"
3axogu 3 MiHimizauii pusukis", VI "Pesiome
nnaHy ynpaeniHHA pU3nKamu ansi KOKHOro
nikapcbkoro 3acoby”, VII "JogaTtkn" Ha ocHOBI
OHOBMEHOT iHdhopMaLlii 3 6e3neku gitoyoi
peyoBuHW. Pestome MnaHy ynpasniHHA
pusukamu Bepcist 1.1 gogaetbes. 3miHn | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnagy (iHwi 3miHv) 3MiHM BHECEHO
00 [HCTPYKLiT ANa MeAnUYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby Ao po3ainy "MNobivHi peakui
LLI0A0 3BiTYBaHHA Npo NobiyHi peakuii. TepmiH
BBeJEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPKEHHS

183.

PUHOCTON

crpew HasanbHUi,
nososaHuni 1,0
mr/mn, no 10 mny
nonieTuneHoBoMy
KOHTeWHepi 3
HacocoMm i3
posnunioBayem y
nadui 3 KapToHy

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemcTs
o «Cnepko
YkpaiHa»

Ykpaina

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMcTeo
«Cnepko YkpaiHa»
(noBHWUM LMKN
BUPOOHMUTBA,
BUNYCK cepii;
KOHTPOMb SKOCTi)

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS1 Ta iHCTPYKLUii Ansi
MeANYHOrO 3acTOCYBaHHS
reHepuYHMX/ribpnaHnx/GionodibHNX rikapcbKmx
3acobiB nicns BHECEHHS TiET camoi 3MiHU Ha
pecbepeHTHUIA Npenapar (3miHa He NnoTpebye
Ha[laHHS XOAHUX HOBMX J0OATKOBUX AaHWX)
3MiHU BHeCEHO [0 iHCTPYKUii Ans MeaM4Horo
3aCTOCYBaHHS MikapCcbkoro 3acoby y po3ainu:
"®apmakornorivyHi BnactueocTi”,
"MpoTtunokasaHHs", "OcobnmeocTi
3actocyBaHHs", "Mepeno3ysaHHs", "MobiyHi
peakuii" BignosigHo 4o iHbopmaLii woao
MeAMYHOrOo 3acTOCyBaHHS pedepeHTHOro

be3
peuenma

nidnsieae

UA/20110/01/01




184 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nikapcbkoro 3acoby (OTpuBIH 3 MeHTONOM Ta
eBKaninTom, cnpen HasanbHumn, gosoBanHui 0,1
%) BBeaeHHs1 3mMiH npoTarom 6-Tu micsauis nicns
3aTBEpAKEHHS
184.| PULUMHOBA onisi opanbHa; no 30 MPAT YkpaiHa BignoBiganbHWn YkpaiHa BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: bes UA/9198/01/01
oniA rabono100ry "®ITOPAPM 3a BUPOBHULITBO, 3MinHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenma
dnakoHax " nepBuHHe nikapcbkuin 3aci6. KoHTponb rotoBoro
nakyBaHHs, nikapcbkoro 3acoby (iHLWi 3MiHW) BHECEHHS
KOHTPOIb AKOCTI peaakuinHmx amiH B MKA J13: - no BCboMy TekcTy
Ta BMNYyCK cepii: CnoBo “npenapat” 3amMiHEHO Ha “nikapCbKuit
MPAT 3acib”; - 4oAAHO NOCMNAaHHA Ha Aitovy pefakuito
«DITOPAPMY, [®Y; - 3a nokasHmMkamu “Maca BMIiCTy ynakoBku”
YkpaiHa Ta “MikpobionoriyHa YnctoTa” — peaakuinHi
BignoBiganbHWn 3MiHW. 3MiHn | TUny - 3MiHK Woao
3a BUpOBOHNLTBO, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
nepBuHHE (iHWi 3MiHW) BHECEHHS 3MiH 80 po3ainy “
nakyBaHHs Ta MapkyBaHHs” MKA 113. 3aTBepakeHo:
KOHTPOSb SIKOCTi: MPAPIYHE O®OPMITEHHA YMNAKOBKU
TOB "dapma Hopaetbes. 3anponoHosaHo: MAPKYBAHHA
Yepkac", Ykpaina 3rigHO 3aTBEpPAXKEHOro TEKCTY MapKyBaHHS.
BigNoOBiganbHUN
3a BUMYCK cepii,
He BKI0Yaun
KOHTpOnb/B1Npoby
BaHHS cepil:
MPAT
"®ITOPAPM",
YkpaiHa
185.| PITOCCE® cupon, 7 mMr/mn, no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/18588/01/01
nnwow 100 mn y cnakoHi; "®apmaueBT "®PapmaLeBTUYHa 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenma
no 1 dnakoHy 3 n4yHa chipma dipma "OapHnuga" nikapcbkui 3aci6. KoHTponb AONOMDKHMX
MipHOIO MOXKOI B "NapHuug" peyoByH. 3MiHa napameTpiB cneundikaLin
navui Ta/abo [onyCTUMUX MeX A AOMOMIKHOI
peyvoBuMHM (iHLWi 3MiHK) CynyTHS 3MiHa - 3MiHK 3
sKocTi. [oToBWI nikapcbkuii 3aci6. KoHTpornb
[OOMOMiXHMX peqyoBUH. 3MiHa y MeToaax
BUNPOOYBaHHS JAOMNOMIXXHOI PEYOBUHU (HE3HAYHI
3MiHW Y 3aTBEPAXKEHNX METOAaX BUNPOGyBaHb)
BHeceHHs 3miHM 4o cneuudikauii Ta meToais
KOHTPOO Ha A0MNOMiXHY pedoBuHy Copbiton
pigkuii 3a nokasHukom «MikpobionoriyHa
YncToTa» , a caMe BUMNPaBMEHHS TEXHIYHOT
NOMUIIKU B HANUCaHHI OAVHWLb BUMIPOBaHHS
KpUTEpIito NPUAHATHOCTI MikpobionoriyHoi
4ncToTU - 3aTBepakeHo KYO/r 3amicte KYO/mn.
186.| POMA3UK TabneTkn, BKpUTI dapmanesT Monblwa dapmaLeBTUIHNUIA MonbLwa BHECEHHS 3MiH O peeCTpaLinHMX maTepianis: 3a UA/13299/01/01
NniBKOBOKO NYHUIA 3aBog 3MmiHun | TMny - 3miHm 3 sikocTi. CepTudikaT peuenmom
060noHKo, Mo 5 Mr 3aBop "Monbcapma” C. BignosigHocTi/lE-cepTudikat BianoBigHoCTI
no 10 Tabnetok y "Monbcapm A. €Bponewicbkin dapmakonei/MmoHorpadii.
Gnictepi; no 3 a"C. A MopaHHA HoBOro abo oHoBMEHOro cepTudikara

Gnictepu B

BiANoBigHOCTI abo BUNyYeHHsi cepTudikata
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KapTOHHiIl kopobui

BignoBigHOCTI €BponeWchkin dhapmakonei: ons
A®I; onsa BuxigHoOro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBReHui ceptudikat Big, y>xe 3aTBepAXeHOro
BUPOGHMKa - [MoaaHHs OHOBMNEHOro cepTudikarta
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2015-188 - Rev 02 (3aTBepaxeHo: RO-CEP
2015-188 - Rev 03) ana A®| posysactaTuHy
kanbuito MSN Laboratories Private Limited,
India. 3MiHu | Tuny - 3miHK 3 skocTi. ADI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHMX
BunpobyeaHb/nepiogy 36epiraHHst abo ymoB
36epiraHHst A®I (3a BigcyTHOCTI y
3aTBEpAKEHOMY A0Cbe cepTudpikata
BiNOBIgHOCTI €Bponewchkin hapmakonel, LWo
BKJIOYA€E nepiof, MOBTOPHOrO BUMNPOBYBaHHS)
(nepiog noBTOpHOrO BUNPOGYBaHHsA/Mepioa
36epiraHHs) - 36inbLeHHs abo BBegeHHS
nepiofy NoBTOpPHOro BMNpobyBaHHsA/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y
peanbHoMy 4aci - 36inbLueHHs nepiogy
NoBTOPHOro BUNpobyBaHHs ans Ad|
po3yBacTaTuHy kanbLito BupobHuka MSN
Laboratories Private Limited, India 3 30 micsuis
0o 60 micauis

187.

POMA3UK

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkoto, no 10
mr no 10 TabneTok y
GnicTepi; no 3
Gnictepu B
KapTOHHiI kopobLyi

dapmaresT
WNYHUIA
3aBop

"Monbcapm
a"C. A

Monbuwa

dapmaueBTUYHUIA

3aBop
"Monbcapma” C.
A

Monbuwa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponewckkin hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BiANoBiAHOCTI €Bponencoki hapmakonei: Ans
ADI; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
[OMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBReHnn cepTudikat Big, y>xe 3aTBEpAXEHOro
BUpOGHKKa - MoaaHHs oHOBMNEHOro cepTudikaTta
BignoBigHocTi €Bponeinchkii papmakonei Ne R1-
CEP 2015-188 - Rev 02 (3atBepaxeHo: RO-CEP
2015-188 - Rev 03) ans A®| posyBactaTuHy
kanbLito MSN Laboratories Private Limited,
India. 3MiHn | TMNY - 3MiHn 3 axocTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHs abo ymos
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEpAKEHOMY AOCbE cepTudpikata

3a
peuernmom

UA/13299/01/02
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BiZNOBIgHOCTI €BponeWnchkin hapmakonei, Wo
BKIIOYaE Nepios NOBTOPHOrO BUNPOGyBaHHS)
(nepio NOBTOPHOrO BUNPOGYBaHHs/Nepion,
30epiraHHs) - 36inbLeHHs abo BBegeHHS
nepiody NoBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCTIKEHb Y
peanbHOMY 4Yaci - 36inbLIeHHs nepioay
NOBTOPHOIO BMNpobyBaHHs aAns AdI
po3yBacTaTUHy KanbLito BUpobHnka MSN
Laboratories Private Limited, India 3 30 micsauis
0o 60 micsauis

188.

POMA3UK

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 20
mr no 10 TabneTok y
6nictepi; no 3
Gnictepu B
KapTOHHIl kopobui

dapmanesT
NYHUI
3aBog

"Monbdapm
a"C. A

MonbLwa

dapmaueBTUYHNIA
3aBop
"Monbgapma" C.
A.

MonbLwa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBigHOCTI abo BUny4YeHHs ceptudikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®Il; ansa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHW cepTudikaT Bif ye 3aTBepaKeHoro
BUpOGHKKa - MogaHHs oHOBMNEHOro cepTudikaTta
BiAnNoBigHOCTI €Bponencoki papmakonei Ne R1-
CEP 2015-188 - Rev 02 (3aTBepaxeHo: RO-CEP
2015-188 - Rev 03) ansa A®| posyBactaTuHy
kanbujito MSN Laboratories Private Limited,
India. 3MiHn | TMNY - 3MiHK 3 sikocTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHa abo ymos
36epiraHHa A®I (3a BigcyTHOCTI ¥
3aTBepOKEHOMY J0Cbe cepTudikata
BiZNOBIgHOCTI €Bponewnchkin hapmakonei, Wo
BKIOYa€E nepiof, MOBTOPHOrO BUMNPOBYBaHHST)
(nepiog noBTOpHOrO BUNPOGyBaHHs/nepioa,
30epiraHHs) - 36inbLeHHsa abo BBegEHHS
nepiofly NoBTOpHOro BMnpobyBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB OCHIMKEHD Y
peanbHOMy 4aci - 36inbLUeHHs nepiogy
NOBTOPHOro BUNpobyBaHHs ans Ad|
po3yBacTaTuHy kanbLito BupobHuka MSN
Laboratories Private Limited, India 3 30 micsuis
0o 60 micauis

3a
peuernmom

UA/13299/01/03

189.

POMA3UK

TabneTku, BKPUTI
NniBKOBOO
o6onoHkoto, no 40
Mmr no 10 TabneTok y
Gnictepi; no 3
Gnictepu B

dapmauesT
WNYHUIA
3aBop

"Monbdapm
a"C. A

MonbLia

dapmaueBTUIHUI
3aBopg
"Monbcapma” C.
A.

MonbLa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoigHoCTI
€Bponeiicbkinn dapmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignNoBigHOCTi abo BUnyYeHHsi cepTudikata

3a
peuernmom

UA/13299/01/04
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KapTOHHiIl kopobui

BignoBigHOCTI €BponeWchkin hapmakonei: ons
A®I; onsa BuxigHoOro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBReHui cepTudikaT Big, y>xe 3aTBepAXeHOro
BUPOGHMKa - [MoaaHHs OHOBMNEHOro cepTudikara
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2015-188 - Rev 02 (3aTBepaxeHo: RO-CEP
2015-188 - Rev 03) ana A®| posysactaTuHy
kanbuito MSN Laboratories Private Limited,
India. 3MiHu | Tuny - 3miHK 3 skocTi. ADI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHMX
BunpobyeaHb/nepiogy 36epiraHHst abo ymoB
36epiraHHst A®I (3a BigcyTHOCTI y
3aTBEpAKEHOMY A0Cbe cepTudpikata
BiNOBIgHOCTI €Bponewchkin hapmakonel, LWo
BKJIOYA€E nepiof, MOBTOPHOrO BUMNPOBYBaHHS)
(nepiog noBTOpHOrO BUNPOGYBaHHsA/Mepioa
36epiraHHs) - 36inbLeHHs abo BBegeHHS
nepiofy NoBTOpPHOro BMNpobyBaHHsA/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y
peanbHoMy 4aci - 36inbLueHHs nepiogy
NoBTOPHOro BUNpobyBaHHs ans Ad|
po3yBacTaTuHy kanbLito BupobHuka MSN
Laboratories Private Limited, India 3 30 micsuis
0o 60 micauis

190.

POCEMIO®
oar

TabneTku, Wo
AMCNepryoTbes B
POTOBIN NOPOXKHWHI,
no 2 mrmno 10
Tabnetok y 6nictepi;
no 2 a6o 6 6nictepis
Y KapTOHHIN
ynakoBLUi

TOB
«MEQAP
M NTO»

Ykpaina

KYCYM
XENTXKEP NBT
nTa

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
TexHiyHa nomunka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BunpaBneHHsi TEXHIYHMX
NOMUIOK, 3rigHo nn.4 n.2.4. po3ainy VI Hakasy
MO3 YkpaiHu Big 26.08.2005p. Ne 426 (i3
3MiHaMm1) — NOMUIIKK NOB'sI3aHi 3 Nepeknagom
abo nepeHeceHHAM iHbopmalii, ki Bynu
AOnyLLeHi Mig Yyac NpoBefeHHs npouenypu
peecTpaLii (Haka3 Ne56 Big 13.01.2022p.). Y
MeToaunkax koHTponto MKA 3a nokasHukom
«Onucy, Byno gonyLeHo NOMUIKKU Npy Onuci
TabneTkun. 3a3HayeHe BUNpaBneHHs BianoBigae
MaTepianam peecTpauiiHoro 4OCke fAKi
npeAcTaBneHi B apxisi.

3a
peuernmom

UA/19151/01/02

191.

CEBO-
AHECTEPAH

piavHa ansa
iHransauin no 100 mn
abo 250 mn y
dnakoHi 3 Kinbuem
(apanTtepom ans
BunaptoBaya), no 1
dnakoHy B
KapTOHHIN nayui

K.T.
POM®APM
KOMMAHI
C.P.JL

PymyHis

K.T. POM®APM
KOMIMAHI C.P.1.

PymyHis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHM | Tuny - 3MmiHn 3 sikocTi. CepTuddikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponeiicbkit apmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro ceptudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocTi EBponenchkii hapmakonei: ans
A®I; onsa BuxiaHoOro
MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo

3a
peuenmom
(minbku 8
ymogax
cmauioHapy)

UA/17674/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBwuin cepTudikat Big HOBOro BUpo6HuMKa
(3amiHa abo AONOBHEHHST)
nogaHHs HOBOro cepTudikaTa BianoBIgHOCTI
€sponevicbkin dapmakonei Ne CEP R0O- CEP
2016-297 - Rev 01 gnsa gito4oi pevoBuHU
Sevoflurane Big HoBoro Bupo6Huka JIANGSU
HENGRUI PHARMACEUTICALS CO., LTD.
192.| CUrHI®OP NOPOLLIOK ANA Pekopaari ®paHuis BMNYCK cepii: PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/15926/01/01
JIAP cycneHsii gna Pea [isizec Pekopaari Pea Higepnangu 3Minn | TMNy - AgMiHicTpaTuBHI 3MiHW. peuenmom nionsieae
iH"ekuin no 20 mr; 1 Lisisec, PpaHuis / BunyyeHHs BUpOGHMYOI AinbHULi (BKIOYa04M
NaKkoH 3 MOPOLLKOM BMNYCK cepii: AscTpis/ AinbHULi ans APl npomikHOro NpoaykTy abo
Yy KOMMAeKTi 3 Pekopaari Pea LLseviuapis/ roTOBOrO JlikapcbKkoro 3acoby, AinbHULi ans
PO34YMHHUKOM MO 2 [isizec, PpaHuis HimevuunHa NpoBeAeHHs NakyBaHHs, BUPOOHMKa,

MI y nonepeaHbo
3arnoBHEHOMY
wnpuui (kapmenosa
HaTpilo, MaHIT
(E421), nonokcamep
188, Boga ons
iH'ekuin), 1 ronkoto
Ta 1 agantepom B
KapTOHHiI kopobui

BMPOGHMLTBO,
KOHTPOSb SIKOCTI,
nepBUHHE
nakyBaHHsi
PO3YMHHMKA Ta
BTOPUHHE
nakyBaHHsi
roToBOro
NpoaykTy:
AB6OTT
Bionogxwukanc
B.B., Higepnanaun
KOHTPOMb SKOCTI
3a Bcima
napameTpamu 3a
BUKITHOYEHHSAM
Tecrty
"BakTepianbHi
€HAOTOKCUHN",
nepBuHHe
nakyBaHHsi
NMOPOLLIKY:
CaHpos M'M6X,
ABCTpis
KOHTPOSb SIKOCTi
3a Bcima
napameTpamu 3a
BUKITFOYEHHSAM
MOIEeKynspHOi
mMacw nonimepy Ta
TecTy
"BakTepianbHi
€HOO0TOKCUMHM":
Canpgos 'mbX,
ABCTpist

BiZNOBIgaNbHOro 3a BUNYCK Cepin, mMicue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocTayarnbHvKa BMXiQHOIO MaTtepiany, peareHTty
ab0o AONOMIXKHOI PE4OBMHM (SKLLO 3a3HAYEHO y
[0O0CbE) - BUNyYeHHs1 BUpoOHWMKa, LLO BianoBigae
3a BMMNYCK cepii FOTOBOro Nnikapcbkoro 3acoby
HoBaptic ®apma LUtenH AT,
LLseviuapisi/Novartis Pharma Stein AG,
Switzerland. 3miHu BHeceHi B iHCTpyKLUito Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gin "BupobHuk", "MicuesHaxomKeHHs
BUPOGHMKa Ta agpeca Micus IpoBagXeHHSs Aoro
OisnbHOCTI" 3 BiANOBIAHUMM 3MiHAMU B TEKCTI
MapKyBaHHs1 ynakoBok; 3MiHu | Tuny -
ALMiHiCTpaTMBHI 3MiHW. Buny4yeHHs1 BUPOGHMYOT
[inbHUUI (BKMtoYatoun dinbHuui ana Adl,
NPOMIXKHOrO NMPOAYKTY abo roToBOro MikapcbKoro
3acoby, AinbHULI Ans NpoBeAEHHS NaKyBaHHs,
BMpobHMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepilt,
MicLie NpoBeAEeHHS KOHTPOHO cepii) abo
nocTayanbHvKa BMXiQHOrO MaTepiany, peareHTty
ab0 [OMOMIXKHOI PEe4OBMHM (SKLLO 3a3HAYEHO y
[OCbE) - BUNYYeHHs1 BUpOBHWMKa, LLO BiaMnoBifae
3a BTOPWHHE MaKyBaHHS FOTOBOIO NikapCbKoro
3acoby Hosaprtic ®apma LLUTenH AT,
LLIsenuapisi/Novartis Pharma Stein AG,
Switzerland. 3miHu BHeceHi B iHCTpyKLUito Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3gin "BupobHuk", "Micue3HaxomKeHHs
BMPOGHMKa Ta apeca Micusi IPOBagKeHHSs A0Oro
OisnbHOCTI" 3 BiANOBIAHUMMY 3MiHAMU B TEKCTI
MapKyBaHHs1 yrnakoBok; 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOMO AKOCTI
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUPOBHMLTBO roTOBOro nikapcbkoro 3acoby (3amiHa abo

nopoLuky in bulk
ans cycneHsii gna
iH'ekuin:
PEKOPLATI Al
Pea [isizec
BpaHu,
LLsevinapisa
KOHTPOSb SIKOCTi
3a NOKa3HMKOM
"BakTepianbHi
€HOOTOKCUMHM":
EypodiHc
Biodapma
MpopakT TecTiHr
MioHix TMBX,
Himewumna
TepMiHanbHa
cTepunisauis
naKkoHiB:
CiHepmpxu Xenc
[eHikeH AT,
LLiseninapisa

JopaBaHHst BUpobHUKa, LU BignoBigae 3a
BBe3eHHs Ta/abo Bunyck cepii) - He Bkntovatoum
KOHTpOrb/BUNpoOYyBaHHS cepii - foAaBaHHSA
BMPOGHMKa, WO BiAMNoBigae 3a BUNyck cepii
Pekopgaari Pea [isizec, Eco Pisep Mapc, 30 Pye
Hec MNeynniepc, Hanteppe, 92000, ®paHuis /
Recordati Rare Diseases, Eco River Parc, 30
Rue Des Peupliers, Nanterre, 92000,
France.BHeceHi B iHCTPYKLitO 4Ns Megu4yHoro
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"BupobHuk", "MicuesHaxomKkeHHs1 BUpOOHMKa Ta
agpeca Micus NPOBaMKEHHS NOro AisanbHocTi" 3
BiAMOBIAHVMMM 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBok; 3miHu | Tuny - 3MiHM 3 SIKOCTi.
[oToBMI Nikapcbkuii 3aci6. 3miHM y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSHO SAKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHS BUpoOHMKa, LLO BiAMOBIiAaE 3a
BBe3eHHs Ta/abo Bunyck cepii) - He Bkntovatoum
KOHTpOnb/BUNpobyBaHHS cepii - goAaBaHHS
BUpPOOHMKa, LLIO BigNOBiAa€e 3a BUMNYCK cepil
Pekopgarti Pea [isizec, Imme6nb Jle BinbcoH, 70
AseHio [ly >KeHepanb [e Nonne, MoTo, 92800,
®dpaHuist / Recordati Rare Diseases, Immeuble
Le Wilson, 70 Avenue Du General De Gaulle,
Puteaux, 92800, France. 3miHn BHeceHi B
iHCTPYKLUiO AN MEQUYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby y po3ain "BupobHuk",
"Micue3HaxogxeHHs BUpobHuka Ta agpeca
MiCLst NPOBaPKEHHS OO OisAnbHOCTI" 3
BigNOBIgHVMM 3MiHAMUN B TEKCTi MapKyBaHHSs
ynakoBok; 3MiHu | TUny - AgMiHICTPaTUBHI 3MiHW.
3miHa HavimeHyBaHHSA Ta/abo agpecu micus
NpPOBaAXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIoYaoum
AOinNbHUL BUMYCKy cepii abo micLe npoBeaeHHS
KOHTPOSIO AKOCTI. (QisNbHICTb, 3a AKy Bignosinae
BMPOGHMWK/iIMNOPTEp, HE BKIOYaUM BUMYCK
cepii) - 3MiHa HallMeHyBaHHSA BUPOBHUKa
BiAMNOBIAaNbLHOro 3a BUPOOHULITBO NMOPOLLIKY in
bulk gnsa cycnensii ans iH’ekuin 3 HosapTic
dapma Al/Novartis Pharma AG Ha PEKOPLATI
Al Pea [lisizec bpaHy / RECORDATI AG Rare
Diseases Branch; 3minu | Tuny - 3miHu wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
(iHLWi 3MiHW) - BHECEHI B TEKCT MapKyBaHHS Ha
BTOPWHHIN ynakosui y n. 17 "IHWE", woao
nioroTuny 3asiBHUKa. Ha nepBuHHIN ynakoBLi
YTOYHEHHs BUKNageHHs iHdopMauii wono
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HOMepY cepii, AaTn TepMiHy NpuaaTHOCTI, y N.6
"IHLWE" 3a3Ha4eHHs HAa3BW 3asiBHMKa
193.| CUCHI®OP NOPOLLIOK A11s Pekopaarti ®paHuia BUMYCK Cepii: PdpaHuis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/15926/01/02
NAP cycneHsii Ans Pea [lisizec Pekopaarti Pea Hipepnangu 3MiHu | TUNy - AOMIHICTpaTMBHI 3MiHN. peuenmom | niidnszae
iH ekuin no 40 mr; 1 Lisisec, ®paHuis / BunyyeHHsi BUpOGHMYOI AinbHULI (BKIHOYaK4K
rakoH 3 NOPOLLKOM BUMYCK Cepii: ABcTpisi/ OinbHuui ana A®I, npomixkHoro npogykty abo
Y KOMMMEKTi 3 Pekopaarti Pea LLisenuapis/ roTOBOrO fikapCbKoro 3acoby, AinbHuui Ans
PO3YMHHWUKOM MO 2 Hisizec, PpaHuis Himeuunna NpoBeeHHs NaKyBaHHs, BUPOOHMKa,

M y nonepeaHbo
3arnoBHEHOMY
wnpuui (kapmenosa
HaTpIto, MaHIT
(E421), nonokcamep
188, Boga ons
iH’ekwin), 1 ronkoto
Ta 1 agantepom B
KapTOHHIN kopobLi

BUPOBHMUTBO,
KOHTPOSb SIKOCTI,
nepBUHHE
nakyBaHHsi
PO3YMHHMKA Ta
BTOPUHHE
nakyBaHHsi
roToBOro
NPOAYKTY:
AGGOTT
Bionogxwukanc
B.B., Hinepnanan
KOHTPOSb SIKOCTI
3a Bcima
napameTtpamu 3a
BUKITIOYEHHSAM
Tecrty
"BakTepianbHi
€HOOTOKCUMHM",
nepBuHHe
nakyBaHHsi
NMOPOLLKY:
Canpos M'MbX,
ABcTpis
KOHTPOMb SIKOCTI
3a Bcima
napameTtpamu 3a
BUKITIOYEHHSM
MOIEeKynApHOT
Macwu nonimepy Ta
Tecrty
"BakTepianbHi
€HOOTOKCUHM":
Canpos M'M6X,
ABCTpis
BUPOOHMLTBO
nopotuky in bulk
ans cycneHsii ona
iH'eKuin:
PEKOPLATI Al
Pea [izizec
BpaHy,
LLisevinapis

BiANOBIgaNbLHOIo 3a BUMYCK Cepin, Micue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTtepiany, peareHTty
abo O0MNOMIPKHOI peHOBUHM (SIKLLLO 3a3HAYeHO Y
[00CbE) - BUNYyYeHHs1 BUpoBOHWMKa, LLO BianoBigae
3a BUMYCK cepii roTOBOro Nikapcbkoro 3acoby
HoeapTic ®apma LUtenH AT,
LLseviyapisi/Novartis Pharma Stein AG,
Switzerland. 3miHy BHeCeHi B iHCTpyKUito Ansi
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ain "BupobHuk", "Micue3HaxomKeHHs
BMpOBHVKa Ta agpeca Micus NPOBagXKeHHs oro
OignbHOCTI" 3 BiANOBIAHMMYN 3MiHAMW B TEKCTi
MapKyBaHHs1 ynakoBok; 3MiHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. BunyyeHHs BMpobHuyoi
AinbHWLUI (BKNoYatoun ginbHuLi anst AdI,
NPOMIXXHOrO NMPOAYKTY abo roToBOro MikapCbKoro
3acoby, AinbHULI A4NA NpoBeAeHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanbHOro 3a BUNYCK cepin,
MicLie NpoBeAEeHHS KOHTPONo cepii) abo
nocTayarnbHvKa BMXiQHOIO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[00CbE) - BUNYyYeHHs1 BUpoBOHWMKa, LLO BianoBifae
3a BTOPVIHHE MaKyBaHHSA rOTOBOIO NiKapCbKoro
3acoby Hosaprtic ®apma LUTteiiH AT,
LLsenuapisi/Novartis Pharma Stein AG,
Switzerland. 3miHn BHeceHi B iHCTpyKLUito Ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3gin "BupobHuk", "MicuesHaxomKeHHs
BUPOOHMKa Ta agpeca Micusi NPOBa[KEHHS NOro
AisnbHOCTI" 3 BiANOBIAHMMYN 3MiHAMW B TEKCTI
MapKyBaHHs yrnakoBok; 3MiHu | Tuny - 3miHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
JopaBaHHst BUpobHUKa, Lo Bignosigae 3a
BBE3EHHS Ta/abo Bunyck cepii) - He Bkovatoum
KOHTPOrnb/BUNPOOYBaHHS cepii - 4oAaBaHHSA
BMPOGHKKa, WO BiANoBigae 3a BUNyck cepii
Pekoppgarti Pea [isizec, Eco Pisep lNMapc, 30 Pye
Oec MNeynniepc, Hanteppe, 92000, ®paHuis /
Recordati Rare Diseases, Eco River Parc, 30
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KOHTPOSb SIKOCTI
32 MOKa3HWKOM
"BakTepianbHi
€HOOTOKCUMHMN":

Eypodpinc
Biocapma

MpopakT TecTiHr

MioHix MTMBX,
Himeyumna
TepMiHanbHa
cTepunisadis
bnakoHiB:

CiHepmpxmn Xenc

[eHikeH AT,
LLisenuapis

Rue Des Peupliers, Nanterre, 92000,
France.BHeceHi B iHCTpyKLUit0 ANs MEANYHOIO
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain

"BupobHuK", "MicuesHaxomKkeHHs1 BUpOOHMKa Ta
agpeca Micus NpPoBaMKeHHS MOro AisinbHOCTI" 3
BiANOBIOHNMW 3MiHAMW B TEKCTi MapKyBaHHA
ynakoBok; 3miHu | Tuny - 3MiHM 3 SIKOCTi.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW y
BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTLCS BUMYCKY Cepii Ta KOHTPOO SKOCTi
roTOBOro nikapcbKkoro 3acoby (3amiHa abo
[ofaBaHHs BUpobHMKa, Lo BianoBigae 3a
BBe3eHHs Ta/abo Bunyck cepii) - He Bkntovatoum
KOHTpOnb/BMNPoOyBaHHSA cepii - AoAaBaHHSA
BUPOGHMKa, LLIO BignoBiaae 3a BMMNyck cepil
Pekopgarti Pea [isizec, Imme6nb Jle BinbcoH, 70
Asento [ly Kenepansb [le Nonneb, Moto, 92800,
dpaHuis / Recordati Rare Diseases, Immeuble
Le Wilson, 70 Avenue Du General De Gaulle,
Puteaux, 92800, France. 3miHu BHeceHi B
iHCTPYKLUiO ANt MEQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "BupobHuk",
"Micue3HaxomkeHHs BUpoOHUMKa Ta agpeca
MicLS NpOBaaXXEHHS NOro AisnbHoCTI" 3
BigNOBIgHVMM 3MiHAMUN B TEKCTi MapKyBaHHs
ynakoBok; 3MiHu | Tuny - AGMIHICTPaTUBHI 3MiHW.
3miHa HarimeHyBaHHS Ta/abo agpecu micus
npoBaXeHHs OisnbHOCTI BUpoGHMKa/imnopTepa
roTOBOrO fikapCbKOro 3acoby, BKo4aum
OinbHWL BUNYycKy cepii abo micle npoBeaeHHs
KOHTPOO SIKOCTI. (QiiNbHICTb, 3a Ky Bignosigae
BMPOGHMK/iIMNOPTEP, HEe BKIMOYaYM BUMYCK
cepii) - 3MiHa HalMeHyBaHHS BUPOOHUKa
BiANoOBiganbHOro 3a BUPOOHULITBO NMOPOLLIKY in
bulk ansa cycnensii ons iH’ekuiv 3 HosaprTic
dapma Al/Novartis Pharma AG Ha PEKOPOATI
Al Pea [lisizec Bpany / RECORDATI AG Rare
Diseases Branch; 3miHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHLWi 3MiHW) - BHECEHI B TEKCT MapKyBaHHs Ha
BTOPWHHINM ynakosui y n. 17 "IHWE", wopo
nioroTuny 3asiBHUKa. Ha nepBuHHIN ynakoBLi
YTOYHEHHS BUKNageHHs iHdopMadii woao
HOMepy cepii, A4aTn TepMiHy NnpuaaTHOCTI, y N.6
"IHLWE" 3a3Ha4YeHHs HAa3BW 3asiBHMKA

194.

CUTHI®OP
AP

NopoLLOK ANs
cycneHsii ansi

iH ekuin no 60 wmr; 1
hNaKoH 3 MOPOLLKOM
Y KOMMMeKTi 3
PO34YMHHUKOM MO 2

Pekopparti
Pea [isisec

®paHuia

BUMYCK cepii:
Pekopparti Pea
Lisisec, ®paHuis

BUMYCK cepii:
Pekopparti Pea
Hisisec, PpaHuis

PpaHuisi/
Hinepnangn
/
AscTpis/
LLisevinapis/
Himev4yunHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TUNy - AOMiHICTPaTMBHI 3MiHW.
BunyuyeHHs1 BUpOGHUMYOI AinbHULI (BKNOYa4n
ainbHULi anst AdDI, npomixxHoro npoaykty abo
rOTOBOrO fikapcbKoro 3acoby, AinbHULi Ans
npoBeeHHs NaKyBaHHs, BUPOGHMKA,

3a
peuernmom

He
nionsieae

UA/15926/01/03
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Mn 'y nonepeaHeo BUPOBHMUTBO, BiANOBIgaNbLHOIo 3a BUMNYCK Cepin, Micue

3arnoBHeHOMY KOHTPOIb SKOCTI, npoBeAeHHs KOHTPonto cepii) abo

wnpuui (kapmenosa nepBuHHe nocTayarnbHvKa BMXiQHOTO MaTepiany, peareHTty

HaTpito, MaHiT nakyBaHHsi ab0o [ONOMIXKHOI Pe4OBMHM (SKLLO 3a3HaYeHo y

(E421), nonokcamep pPO34MHHMKa Ta [0CbE) - BUNYYeHHs1 BUPOBHWMKa, Lo Bignosigae

188, Boga ons BTOPUHHE 3a BMMNYCK cepii FOTOBOro Nikapcbkoro 3acoby

iH’ekwin), 1 ronkoto nakyBaHHsi HoeapTic ®apma LUtenH AT,

Ta 1 agantepom B roToBOro LLiseviuapis/Novartis Pharma Stein AG,

KapTOHHIl kopobui NpoAaYyKTy: Switzerland. 3miHV BHeCeHi B iHCTpyKL,to ansi

ABGOTT MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y

Bionogxukanc
b.B., HigepnaHnan
KOHTPOSb SIKOCTI
3a BCiMa
napameTpamu 3a
BUKITIOYEHHSAM
TecTy
"BakTepianbHi
€HOOTOKCUMHM",
nepBUHHE
nakyBaHHsi
NOPOLLIKY:
CaHpgos 'mbX,
ABCTpis
KOHTPOMb SIKOCTI
3a BCimMa
napameTpamu 3a
BUKITIOYEHHSM
MOTeKynspHOi
macw nonimepy Ta
Tecrty
"BakTepianbHi
€HOOTOKCUMHM":
Canpos M'MbX,
ABcTpis
BMPOBHMLTBO
nopotuky in bulk
ons cycneHsii gna
iH'eKuin:
PEKOPLATI Al
Pea [izizec
BpaHu,
LLiseniuapis
KOHTPOSb SIKOCTi
32 MOKa3HNKOM
"BakTepianbHi
€HOOTOKCUHM":
EypodpiHc
Biodpapma
MpopakT TecTiHr
MioHix T'M6X,

po3ain "BupobHuk", "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micusi NpoBagXeHHSs Aoro
OignbHOCTI" 3 BiANOBIAHMMYN 3MiHAMW B TEKCTi
MapKyBaHHS yrnakoBokK; 3MiHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOIT
OinbHUUI (BKNtoYatoum ginbHuui ans Adl,
NPOMIKHOrO NPoAyKTy abo roTOBOro NikapcbKoro
3acoby, AinbHULUI Ans NpoBeAEeHHS NaKyBaHHS,
BMpobHMKa, BiANOBIAanbHOIO 3a BUMYCK Cepilt,
MicLie NpOBeAEHHS KOHTPOO cepii) abo
nocTayarnbHvKa BMXigHOIO MaTtepiany, peareHTty
abo O0MNOMIPKHOI peHOBUHM (SIKLLLO 3a3HAYeHO Y
[0CbE) - BUNyYeHHst BUPOOHWMKa, LLO BiANOBiAae
3a BTOPVHHE MaKyBaHHS roTOBOTO NiKapCbKOro
3acoby Hosaprtic ®apma LUTteiiH AT,
LLisenuapis/Novartis Pharma Stein AG,
Switzerland. 3miHu BHeceHi B iHCTpyKLUilo Ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ain "BupobHuk", "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micusi IpoBagXeHHSs! Aoro
OignbHOCTI" 3 BiANOBIAHMMN 3MiHAMW B TEKCTi
MapKyBaHHS yrnakoBok; 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHu y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO SKOCTI
roTOBOro nikapcbKkoro 3acoby (3amiHa abo
JopaBaHHst BUpobHuKa, LU Bignosigae 3a
BBE3eHHs Ta/abo Bunyck cepii) - He Bkntovyatoum
KOHTPOrb/BUNPOOYBaHHS cepii - 4oAaBaHHSA
BMPOGHKKa, WO BiAMNoBigae 3a BUNycK cepii
Pekoppaari Pea [isizec, Eco Piesep lNMapc, 30 Pye
Oec MNeynniepc, Hanteppe, 92000, ®paHuis /
Recordati Rare Diseases, Eco River Parc, 30
Rue Des Peupliers, Nanterre, 92000,
France.BHeceHi B iHCTPyKLit0 ANst MEAUYHOTO
3acTocyBaHHS NikapCcbKoro 3acoby y po3ain
"BupobHuK", "MicLe3HaxomKeHHs BUpOOHMKa Ta
agpeca Micusa NpPOBaMKeHHS KOro AisinbHOCTI" 3
BigMNOBIgHVMM 3MiHAMUW B TEKCTi MapKyBaHHs
ynakoBok; 3miHu | Tuny - 3MiHM 3 SIKOCTi.
[oToBMI Nnikapcbkuii 3aci6. 3miHn y
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Himeyumna
TepMiHanbHa
cTepwvnisauis

bnakoHiB:

CiHepmxu Xenc
[eHikeH AT,
LLisenuapis

BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHS BUpobHMKa, Lo BigNoBigae 3a
BBE3EHHS Ta/abo Bunyck cepii) - He Bkrovatoum
KOHTpOrb/BUNpoOYyBaHHS cepii - foAaBaHHSA
BUPOGHMKA, LLIO BignoBiaae 3a BUNycK cepil
Pekoppaari Pea [isizec, Imme6nb Jle BinbcoHn, 70
AseHto [ly >KeHepansb [e MNonne, MoTo, 92800,
dpaHuist / Recordati Rare Diseases, Immeuble
Le Wilson, 70 Avenue Du General De Gaulle,
Puteaux, 92800, France. 3miHn BHeceHi B
iHCTPYKLiO ANt MEQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "BupobHuk”,
"Micue3HaxomxkeHHs BUpoOHUKa Ta agpeca
MicLS NpOBaaXXEeHHS Noro AisnbHoCTI" 3
BiAMOBIAHVMMM 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBok; 3MiHu | Tuny - AgQMiHiCTpaTMBHI 3MiHW.
3miHa HaimeHyBaHHs Ta/abo agpecu micus
NpoBaAXeHHS AiANbHOCTI BUpoGHWKa/imnopTepa
roTOBOrO JlikapcbKoro 3acoby, BKio4a4m
OinbHMUI BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, HE BKIOYaYM BUMYCK
cepii) - 3MiHa HalMeHyBaHHS BUPOOHUKa
BigNoBiganbHOro 3a BUPOOHULTBO MOPOLLIKY in
bulk gnsa cycnensii ans iH’ekuin 3 HosapTic
®apma Al/Novartis Pharma AG Ha PEKOPOATI
Al Pea [flisisec bpaHy / RECORDATI AG Rare
Diseases Branch; 3minu | Tuny - 3miHu wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW) - BHECEHI B TEKCT MapKyBaHHSA Ha
BTOPWHHIM ynakosui y n. 17 "IHWE", wopo
noroTuny 3asBHUKa. Ha nepBuHHINA ynakoBui
YTOYHEHHS BUKMaAeHHs iHdopMauii wono
HOMepy cepii, AaTn TepMiHy NnpuaaTHOCTI, y N.6
"IHWE" 3a3Ha4yeHHsA Ha3BM 3asBHMKA

195.

CUNYET®

TabneTkn, BKpUTI
NNiBKOBOIO
o6onoHkoto; no 21
Tabnetui B GnicTepi;
no 1 abono 3
Gnictepu pasom i3
KapTOHHUM
dyTnspom Ans
36epiraHHs bnictepa
B navuj

BAT
"leneoH
PixTep"

YropwumHa

BAT "lepgeoH
PixTep"

YropwumHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK). 3MiHN BHECEHO [0 IHCTPYKUiT Anst
ME[IMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
0o posginis "lMpoTunokasaHHs", "Baaemogis 3
iHLIMMK NiKapcbknMK 3acobamu Ta iHLWi BUam
B3aemopin" BignoBiaHO A0 OHOBMEHOT
iHpopmalLii 3 6e3neku Aito4oi peyoBUHM
eTUHINecTpagion npu 3acTocyBaHHi 3
nikapcbknuMu 3acobamu, Lo MIiCTSTb
rnekanpesip/ nibpeHTacsip. TepmiH BBeOEHHSI
3MiH - NPOTArom 6 MicsiLiB Nicns 3aTBEPKEHHS.
3MiHu | Tvny - 3MiHmM Wwono

3a
peuernmom

He
nidnsieae

UA/12532/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHN BHECEHO [0 IHCTPYKLIT ANns
MELNYHOro 3aCTOCYBaHHs nikapcbKoro 3acoby
0o posginie "OcobnueocTi 3acTocyBaHHA",
"Mob6iuHi peakuii" BignoBiAHO O OHOBMEHOT
iH(bopMaLii 3 6e3nekn 4itlo4oi peyoBUHU
eTuHInecTpagion Woao MOXIMBOCTI iHAYKYBaTH
abo nocunoBaT! CUMMNTOMU CNAAKOBOrO Ta
HabyTOro aHrioHeBPOTUYHOIO Habpsiky. TepMmiH
BBEAEHHS 3MiH - NPOTSArom 6 MicsiLie nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKili XapaKTepucTuLi Nnikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUiT Ans
ME[MYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTart
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
BiANOBIQHO 0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (iHLi 3MiHK). 3MiHK BHECEHO [0 iHCTPYKLT
0N MeQMYHOro 3aCTOCYBaHHSI NiKapCbKOro
3acoby go po3aginis "lNpoTunokasaHHs",
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMAwn B3aemogin" ta "OcobnmBocTi
3acTocyBaHHA" BiANOBIAHO 40 OHOBMEHOI
iHpopmalLii 3 6e3neku Aito4oi peyoBUHM
€TVHINecTpazion npy 3acTocyBaHHi 3
nikapcbknuMu 3acobamu, Lo MIiCTSTb
cocpocbysipom/BennaTacsipoM/BoKCUNanpeBipo
M. TepMmiH BBEAEHHS 3MiH - NPOTArom 6 micsAuiB
nicnsi 3aTBEpOXXEHHS.

196.

CUMOOA

Kancynm
racTpOpPE3UCTEHTHI
TBepAi, no 30 mr, no
7 kancyn y bnictepi;
no 1 Gnictepy abo
no 4 6nictepu y
KapTOHHIN navui

3AT
«Papmnira»

JlntoBcbka
Pecny6bnik
a

BANKAH®APMA-
OYMHULA AL

Bonrapis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkinn apmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHs cepTudikata
BignoBigHOCTi €Bponenchkii hapmakonei: ans
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BUKOPUCTOBYOTBLCS Y BUPOOHUMLTBI ADIl; ans
[OMOMIXXHOT pevoBuHU (cepTudikar
BignoBigHocTi €Bponeincbkiii hapmakonei) -
OHoBneHWn cepTudikaT Bif yxe 3aTBepaKEeHOro
BMpOGHWKa - MNoaaHHa oHoBReHoro cepTudikarta
BiQNOBigHOCTI €Bponelickkin hapmakonei ans
A®I gynokceTuHy rigpoxnopug Big Bxe
3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutan R1-CEP 2012-

3a
peuenmom

UA/15445/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

220-Rev 02 (3aTBepaxeHuin R1-CEP 2012-220-
Rev 00) 3i 3miHol0 y napameTpax cneumdikauin -
N-Nitroso duloxetine not more than 0.74 ppm.
3minHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneumdikauini Ta/abo
[ONyCTUMMX MEX, BU3HAYEHUX Y cneumndikauiax
Ha A®I, abo BMXigHUA/MPOMIXKHUIA
NpOAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl (qogasaHHs abo
3aMiHa (3a BUHATKOM aKTMBHOI PE4OBUHM
6ionoriyHoro abo iMyHOMOriYHOrO MOXOAKEHHS)
napameTpa cneuudikadii 3 BignosigHNM
MeToAoM BMNpobyBaHHs 3a pesynbTaTtamu
pocnigpkeHb 3 6e3nekun abo akocTi) 3miHa y
napameTtpax cneumadikauin gogaBaHHA
napameTpa cneuudikadii 3 BignosigHNM
MeToAoM BUMPOobyBaHHSA, a came napameTp
crneunikauii gns TectyBaHHa N-Nitroso
duloxetine gns A®| gynokceTuHy rigpoxnopug
BMpOoGHMUTBa Zhejiang Huahai Pharmaceutical
Co., Ltd., Kutan.

197.

CUMOOA

Kancynm
racTpoOpPe3nCTEHTHI
TBEpai, no 60 mr, no
7 kancyn y énictepi;
no 1 6nictepy abo
no 4 6nictepn y
KapTOHHIN navui

3AT
«Papmnira»

JlntoBcbka
Pecny6nik
a

BANKAH®APMA-
OYMHULA AL

Bonrapis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponevicbkinn dapmakonei/MmoHorpadii.
MogaHHA HoBoOro abo oHoBreHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocCTi €Bponenchkii hapmakonei: ons
A®I; onsa BuxigHoOro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BUpPOOHMKa - MNoaaHHs OHOBMNEHOro cepTudikaTa
BigMNoOBigHOCTI E€Bponeichkin hapmakonei ans
A®I gynokceTuHy rigpoxnopug Big Bxe
3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutain R1-CEP 2012-
220-Rev 02 (3atBepmxeHuin R1-CEP 2012-220-
Rev 00) 3i 3miHOIO y napameTpax cneuudikadin -
N-Nitroso duloxetine not more than 0.74 ppm.
3miHu | TNy - 3miHm 3 sikocTi. AdI. KoHTponb
A®I. 3miHa y napameTpax cneuundikauiv Ta/abo
OOMyCTUMUX MEX, BU3HAYEHUX y crieumdikaLlisx
Ha A®Il, abo BUXigHWUIA/NPOMIXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTBCS Y
npoueci BupobHuuTea AP| (qogaBaHHst abo
3aMiHa (3a BUHSITKOM aKTVBHOI PE4YOBUHM
6ionoriyHoro abo iMyHOMOriYHOrO MOXOAXKEHHS)
napameTpa cneundikadii 3 BignoBigHUM

3a
peuenmom

UA/15445/01/02
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

MeToAoM BMNpobyBaHHs 3a pesynbTaTtamm
pocrnimkeHb 3 6e3neku abo sikocTi) 3miHa y
napameTtpax cneumdikauin gogaBaHHA
napameTpa crneundikadii 3 BianosigHUM
MeToAOM BUNpobyBaHHS, a came napameTp
cneundikauii gns TectyBaHHa N-Nitroso
duloxetine gnsa A®| gynokceTuHy rigpoxnopug
BMpobHuuTBa Zhejiang Huahai Pharmaceutical
Co., Ltd., Kutan.

198.

CIrAH

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkot; no 4
Tabnetku y cTpuni;
no 1 ctpuny y
KapTOHHOMY
KOHBEPTI

[>xeHom
bioTek lMBT.
1o,

IHgia

[>xeHom BioTek
MeT. N14.

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHn wopo
6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBe4eHHs
y3aranbHeHVX AaHnX Npo cucTemy
capmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
BiANOBigANbHOI 3a 3AiNCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHSA
dapmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnsigy). 3miHa KOHTakTHOI ocobu
3asiBHMKA, BignosiganbHoi 3a dhapmakoHarnag B
YkpaiHi.

[itova pepakuis: LnHkapeHko Jiogmuna
KOpiiBHa. MponoHoBaHa pepakuis: BiniH CiHrx
Tomap. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOI
ocobu 3asBHKKa, BianoBiaanbHOI 3a
dapmakoHarnsg B YkpaiHi

3a
peuenmom

UA/10369/01/01

199.

COOEPM®

PO3YMH HALLKipHWUI
0,1 %; no 15 mn, 30
mn, 50 mn, 100 mny
drakoHax 3
KpanenbHuueto; no 1
dnakoHy B
KapTOHHIN navui

TOB "MIBE
YKPAIHA"

YkpaiHa

Mibe Mmb6X
ApuHanmiTTens

Himeyunna

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (AONOBHEHHs cneuudikaii
HOBWM MOKa3HWKOM 3 BifiNOBiAHUM METOAOM
BUNpPoBYyBaHHs) BHECEHHS 3MiH 4O MaTepianis
peecTpaLiiHOro 4oChe, a CaMe JoAaBaHHA OBOX
iHLWMX gomilok 2-hydroxy-2-
methylpropiophenone (HMPP) 3 gonyctumunmmn
mexamu < 3,5 uyg/ml Ta 1-
hydroxycyclohexylphenylketone (HCPK) 3
ponycTummummn mexxamu < 10 pg/ml go
cneuudikaLii Ha TepMiH MPUAATHOCTI, Ski Oynn

BUSIBNEHI B X0Ai NabopaTopHWX AOCHIMKEHD,

npoBeAeHVX NPOTAroM TepMiHy NpuaAaTHOCTI

npogaykuii. HMPP ta HCPK € npogyktamu
BMITYroBYBaHHS 3 ApyKapcbkoi apbu, Lo

3a
peuernmom

UA/10254/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUKOPUCTOBYBanacs 4ns gpyky iHpopmauinHoro
nmcTka Ha ynakosui. Lli pe4oBrHM € lwnpoko
BUKOPUCTOBYBaHUMU (hoTOiHiLiaTopamun. byna
npoBefeHa OLiHKa TOKCMKOSIONYHOrO PU3NKy.
BBaxaeTbcs, Lo obmasa pos3ymHHuka HMPP Ta
HCPK maloTb HU3bKy CUCTEMHY TOKCUYHICTb, a
TaKoX HEreHOTOKCUYHI, HE NOAPAa3HHIooYi Ta He
ceHcubinidytovi BnactmeocTi. Kpim Toro,
3acTapini cneundikauii BUNycky cepii Ta TepMmiHy
npuaaTHOCTI, Siki He Bynu BMNy4YeHi nig vac
nonepegHix 3mMiH, ane 6ynu HakonuyeHi B
po3aini gocke, 6ynu BUknioyeHi. HasegeHo
NULe akTyanbHi cneumadikauii, Wo AitoTb Ha
AaHun yac. 3miHn | Tuny - 3MiHK 3 SKOCTI.
["oTOBMI Nikapcbknii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbKkoro 3acoby (fonoBHeHHs cneuudikauii
HOBWM MOKa3HUKOM 3 BiAMnoBiAHMM METOAOM
BMNpobyBaHHS) BHECEHHSA 3MiH 4O MaTepiarnis
peEeCTpaLiHOro A0ChE, a Came AOMOBHEHHS
BignoBigHMM MeTtogom BunpobysaHHst (HPLC)
3riAIHO OHOBIIEHHS creundikaLii HOBUM
NOKa3HUKOM « [HWWi gomiwkm». Y p. 3.2.P.5.2.
[OCbE OMMCaHO aHaniTU4Hy Npoueaypy, Lo
BUKOPUCTOBYETBLCS AN KiNbKICHOrO BU3HAYEHHSs!
HMPP T1a HCPK. LLlogo aHaniTn4Hoi npoueaypu
Ans cynpoBiAHUX AOMILLOK HaAaHo JofAaTKoBe
PO3’ACHEHHS, OO BMKTHOYNTU 3 TECTY Ha
cynposigHi gomMiwku HMPP ta HCPK, wo
BWITYrOBYHOTbCS (SIKi TAKOX MOXYTb ByTu
BUSIBIEHI 3@ JONOMOIOH0 L€l aHaniTU4HOI
npoueaypw), i niku, L0 yTBOPIOIOTLCS B
MaTpUYHOMY PO34MHi 3pa3ka, 3 TECTY Ha
CYNpOBIAHI AOMILLKN, LLOD YHUKHYTU Byab-aK1MX
HEenopo3yMiHb LLOAO TECTY Ha CYMNpOBIAHi
[LOMILLKN

200.

COPLIEE®®

rpaHynu ans
oparnbHOi cycneHaii,
100 mr/5 mn; ans 60
MI cycneHsii: no 32
I rpaHynsaTy y
drakoHi 3
nnacTmMacoBoo
MipHOIO MOXKOIO Ta
MipHUM
CTakaH4MKOM B
KapTOHHiIl kopobuyj;
ans 100 mn
cycneHsii: no 53 r
rpaHynaTy y

ANKANOIL
ALl Ckon’e

Pecny6bnik
a lNiBHivyHa
MakenoHis

KOHTPOIb SKOCTI,
BUMYCK cepii:
AJKANOIQ AL
Ckor'’e,
Pecny6nika
MiBHi4YHa
MakenoHis;
BMPOGHMLTBO,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs:
AJIKANOIQ AL
Ckor’e,
Pecnybnika

Pecny6bnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHW y BUPOBHULUTBI. 3MiHK y
npoLieci BUpOGHMLTBa rOTOBOTO NiKapCbKOro
3aco0y, BKMNOYaoun NPOMDKHUIA NPOAYKT, LU0
3aCTOCOBYETHLCH NPY BUPOBHULITBI FOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOGHMLTBA) HE3HAYHI 3MiHU Y BUPOGHUYOMY
npoueci Anst NOKpaLLeHHs! TEXHOMOTYHOro
npouecy.

3a
peuernmom

UA/11157/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
bnakoHi 3 MiBHiYHa
nnacTMacoBolo MakenoHis
MipHOI0 NTOXKKOIO Ta
MipHUM
CTakaH4YMKoM B
KapTOHHIl kopobui
201.| CNIPUBA®PEC | posuuH ans BepiHrep HimeyumH BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a He UA/6495/02/01
NMNIMAT® iHransauin, 2,5 IHrenbxanm a IHrenbxanm 3MiHu | Tuny - 3miHn wono peuenmom nidnsieae
MKr/iHransuito, no 4 IHTepHeLHN dapma 'm6X i Ko. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Mn y KapTpumpxi (60 m6X KI, HimeyumHa (iHWi 3MiHW) - 3MiHM BHECEHO B iHCTPYKLtO ANns
iHransauin); no 1 Bepinrep MEANYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby
KapTpUaXy B IHrenbxanm 0o po3giny "MNokasaHHa" (pegaryBaHHs TEKCTY)
KOMMMeKTi 3 1 Ecnana, CA, Ta "Cnocib 3acTocyBaHHs Ta Jo3un". BBegeHHs
iHransiTopom Icnanis 3MiH NPOTArom 6 MicsAUB NicNsA 3aTBEPIXKEHHS;
Pecnimat® y 3minn Il TMny - 3MiHKM Wwopo
KapTOHHIl kopobui 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
MEeAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
OaHnMu Ta AaHnMm 3 chapmakoHarnsgy - 3MiHu
BHECEHO B iHCTPYKLUI0 Ansi MegnyHoro
3aCTOCYBaHHS NikapCcbkoro 3acoby Ao po3ginis
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(yTOYHEHHs onucy hapmakoTepaneBTUYHOI
rpynu 6e3 dpakTnyHoi 3miHu kogy ATX),
"®apmakonoriyHi BnactmeocTi" (nigpo3ainv
"®apmakoguHamika" Ta "dapmMakokiHeTuka"),
"MokasaHHs" (pegaryBaHHA TEKCTY),
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Yy
nepiop BariTHocTi abo rogyBaHHs rpyaar”,
"Cnoci6 3actocyBaHHsi Ta fo3n", "ToGiyHi
peakuii" Ta "YMoBU 36epiraHHa" (BUNpaBneHHs
opdporpadpivHoi nomunku). BBeaeHHst 3amiH
NpoTArom 6 MicsLiB Nicnsi 3aTBepAKEHHS
202.| CTAMAPUN NOpOLLIOK Ta CaHodi ®paHuis NMOBHUIA LINKN PpaHuisi/ BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a UA/16354/01/01
BAKUWHA ONA | posynHHWK Ans MacTep BMPOGHMLTBA, YropwuHa 3MiHu | Tuny - 3MiHK 3 sikocTi. MeguyHi npucTpoi. peuenmom
MPO®IIAKTUK | cycneHsii gns 3anoBHEHHS, 3MiHa NpMCTPOIB ANnst BUMipIOBaHHA 031 abo
M XKOBTOI iH’ ek, HEe MeHLWe niocpinizauis, BBEJEHHS nikapcbkoro 3acoby (noaaBaHHs abo
JIMXOMAHKU Hi>xx 1000 MO/no3a; nepBrHHe Ta 3aMiHa NpUCTPOIO, SIKUN He € HEBIA'EMHOID
(XKUBA no 1 fosi 'y dnakoHi BTOPUHHE YaCTUHOIO NEePBUHHOI ynakoBku) - MpucTpin,
ATEHYAOBAH Ta PO3YMHHUK nakyBaHHs, sikun Mae CE-mapkyBaHHs.
A) (HaTpito xnopua, KOHTPOIb SIKOCTI, 3MiHa po3mipy ronku 3 23G1 (0,6x25MMm) Ha
BoAa ANs iH eKUin) BUMYCK Cepii; 25G1 (0,5x25Mmm).
no 0,5mny MOBHUIN LMK
nonepeaHLo BMPOGHMLTBA,
3arnoBHEHOMY nepBuHHe Ta
Lwnpuuy 3 BTOPUHHE
NPUKPINMeHo nakyBaHHs1,

ronkoto; no 1
¢nakoHy 3

KOHTPOMb SIKOCTI
Ta BMNycK cepii
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

nopoLukom Ta 1 PO3YUHHMKA:

nonepegHb0 CaHodpi Nacrep,

3arnoBHEHOMY ®paHuis;

wnpuuy 3 nepBUHHE Ta

NPUKPINMeHo BTOPUHHE

rOSIKOO B KAPTOHHIN nakyBaHH4,

Kopobui; KOHTPOSb SKOCTI,

no 1 cnakoHy 3 BUNYCK cepii;

nopoLukom Ta 1 BTOPUHHE

nonepeaHL0
3arMoBHEHOMY
wnpuuy 3
NPUKPINNeHo
ronKoo B
cTaHgapTHO-
EKCMOPTHIN
ynakoBLi, sika
MICTUTBCSH Y
KapTOHHIl kopobLi 3
iHCTpyKLUieto ansa
Mean4Horo
3aCTOCYBaHHS;

-no 1 gosiy
cbnakoHi Ta
PO3YMHHUK (HaTpito
xropvga, Boga ans
iH’ekuin) no 0,5 mn y
nonepeaHL0
3arnoBHEHOMY
wnpuuy 3 ogHieto
abo nsoma
OKpPEMVMM rofikamu;
no 1 dnakoHy 3
nopotukom Ta 1
nonepeaHLo
3arMoBHEHOMY
wnpuuy 3 1 abo 2
OKpEMUMM ronkamm
y 6nicTepi B
KapTOHHiIl kopobuyj;
-no 1 posiy
crakoHi Ta
PO3YMHHUK (HaTpito
xropvg, Boga ans
iH’ekui) no 0,5 mny
nonepeaHLo
3arnoBHEHOMY
LLUNPpULY 3 OfHIE
abo asoma
OKPEMUMM TronKamu;
no 1 donakoHy 3

nakyBaHHs, BUNYyCK
cepii po34MHHUKA:
CaHodpi Macrep,
dpaHuis;
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii:
CaHodi-ABeHTiC
3pT., YropwmHa
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nopoLukom Ta 1
nonepeaHL0
3anoBHEHOMY

wnpwuuy 3 1 abo 2
OKPEMUMM rofkamm
y 6nicTepi B
cTaHAapTHO-
eKCnopTHIN
ynakoBLi, 9ka
MICTUTBCH Y
KapTOHHIN kopobu,i 3
iHCTpyKUieto ansa
MeANYHOro
3aCTOCYyBaHHS.
MapkyBaHHsA
YKpPaiHCbKOK MOBOIO.
-no 1 gosiy
cbnakoHi Ta
PO3YMHHUK (HaTpito
xropvg, Boga ans
iH'ekuin) no 0,5 mny
nonepeaHL0
3arMoBHEHOMY
Lwnpuuy 3
NpUKpinneHoto
ronkoto; rno 1
dnakoHy 3
nopotukom Ta 1
nonepeaHLo
3anoBHEHOMY
Lwnpuuy 3
MPUKPINMeHo
rOfKO B KAPTOHHIN
Kopobui 3i cTukepom
YKpaiHCbKOK MOBOI;
-no 1 posiy
cdnakoHi Ta
PO3YMHHUK (HaTpito
xropvg, Boga ans
iH’ekuin) no 0,5 mn y
nonepeaHL0
3arnoBHEHOMY
wnpuuy 3 ogHieto
abo aBoma
OKpEMMUMM ronKamu;
no 1 dnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3anoBHEHOMY
wnpuuy 3 1 abo 2
OKPEMVMW rofikamu
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
y 6nicTepi B
KapTOHHiIN kopobui 3i
CTUKEPOM
YKPaiHCbKOK MOBOK
203.| CTAMAPUN NMOPOLLIOK Ta CaHodi ®paHuis MOBHUA LKA PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/16354/01/01
BAKUWHA ONA | po3ynHHMK ons Mactep BUPOGHMUTBA, YropwmHa TexHi4YHa nomwunka (3rigHo Hakazy MOS3 Big peuenmom
MPO®INAKTUK | cycneHsii ans 3arnoBHEHHS, 23.07.2015 Ne 460). BunpaBneHo TexXHiYHy
M XXOBTOI iH’ €KL, He MeHLWwe niodpinizauis, NOMWIIKY B IHCTPYKLIi Ansi MeAU4HOro
JIMXOMAHKHU Hixk 1000 MO/go3a; nepBuHHE Ta 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3aini
(KUBA no 1 gosi y donakoHi BTOPUHHE «MicuesHaxomkeHHs1 BUPOBHWKIB Ta agpeca
ATEHYNOBAH Ta PO3YUHHUK nakyBaHHs, MiCLiA NPOBaXXEHHS IXHBOT AiANbHOCTI», a came:
A) (HaTpito xnopwva, KOHTPOSb SIKOCTI, SATBEPXXEHO: ...1541 aBeHio Mapcernb
BoAa Ans iH'eKuin) BUMYCK cepii; Mep’e, 69280 Mapci, dpaHuisi.
no 0,5mny MOBHU LMKN SATMPOIMNOHOBAHO: ...1541 aBeHio Mapcernb
nonepegHLo BUPOBHMUTBA, Mep’e, 69280 Mapci n’ETyanb, ®paHuis.
3arnoBHEHOMY nepBUHHE Ta 3a3HaueHe BUNpaBrieHHst Bignosigae
wnpuuy 3 BTOPWHHE martepianam peecTpauiHoro JOChLeE.
NPUKPINMeHo nakyBaHHs1,
ronkoto; no 1 KOHTPOSb SKOCTI
dnakoHy 3 Ta BUMyCK cepil
nopotukom Ta 1 PO3YUHHMKA:
nonepegHbo CaHodpi MNacrep,
3anoBHEHOMY ®paHuis;
wnpuuy 3 nepBUHHE Ta
NPUKPINMeHo BTOPUHHE
rOJKOK B KAPTOHHIl nakyBaHH4,
KopobLi; KOHTPOrb SIKOCTI,
no 1 dpnakoHy 3 BUMYCK cepii;
nopoLukom Ta 1 BTOPUHHE

nonepeaHL0
3anoBHEHOMY
wnpuuy 3
NpUKpinneHoto
ronkoto B
CTaHfgapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHIN kopobui 3
iHCTpyKUieto ans
Mean4Horo
3aCTOCYBaHHS;

-no 1 posiy
crakoHi Ta
PO3YMHHUK (HaTpito
xnopwa, Boaa ans
iH’ekuin) no 0,5 mny
nonepeaHL0
3anoBHEHOMY
LLUNPpULY 3 OfHIE
abo aBoma

nakyBaHHs, BUMYCK
cepil po34MHHUKKA:
CaHodpi MNacrep,
®paHuis;
BTOPWHHE
nakyBaHHs, BUNYCK
cepii:
CaHodi-ABeHTIiC
3pT., YroplimHa
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

OKpPEMVMW rofikamu;
no 1 cnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3aMnoBHEHOMY
wnpwuyy 3 1 abo 2
OKpPEeMVMU rofikamu
y 6nictepi B
KapTOHHi KOpoOLyi;
-no 1 gosiy
dnakoHi Ta
PO3YMHHUK (HaTpito
xnopwa, Boaa aAns
iH’ekuin) no 0,5 mny
nonepeaHL0
3anoBHEHOMY
LUNpULY 3 OJHIEI0
abo asoma
OKpPEMVMW rofnikamu;
no 1 cnakoHy 3
nopotukom Ta 1
nonepeaHL0
3arMoBHEHOMY
wnpuuy 3 1 abo 2
OKpPeMVMU rofnikamu
y bnicTepi B
cTaHAapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTBCA Y
KapTOHHIN kopobui 3
iHCTpyKLUieto ansa
MeANYHOro
3aCTOCYBaHHS.
MapkyBaHHsi

YKpaiHCbKOK MOBOHO.

-no 1 posiy
crakoHi Ta
PO3YMHHUK (HaTpito
xnopwva, Boaa ans
iH’ekui) no 0,5 mny
nonepeaHL0
3anoBHEHOMY
Lwnpuuy 3
NMPUKPINIeHo
ronkoto; no 1
dnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3arnoBHEHOMY
Lwinpuuy 3
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

NPUKPINNeHo
TrOMKOI0 B KAPTOHHIN
KopobLi 3i cTukepom
YKpaiHCbKOI MOBOIO;
-no 1 gosiy
cbnakoHi Ta
PO3YMHHUK (HaTpito
xnopvga, Bogda ans
iH'ekwin) no 0,5 mny
nonepeaHL0
3arnoBHEHOMY
Lnpu1Ly 3 ogHieto
abo asoma
OKpPEMUMMU rofikamu;
no 1 conakoHy 3
nopotukom Ta 1
nonepeaHLo
3arnoBHEHOMY
wnpwudy 3 1 abo 2
OKpPEMUMMU ronkaMm
y 6nicTepi B
KapTOHHiIl kopoOLyi 3i
CTUKEPOM
YKPaiHCbKOK MOBOKO

204.

CTATOPEM®-H

Tabnetkn, no 20
Mr/12,5 mr; Ne30
(10x3): no 10
Tabnetok y 6nictepi,
no 3 Gnictepn y
KapTOHHIN ynakosLi,
Ne60 (10x6): no 10
Tabnetok y bnictepi,
no 6 GnictepiB y
KapTOHHIN ynakosLi;
Ne28 (14x2): no 14
Tabnetok y 6nictepi,
no 2 6nictepn y
KapTOHHIl ynakoBLj;
Ne84 (14x86): no 14
Tabnetok y 6nictepi,
no 6 Gnictepis y
KapTOHHIN ynakoBUj

TOB
"TMEOPAP
mnaTg"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeaMYHOro 3acToCyBaHHS Ha NiacTaBi
perynsipHO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxkeHb 3 besnekn
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCHNIOKEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AocnigXeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM opraHoM). 3MiHV1 BHECEHO A0
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu: "OcobnueocTi
3acTocyBaHHs", "lNMobivHi peakuii" BignosigHo oo
OHOBMEHOT iHhopMaLlii 3 6e3neku aioyoi
peyvoBUHN
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepOKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
MeANYHOrO 3aCTOCYBaHHS
reHepuyHMX/ribpnaHnx/GionodibHNX rikapcbKmx
3acobiB nicns BHECEHHS TiEl camoi 3MiHU Ha

3a
peuenmom

He
nidnsieae

UA/18211/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

pedepeHTHUI NpenapaT (3MiHa He noTpebye
HaaHHS )XOOHWUX HOBUX AOAATKOBUX OAHMUX).
3MiHVM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"®apmakonorivHi BnactmsocTi", "lNoka3aHHs"
(peparyBaHHs TekcTy), "TpoTunokasaHHs",
"B3aemogisi 3 iHWnMK nikapcbkumMmn 3acobamu Ta
iHWi BMAau B3aemogin", "OcobnusocTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHsi rpyaar”, "3aaTtHicTb
BMNMBATU Ha LUBMAKICTb PeaKLii Npy KepyBaHHI
aBTOTPaAHCNOPTOM abo iHWKMMK MexaHismamn",
"Cnocib 3actocyBaHHsa Ta go3u", "Oitn"
(peparyBaHHs TekcTy), "MNepenosysaHHs",
"MoGiyHi peakuii" BianoBiaHO Ao iHopmauii
OO0 MEAMYHOIO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (Zestoretic, tablet).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHK). 3MiHM BHECEHO A0 IHCTPYKLiT Ans
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3gin "Mobivni peakuii" WoAO BaXXNNBOCTI
3BiTyBaHHs Npo nobiyHi peakuii. BBegeHHst 3amiH
NPOTArom 6-T1 MicALIB MiCNS 3aTBEPOXKEHHS.
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
Buaadi peectpauiiHoro NocBigvYeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMETEHTHNM opraHoMm). 3assBHUKOM HafaHoO
OHoBreHun NMnaH ynpaeniHHS pu3ukamun Bepcis
3.1. 3MiHM BHeceHo Ao YacTuH: | «3aransbHa
iHdopmauis» Il «Cneuudikaisi 3 6e3nekm» V
«3axoam 3 miHimisauii puauki» VI «Pestome
nnaHy ynpaeniHHA pu3nMkammy
VIl «dopatkm» (gopartok 7.2, gonartok 7.9,
[oaaTok 8) y 3B’s13ky 3 OHOBIEHHAM iHopMaLyi
3 BGe3neku ailnymx pevoBUH Nis3MHONpU,
rigpoxnopTia3vg BiANOBIAHO OO akTyanbHOT
pedepeHTHOI iHbopMaLlii, a TaKoX y 3B'A3KY i3
3MiHOI dhopMaTy BiAMNOBIAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format, GVP Module V Rev.2 Human
Medicines

205.

CTPENTOUMA

Tabnetkn no 0,5;
no 10 Tabnetok y
cTpunax abo
Gnictepax; no 10

NAT
«MoHapm»

YkpaiHa

MAT «MoHdapm»

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa

3a
peuernmom

He
nidnsieae

UA/7121/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
TabneTok y cTpuni; pO3Mipy yNnakoBKM roTOBOrO fikapcbKoro 3acoby
no 2 a6o 10 ctpunis (3miHa KinbkoCTi oguMHMUBL (Hanpuknag TabneTok,
y nayui 3 KapToOHy; amnyn Towo) B ynakosLi:) - 3MiHa nosa
no 10 Tabnetok y fianasoHOM 3aTBepAXEHMX PO3MIpiB YNaKoBKU -
6nictepi; no 2 abo 3 HopaTkoBe BTOpuHHE nakyBaHHs Ne30 (10x3)
abo 10 GnictepiB y (no 10 TabneTok y GnicTepi; no 3 Gnictepun y
nayui 3 KapToHy nauui 3 KapToHy). 3MiHM BHECEHI B po3ain
"YnakoBka" B iHCTPYKLUIilO A1 MEAUYHOro
3aCTOCyBaHHsI NiKapCbKoro 3acoby y 3B’s13Ky 3
BBEAEHHSIM 404aTKOBOI BTOPUHHOI YNaKOBKU, SIK
HacnigoK - 3aTBEPKEHHS TEKCTY MapKyBaHHsI
[04aTKOBOI YNakoBKM JlikapCbKoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHSI
206.| CYMAMEO® NOPOLLIOK A4S TOB «TeBa YkpaiHa MNIBA XpBaTcka XopsarTisi BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/4170/01/01
POPTE oparnbHOi cycneHaii, YkpaiHa» 0.0.0. 3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA peuenmom
200 mr/5 mn: no 1 nikapcbkuii 3aci6. KoHTponb rotoBoro
cbnakoHy 3 nikapcbkoro 3acoby. 3miHa y meTogax
NOpOLLKOM ANst BMNpPoOyBaHHS rOTOBOrO NikapCbKoro 3acoby
oparnbHOi cycneHsii (oHOBREHHSA npoueaypy BUNpobyBaHHSA ANS
no 15 mn (600 wmr), NpUBEAEHHSA Y BIANOBIAHICTb 3i 3MiHEHOO
a6o no 30 mn (1200 3aranbHoto ctatTeto Y abo €BponencbKol
mr), abo no 37,5 mn capmakonei) 3amiHa nokasHuka "OgHopigHICTb
(1500 mr) pasom 3 mMacu BiaMipsiHux go3" Ha "OgHopifHicTb 06'emy
ApuLoM Ans 003, LWo BUTAraloTbes" y cneuudikadii rotoBoro
[03yBaHHA Y nikapcbkoro 3acoby. 3miHa NoJaeTbCs y 3B'A3Ky
KopoobLi i3 OHOBNEHHAM MeToay aHanidy M3 ans
npvBeAEeHHs Y BiANOBIAHICTb 4O OHOBMEHOrO
po3ainy € (01/2022:20927). BeBeaeHHst 3miH
nNpoTArom 6-T1 MicsUIB MicNs 3aTBEPOXKEHHS.
207.| CYMAMEO® NOPOLLIOK ANA TOB «TeBa Ykpaina MNIBA XpsaTtcka XopsarTis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a UA/15661/01/01
®OPTE opanbHoi cycneHsii YkpaiHa» 0.0.0. 3miHn | Tvny - 3miHK 3 aKocTi. [oToBUIA peuenmom
3i cMmakom GaHaHa, nikapcbkuii 3aci6. KoHTpornb rotoBoro
200 mr/5 mn: no 1 nikapcbkoro 3acoby. 3miHa y MmeTogax
dnakoHy 3 BUNPOOYBaHHA rOTOBOIO NikapCcbKoro 3acoby
NOpOLLKOM Anst (oHOBNEHHS npoLieaypy BUNpoOyBaHHS Ans
oparnbHOoi cycneHsii npvBeAEHHs Y BiANOBIAHICTb 3i 3MiIHEHOIO
no 15 mn (600 mr) 3aranbHoto ctatTeto Y abo €Bponencbkol
pasom 3 WnpuLom dapmakonei) 3amiHa nokasHuka "OfgHopigHiCTb
ONs 4O3yBaHHA y mMacu BiaMipsiHux go3" Ha "OgHopigHicTb 06'emy
KopobLi 003, WO BuTAraoTbes" y cneuudikadii roroBoro
nikapcbkoro 3acoby. 3miHa noJaeTbest y 3B'sI3Ky
i3 OHOBNEHHAM MeToay aHanidy M3 ana
NPVBEAEHHS Y BiANOBIAHICTb 1O OHOBMNEHOIO
po3giny €¢ (01/2022:20927). BBeaeHHSs 3MiH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPAXKEHHS.
208.| CYMAMEO® NOPOLLIOK ANA TOB «TeBa YkpaiHa MNIBA XpsaTtcka XopsarTis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/15662/01/01
®OPTE opanbHOoi cycneHsii YkpaiHa» .o.o. 3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA peuenmom

3i CMakom MarnuHu,
200 mr/5 mn: no 1
¢nakoHy 3

nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoBYyBaHHS rOTOBOrO NiKapCbKoro 3acoby
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NOpOLLKOM ANst (oHOBREHHS npoLeaypy BUNpobyBaHHS ANs
oparnbHoi cycnersii npuBeAeHHs y BiANOBIAHICTb 3i 3MiHEHOO
no 37,5 mn (1500 3aranbHoto ctatTeto Y abo €BponencbKol
Mr) pa3om 3 capmakonei) 3amiHa nokasHuka "OgHopigHICTb
LnpuLioM Ans macu BiaMipsiHux gos" Ha "OgHopigHicTb 06'emy
[03yBaHHA Y 003, Wo BuTAraoTbes" y cneumdikadii roroBoro
KopobLi nikapcbkoro 3acoby. 3MiHa nogaeTbcs y 3B'A3KY
i3 OHOBNEeHHAM MeToay aHanisy M3 gns
npuBEAEHHS Y BiANOBIAHICTE 4O OHOBEHOrO
po3giny € (01/2022:20927). BeeaeHHst 3miH
NpoTSArom 6-Tv MicsAUIB MiCNs 3aTBEPAXKEHHS.
209.| CYMAMEO® NOPOLLIOK Ans TOB «TeBa YkpaiHa MIBA XpBaTcka XopsarTist BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/15663/01/01
POPTE oparnbHOI cycneHsii YkpaiHa» 0.0.0. 3Mminn | TMny - 3MiHK 3 sKocTi. FoToBUIA peuenmom
3i CMakom MonyHuLi, nikapcbkuii 3aci6. KoHTpornb rotoBoro
200 mr/5 mn: no 1 nikapcbkoro 3acoby. 3miHa y meTogax
dnakoHy 3 BMNPoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
NOPOLLIKOM Ansi (oHOBMEHHs Npoueaypu BUNpobyBaHHA Anst
oparnbHOI cycneHsii NpUBEAEHHSA Y BIANOBIAHICTb 3i 3MiHEHOO
no 30 mn (1200 mr) 3aranbHoto cTatTeto Y abo €BponencbKol
pasom 3 LnNpuLom dapmakonei) 3amiHa nokasHvka "OfHopigHICTb
ONa [o3yBaHHA Y Macu BiaMipsiHnx 4o3" Ha "OpgHopigHicTb 06'emy
KopobuUi 003, Wo ButsraTbea" y cneundikauii rotoBoro
nikapcbkoro 3acoby. 3miHa NoJaeTbcs y 3B'A3Ky
i3 OHOBNEHHAM MeTogy aHanisy M3 ans
npvBeAEHHs Y BiANOBIAHICTb 4O OHOBMEHOrO
po3ainy € (01/2022:20927). BBeaeHHst 3miH
nNpoTArom 6-T1 MicsUIB NicNs 3aTBEPXKEHHS.
210.| TAHTYM crpen Ans poTosoi Asienge ITanisa AsieHge Kimike ITanisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes UA/3920/02/01
BEPOE® NOPOXHWHK, 1,5 Kimike PiyHiTe ArxeniHi 3MiHun | Tuny - 3MiHK Wwopo peuenma
mr/mn; no 30 mny PiyHiTe ®paHyecko 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
drakoHi 3 AHRXeniHi AKP.A.®. C.nA. BBeneHHs abo 3MiHM 00 y3aranbHEHUX JaHUX
Hebynansepom; no 1 | ®paHyecko - npo cuctemy capmakoHarnagy (BBegeHHs
dnakoHy y AKP.AO®. y3aranbHeHUX AaHnx Npo cuctemy
KapTOHHiI kopobui C.n.A. dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bifl yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi macTep-chainna cuctemum
hapmakoHarnsigy) 3miHa yrnoBHoOBaxeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
[itova pepakuis: Paolo Dionisio. NMponoHoBaHa
penakuisi: Pamela Rossi. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0COOM 3asiBHUMKA,
BignosiganbHoI 3a dhapmMakoHamsg
211.| TAHTYM rpaHynu ons AsieHge ITania Asienge Kimike ITania BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3s UA/4012/01/01
PO3A® BariHanbHOro Kimike PiyHiTe ArxeniHi 3MiHn | TUny - 3miHu wopo peuenma
po34nHy no 500 wr; PiyHiTe dpaHyecko 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 10 cawe B AHXeniHi AKP.A®.C.nA. BBepneHHs abo 3MiHM 00 y3aranbHEeHUX faHnxX
KapTOHHiI kopobui PpaHyecko npo cuctemy dapmakoHarnagy (BBeAeHHs
A.KP.A®. y3aranbHeHWX AaHux Npo cuctemy
C.n.A. chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS
dapMakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
apmakoHarnsgy B YKpaiHi, SKLWo BOHa
BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 30iCHEHHS hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-daina cuctemm
tapmakoHarnagy) 3miHa ynoBHOBaXeHoi ocobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg.
[Litova pepakuia: Paolo Dionisio. NMponoHoBaHa
penakuisi: Pamela Rossi. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0CO0M 3asiBHUMKA,
Bi4noBiganbHOI 3a hapmMakoHarnsag
212.| TEMOQAN® kancynu no 100 wmr; Mepk Wapni | LWeeiyapi Bupo6HuLTBO, diHnaHais/ BHECEHHS1 3MiH JO peecTpaLinHMX maTepianis: 3a He UA/4893/01/03
no 1 kancyni 'y Hoym IOEA A nakyBaHHs Ta Benebris/ 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuyenmom | nidnseae
cawe; no 5 abo no mM6X KOHTPOSb SIKOCTI Higepnanam nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
20 cawey Hepo3dacoBaHoI iMmnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii
KapTOHHIN kopobui npoaykuji: Ta KOHTPOIO AKOCTi FOTOBOrO JiKapCbKOro
OpioH ®apma, 3acoby (3amiHa abo gopgaBaHHsi BUpoOHuMKa, LLO
diHnaHain BiQMNoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
MepBuHHa Ta He Bkntoyaoym KOHTpOnb/BUNPOBYBaHHS cepii -
BTOPUHHA HopaBaHHs BupobHuka Mepk Wapn i Joym B.B.,
ynakoBka, [03Bin Baapgepser 39, 2031 BH Xaapnewm,
Ha BUMYCK Cepii: Hinepnangu/ Merck Sharp & Dohme B.V.,
OpraHoH Xenct Waarderweg 39, 2031 BN Haarlem, the
6B, benbris Netherlands B sikocTi JogaTkoBOro BUpobHUKa,
AnbTepHaTUBHUIA Lo BignoBiaae 3a BMNycK cepii. 3MiHM BHECEHO B
KOHTPOIb SIKOCTi: iHCTpYyKLUil0 ANs MeQUYHOro 3acTOCyBaHHS
OpioH ®apma, nikapcbkoro 3acoby y po3ainu «BupobHuk» Ta
OiHNnaHAain «MicuesHaxomkeHHs BUpOOHMKa Ta agpeca
[os.in Ha BMnyck Micusi NpoBagKEHHS MOro QisiNbHOCTI» 3
cepii: BiANOBIAHNMY 3MiHAMW Y TEKCTi MapKyBaHHS
Mepk Wapn i yMakoBKM NikapCbKoro 3acoby (4ofAaBaHHS
Ooym B.B., BUPOGHMKA); YTOUYHEHHS! iH(opMaLii Wwoao
HinepnaHau 1IoroTuUny 3asiBHUKa y TEKCTi MapKyBaHHS
ynakoBku. BBegeHHs 3MiH npoTarom 6-tu
MicsiLiB Nicnsi 3aTBEPOKEHHS
213.| TEMOOAN® kancynu no 20 wr; Mepk Wapni | LUsenuapi Brpo6HuuTBO, PiHnangis/ BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a UA/4893/01/02
no 1 kancyni 'y Ooym IOEA A nakyBaHHs Ta Benbrisa/ 3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA peuernmom
cale; no 5 abo no M6X KOHTPOMb SIKOCTI HinepnaHngu nikapcbkuii 3aci6. 3miHu y BUpoBHULTBI. 3MiHa
20 cawey Hepo3adhacoBaHoi iMnopTepa/3miHu, Lo CTOCYHTLCS BUNYCKY cepii
KapTOHHIl kopoOLi npoayKuii: Ta KOHTPOIH SIKOCTi TOTOBOTO fiKapCbKoro
OpioH ®apwma, 3acoby (3amiHa abo gofaBaHHsi BUPOOHUMKa, LLO
diHnaHAain BiAMNOBigae 3a BBE3eHHs Ta/abo Bunyck cepii) -
[MepBuHHa Ta He Bkntoyaoym KOHTpOnb/BUNPOBYBaHHS cepii -
BTOpPUHHA HonaBaHHs BUpobHuka Mepk Wapn i Joym B.B.,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynakoBka, [03Bin Baapgepser 39, 2031 BH Xaapnem,
Ha BUMYCK Cepii: Hinepnangu/ Merck Sharp & Dohme B.V.,
OpraHoH XewcT Waarderweg 39, 2031 BN Haarlem, the
6B, benbris Netherlands B sikocTi foaaTkoBoro BUpobHUKa,
AnbTepHaTUBHWNI LLIO BignoBigae 3a BUMyck cepii. 3MiHW BHECEHO B
KOHTPOIb SIKOCTi: iHCTPYKLUIil0 ANs MeQUYHOro 3acTOCyBaHHS
OpioH ®apma, nikapcbkoro 3acoby y po3ainv «BupobHuk» Ta
DiHNaHAain «MicuesHaxomxeHHsi BUpOGHMKa Ta agpeca
[o3Bin Ha Bunyck MicLS NpOBaaXXEeHHS MOro AianbHOCTI» 3
cepii: BiANOBIQHUMW 3MiHAMWN Y TEKCTIi MapKyBaHHS
Mepk Wapn i yNaKkoBKW fikapcbKoro 3acoby (aoaaBaHHs
Hoym B.B., BUPOBHMKA); yTOUYHEHHS iHdhopMaLii Wwoao
HinepnaHau 1IoroTuny 3asiBHUKa y TEKCTi MapKyBaHHs!
ynakoBku. BBegeHHs 3MiH npoTarom 6-tu
MicsaUiB Nicnsa 3aTBEPAXEHHSA
214.| TEMNO®EH TabneTkn, BKPUTI AT Bonrapis BupobHuLTBO Monbwa/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/20122/01/01
ayo NniBKOBOIO "Cocpapma" HeposdacoBaHoi Bonrapis 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuyenma
obonoHkoto, no 10 npoayKuii, BignosigHocTi/E-cepTudikaT BignoBigHoCTI
Tabnetok y 6nictepi, nepBuHHa Ta €Bponeiickkin hapmakonei/MoHorpadii.
no 1 6nictepy B BTOpPUHHA MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa
KapTOHHIN nayui ynakoBka, BignoBigHocTi abo BUNyYeHHs cepTudikata
KOHTPOIb AKOCTi: BignoBigHOCTI €BponeWchbkin hapmakonei: ans
dapmaLeBTUYHI A®I; onsa BMuxigHOro
3aBoau matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
Monbdapma C.A., BUKOPUCTOBYOTbCS Y BUPOGHUMUTBI APl; ans
MonbLa; fossin [OMNOMIXKHOI peqoBuHU (cepTudikar
Ha BUMYCK cepii: BignoBigHocTi €Bponeinchkii hapmakonei) -
AT "Codpapma”, OHoBneHWn cepTudikaT Bif yxe 3aTBepaKeHOro
Bonrapis BMpOGHVKa - lMoaaHHA oHOBMNEHOro cepTudikarta
BignoBigHocTi €Bponenchkii papmakonei Ne R1-
CEP 1996-061 - Rev 15 (3atBepaxeHo: R1-CEP
1996-061 - Rev 14) ans A®l ibynpodeHy Bia
3aTBepgkeHoro BupobHuka SOLARA ACTIVE
PHARMA SCIENCES LIMITED, India. 3miHu |
Tmny - 3MiHn 3 gxkocTi. A®Il. Kontponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3HaYEHWX y crneumdikauisx Ha A®l, abo
BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYOTLCS Y npoLleci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPOBYBaHHS)
HonosHeHHs cneumdikauii AD| ibynpodeHy
HOBWM MoKa3HUKOM «Po3mip yacTok» 3
BigNOBIgHMM MEeTOA0M BMNPOGYBaHHS
215.| TETPAUUKNIH Ma3b o4Ha, 1%; no 3 mn Ykpaina TOB "Apnimeg" Pecnybnika BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a UA/17541/01/01
rabono10ry "rMEQEKC" BipmeHisi 3MiHu | TUnYy - 3miHKn Wwopo peuenmom

Tybax; no 1 Ty6i B
KapTOHHIN navui

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnX
npo cuctemy dapmakoHarnagy (BBeaeHHs
y3aranbHeHUX AaHnX Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BiAnNoBiAanbHOI 3a 3AiNCHEHHS
chapmakoHarnsay; KOHTaKkTHoOi ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BiAMiHHa Bif yNOBHOBaXXeHOT 0cobu,
BignoBiganbHoI 3a 30iCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
PO3MiLLieHHI MacTep-danna cuctemm
tapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
Litova pepakuisi: MN'yazeHko AHapin
OnekcaHgpoBuy. MponoHoBaHa pegakuis:
InaToBa Mupocnasa KOpiiBHa. 3MiHa KOHTaAKTHUX
[aHUX YNOBHOBaXEHOT 0COOM 3asiBHUMKA,
Bi4noBiganbHOI 3a hapmakoHarnag

216.

TUNOA®

TabneTkn, BKPUTI
NniBKOBOKO
o6ornoHkot; no 4
TabneTku B CTpUNi;
no 1 ctpuny B
KOHBEPTI; no 50
KOHBEPTIB Y KOpoobuUi

[>xeHom
bioTek lMBT.
1o,

IHgia

[>xeHom BioTek
MeT. N10.

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBe4eHHs
y3aranbHeHVX AaHNX Npo cUcTeMy
capmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBigANbHOI 3a 34iNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemm
dapmakoHarnsigy). 3miHa KOHTakTHOI ocobu
3asBHUKA, BiANOBIAanbHOI 3a hapmakoHarnsag B
YkpaiHi.

[itova pepakuis: LnHkapeHko Jiogmuna
KOpiiBHa. MponoHoBaHa pepakuis: BiniH CiHrx
Tomap. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu 3asBHKKa, BianoBiganbHOI 3a
dapmakoHarnsa B YkpaiHi

3a
peuenmom

UA/8346/01/01

217.

TIAMIHY
XnoPua-
OAPHULSA
(BITAMIH B1-
OAPHULIA)

PO34MH ANs iH'eKLn,
50 mr/mn; no 1 Mn B
amnyni; no 5 amnyn
Y KOHTYPHI#
YapyHKOBIN
ynakosLi, no 2
KOHTYPHI YapyHKOBI
YNaKoBKW B Naui

MpAT
"®apmaueBT
n4yHa cipma

"OapHuus”

YkpaiHa

MpAT
"PapmaLeBTUYHa
dipma "OapHuuga"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpOoOHMLUTBI. 3MiHa
po3mipy cepii (Bkntoyarumn gianasoH po3Mipy
cepii) rotToBoro nikapcbkoro 3acoby (36inbLIeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPIYKEHUM
pO3MipoM) BBEAEHHS 4OAATKOBOrO po3mipy cepil
N3 600 n (600 TMC. amn.) B AONOBHEHHS 4O
BXe 3aTBepmpkeHux po3mipis cepivi (120 n, 250
n, 360 n,380 n, 400 n, 500 n). 3miHwn | TUNy -
3MmiHu 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. Onuc
Ta cknag (iHwi 3miHM) oHoBneHo po3gin 3.2.P.1
Onuc i cknag J13, Ha 3amiHy gitovomy posainy 1A

3a
peuernmom

UA/5489/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npueeaeHo y CTD-copmart po3gin «Cknag» Ta
BMKMAAEHHS TEKCTY YKPaiHCbKOK MOBOO
218.| TIKOBAK CycneHsisa gns Mdparizep CLWA KOHTPOIb SIKOCTi: Icnanis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/16695/01/01
BAKLUUHA ONA | iH'ekuin no 2,4 Eny.Ci.Mi. E€YPOO®IHC ABcTpisi/ 3MmiHn | TMny - AgMiHiCTpaTMBHI 3MiHW. 3MiHa peuenmom
NMPO®INAKTUK | mkr/0,5 mn, no 0,5 Kopnope BIOPAPMA Benbrisa HalMeHyBaHHs Ta/abo agpecy 3asiBHMKa
M KNIWOBOIO | mn cycneHsii y H MPOOAKT (BnacHuKka peecTpaLiiHoro noceigyeHHs) 3miHa
EHUE®DANITY nonepenHLo TECTIHI CMEWH, afpecu 3asBHUKa.
KYNbTYPAJIIbH | 3anosBHeHomy C.J.Y, Icnanis
A 0fHOpPa3oBOMY KOHTPOIb SIKOCTi:
IHAKTUBOBAH | wnpwui; no 1 Mdparnzep
A OYULLUEHA wnpuy MeHtodek4ypuHr
COPBOBAHA BKMageHomy y AscTpis TM6X,
Gnictep; no 1 ABCTpis
6nictepy Ta BUPOOHMLTBO
OKPEMOIO TOMKOK Y npoaykTy y cpopmi
KapTOHHIl kopobui in bulk;
HanoBHEHHS
wnpuuis,
nakyBaHHs1,
MapKyBaHHS1,
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
Mdpansep
MeHtoekyypuHr
Benebria HB,
Benbrisa
KOHTPOIb SIKOCTi:
CI'C Na6 CimoH
CA, Benebrisi
219.| TIOTPUA3ONIH | kpanni o4Hi, 10 TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/19609/01/01
Mr/mn; no 5 mn'y "APTEPIYM "KviBmegnpenapa 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuenmom
dnakoHi o6'emom 5 nTa" T nikapcbkuii 3aci6. 3miHn y BUpoOHUUTBI. 3MiHa
mn a6o 10 mm; o 1 po3mipy cepii (Bkntoyar4m gianasoH po3Mipy
dnakoHy B nayui y cepii) roToBOro nikapcbkoro 3acoby (3MeHLUEHHs!
KOMMMEKTi 3 0o 10 pasiB) BBeAEHHS1 [OOATKOBOrO
KPWLLIKOKO- TeopeTuyHoro po3mipy cepii 'M13 30 n
KpanenbHuLUer 3atBepaxeHo:120 n (wo Bignosigae 22640
hnakoHiB 3a TEOPETUYHNM BUXOAO0M).
3anponoHoBaHo: 120 n (wo Bianosigae 22640
dnakoHiB 3a TeopeTuyHuM Buxogom; 30 n (o
Bignosigae 5660 cdnakoHam 3a TeopeTUYHUM
BMXOZOM).
220.| TIOTPUA3OJIH | TabneTkn no 200 mr, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/5819/01/02
® no 10 Tabnetok y "KvniBmegnp "KniBmegnpenapa 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuernmom
GnicTepi; no 3 abo enapat” T nikapcbkuii 3aci6. 3mMiHM y BUpoBHULTBI. 3MiHa

no 9 Gnictepis y
nayui; no 15
Tabnetok y 6nictepi;
no 6 Gnictepis y
nayui

po3mipy cepii (BKMO4aoumM gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLUeHHs
0o 10 pasiB NOPIBHSHO i3 3aTBEPKEHUM
po3mipom) BeeaeHHs foaaTkoBoro
TeopeTu4Horo po3amipy cepii 500 kr cymiLi
KOMMOHEHTIB, Lo cTaHoBUTL 2 083 333
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
TabneTok, B 3B’A3Ky 3 HEOOXiAHICTIO onTUMi3aLii
npouecis BUpobHMLTBa. 3aTBEpAKEHO
-100 kr (416 666 TabneTok)
-220 kr (916 666 TabneTok)
-600 «kr (2 500 000 TabneTok)
3anponoHoBaHo
-100 kr (416 666 TabneTok)
-220 «kr (916 666 TabneTok)
-500 kr (2 083 333 TabneTok)
-600 kr (2 500 000 TabneTok)
221.| TIOLUETAM® TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/6941/01/01
POPTE NniBKOBOKO "KviBmegnp "KniBmegnpenapa 3MminHn | TMny - 3MiHK 3 sKocTi. FoToBUIA peuenmom
o6onoHkoto, no 10 enapat” T nikapcbkuii 3aci6. 3MiHK y BUpOGHMLTBI. 3MiHa
Tabnetok y bnictepi; po3mipy cepii (BKM4atoum giana3oH po3mipy
no 3 abo no 6 cepii) roToBOro nikapcbkoro 3acoby (36inbLeHHs
GnicTepiB y navui 0o 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
po3mipom) BBeaeHHst 4oAaTKOBOro
TeopeTUYHoro poamipy cepii 519,25 kr cymiLdi
KOMMOHEHTIB, LLIO CTaHOBUTb 714 285 TabneTok,
B 3B’A3Ky 3 HEODOXiAHICTIO onTuMmisaLii npouecis
BMpoGHMUTBA. 3aTBEPOKEHO
-103,85 kr (142 857 TabneTok)
-207,7 kr (285 714 TabneTok)
-726,95 kr (999 999 TabneTok)
3anponoHoBaHo
-103,85 kr (142 857 TabneTok)
-207,7 kr (285 714 TabneTok)
-519,25 kr (714 285 TabneTok)
-726,95 «kr (999 999 Ttabnertok)
222.| TON30n nioginisat ans Acnipo IHAis Acnipo ®apma IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/18545/01/01
PO3YMHY ANS iH'eKLN dapma Nimiten 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenmom
no 40 mr y dprakoHi; Timiteq HanimMeHyBaHHA Ta/abo agpecu 3asiBHUKA
no 10 cpnakoHiB y (BnacHuka peecTpauiiHoro noceig4yeHHs). 3MiHa
KopobLi agpecu 3asiBHUKA
223.| TOPO PO34MH AN iH'eKLN, Acnipo IHAisA Acnipo ®apma IHAisa BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3a UA/18182/01/01
30 mr/mn; no 1 Mny dapma NimiTen 3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
dnakoHi; no 5 abo TimiTen, HariMeHyBaHHA Ta/abo agpecu 3asiBHUKa
no 10 cpnakoHiB y IHAis (BnacHwuka peecTpauinHoro noceigveHHs1) 3MiHa
KopooGLi agpecu 3asiBHUKA
224.| TPAXICAH Tabnetkun ans AnbneH LLiseviapi EHrenbrapg Himeuumnna/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3 UA/6121/01/01
CMOKTaHHS; o 10 dapma Al A ApuHaimiTTenb YkpaiHa 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenma
Tabnetok y 6nictepi; m6X & Ko.KT, BignosigHocTi/lE-cepTudikat BignosigHoCTi
no 2 6nictepu B HimeyuumHa; €Bponevicbkin dapmakonei/MmoHorpadii.

KapTOHHiI kopobLyi

BUPOOHMK, LLO
BignoBigae 3a
BBE3EHHS,
KOHTpOrb Ta
Bunyck cepii: TOB
"MIK-©APM",
YkpaiHa

MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BigNoOBIgHOCTI €Bponewnchbkin dapmakonei) -
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OHoBneHur ceptudpikat Bifg yxxe 3aTBEpPLKEHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTugikaTty
BignoBigHOCTI €Bponewickkin hapmakonei R1-
CEP 2013-205- Rev 02 Big 3aTBEPOKEHOMO
BMpOGHMKa Xellia ons giroyoi pevyoBuHU
TUPOTPULMHY (3aTBepmkeHo: R1-CEP 2013-205-
Rev 01; 3anponoHoBaHo: R1-CEP 2013-205-
Rev 02).
225.| TPU-PEron TabneTkn, BKpUTI BAT YropwwmHa BAT "lepneoH YropwwmHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a HE UA/2939/01/01
060n0HKO, KOMGI- "T'eneoH PixTep" 3MiHun | Tuny - 3MiHKM Wwopo peuenmom nigsrae
ynakoBka Ne 21x1, PixTep" 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
Ne 21x3: no 21 (iHwWi 3MiHK) 3MiHM BHECEHO A0 IHCTPYKUiT Ans
Tabnetui B 6nictepi MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby
(6 Tabnetok Ao po3aginy "Mob6ivHi peakuii" woao 6esnekn
POXEBOro KONbOopY, 3acToCcyBaHHS NiKapcbkunx 3acobiB siki MiCTATb
5 TabneTok Ginoro nesorectpen/etTuHinectpagion. BeegeHHs 3MiH
konsopy, 10 NpoTArom 6-Tn MicsLiB NicNs 3aTBEPOXKEHHS.
TabneTok TEMHO- 3minn Il TMny - 3MiHK Wwopo
>KOBTOrO KOJbOpY), 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
no 1 abo 3 6nictepun 3MiHM y KOPOTKin XapaKTepucTuLli nikapcbkoro
pPa3oMm 3 KaPTOHHUM 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
dyTnspom Ans MEAMYHOrO 3aCTOCYBaHHs! y 3B’sI3KY i3 HOBUMM
30epiraHHsi OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
GnicTepis B naywi OaHuMK Ta JaHUMK 3 papmakoHarnsgy
3MiHu BHeceHo A0 IHCTpyKLii Ans MeguyHoro
3acTocyBaHHS NnikapcbKoro 3acoby 4o po3gainis:
"®dapmakornorivyHi BnactusocTi”,
"MpoTunokasaHHs", "B3aemogisa 3 iHWMmn
nikapcbknuMmn 3acobamu Ta iHLWi BUAn
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHs Ta go3un", "Oitn", "Mo6ivHi
peakuii”. BBeieHHS 3MiH NpOTArom 6-Tn MicsLiB
nicnsi 3aTBEpOXXEHHS.
226.| TPUTTIKO TabneTkn Asienge ITania AsieHge Kimike ITania BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: 3a UA/9939/01/01
NPOJIOHrOBaHOI Aji Kimike PiyHiTe ArxeniHi 3Minn | TUny - 3miHn wopo peuenmom
no 75 wr, no 10 PiyHiTe ®paHyecko 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
Tabnetok y 6nictepi; AHXeniHi AKP.A.®. C.nA. BeeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
no 3 6nictepu B PpaHuecko npo cuctemy dapmakoHarnsgy (BBefeHHs
KapTOHHIN nayui; no AKP.AO®. y3aranbHEeHUX AaHnx Npo cuctemy
15 TabneTtok y C.n.A. dapmakoHarnsgy, 3MiHa ynoBHoBaxeHoi ocobu,

Gnictepi; no 2
Gnictepu B
KapTOHHIN navui

BiANoBiganbHOI 3a 3AiNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, SKLwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-channa cuctemm
hapmakoHarnsigy) 3miHa yrnoBHoOBaxeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a dhapMakoHarnsg.
Litova pegakuisi: Paolo Dionisio. MponoHoBaHa
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
pepakuisi: Pamela Rossi. 3mMiHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOI 0COOU 3asiBHYKA,
BignoBigansHoi 3a chapMakoHarnsg
227.| TPUTTIKO TabneTtku AsieHge ITanis Asienge Kimike ITanis BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a UA/9939/01/02
NPOSIOHroBaHoOI Aji Kimike PiyHiTe ArxeniHi 3MiHn | TUny - 3miHn wopo peuenmom
no 150 mr; no 10 PiyHiTe dpaHyecko 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
TabneTtok y Gnictepi; AHXeniHi AKP.A®. C.nA. BBeaeHHs1 abo 3MiHM [0 y3aranbHEeHWX AaHuX
no 2 6nictepu B PpaHyecko npo cuctemy dapmakoHarnagy (BBefeHHs
KapTOHHIN nayui A.KP.A®. y3aranbHeHUX AaHux Npo cuctemy
C.n.A. chapmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-daina cuctemm
tapmakoHarnagy) 3miHa ynoBHoOBaXeHoi ocobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg.
[Litova pepakuia: Paolo Dionisio. NMponoHoBaHa
penakuisi: Pamela Rossi. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0COOM 3asiBHMKA,
BignosiganbHoi 3a dapmMakoHarmsg
228.| TPUTTIKO XR TabneTkn, BKpUTI Asienge ITanisa AsieHge Kimike ITanisa BHECEHHS 3MiH O peecTpauiiHiX maTepianis: 3a UA/15577/01/02
NniBKOBOO Kimike PiyHiTe ArxeniHi 3Minn | TUny - 3miHn wopo peuenmom
0o60onoHKot, PiyHiTe ®paHyecko 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
NPOOHroBaHoI Al AHRXeniHi AKP.A.®. C.nA. BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHUX
no 300 mr; no 10 PpaHuecko - npo cuctemy dapmakoHarnagy (BBegeHHs
Tabnetok y 6nictepi; AKP.A®. y3aranbHeHUX AaHnx Npo cuctemy
no 1 a6o no 2, abo C.n.A. cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
no 3 Gnictepn y BignoBiganbHoI 3a 30iMCHEHHSA
KapTOHHIN ynakoBLi; hapmakoHarnsigy; KOHTakTHoi ocobu 3
no 7 tabnetok y dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
6nicTepi; no 2 abo dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa
no 4 6nictepn y BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
KapTOHHIN ynakoBLj BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi macTep-channa cuctemm
hapmakoHarnsigy) 3miHa yrnoBHoOBaxeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
[itova pepakuis: Paolo Dionisio. NponoHoBaHa
penakuisi: Pamela Rossi. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0CO0M 3asiBHMKA,
BignosiganbHoI 3a dhapmMakoHarmsg
229.| TPUUNATPOH NMOPOLLIOK A1s TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3 nidnsieae UA/18162/01/01
EKCTPA oparnbHOro po34vnHy "®apmaneBT "®apmaueBTnyHa 3MiHn | Tuny - 3miHn Wwono peuenma
no 10 a6o 30 cawe U4Ha KOMMaHis 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
Y KapTOHHI kopobLyi; KOMMaHisi "®apKoC" 3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
no 1 cawe 6e3 "®apKoC" 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
BKNafaHHs y
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n/n

JliKapcbK020
3acoby

(nikapcbka ¢ghopma,
ynakoeka)
BTOPWHHY yNaKoBKy

3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

230.

YBICTE3WH

pPerynsipHoO OHOBIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6eanekm
3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
OLLiHKM 3BiTY 3 JOCNIAKEHb, NPOBEAEHNX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHy y3romkeHo 3 KOMNEeTEHTHUM
YMOBHOBaXEHNM OpPraHoM).
3MiHVM BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3giny
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpygar” BignosigHO 40 OHOBEHO!
iH(opMauii 3 6e3nekn 4ito4oi peyoBUHU
napaueTtamony 3rigHo 3 pekomeHzauismm PRAC.
TepmiH BBeAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPOKEHHS.

231.

®OPTE

YPO-BAKCOM

PO34MH ANiS iH'EKLIN;
no1,7mvmny
kapTpuoxi; no 50
KapTpUoXiB y
MeTanesiln GaHui

3M
LonunaHg
mM6X

Himeuumn
a

3M Xenckea
xepmaHi Mm6X

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMNYy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NpoBafXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
roTOBOrO flikapCbKoro 3acoby, BKoyaoum
OinbHMUI BUNYCKy cepii abo Micue npoBegeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKYX BUMYCK CEPiit)
3MiHa HaliMeHyBaHHS y 3B’A3Ky i3 NpUBEAEHHSAM
peecTpaLiiHUX AOKYMEHTIB Y BiANOBIAHICTb A0
ceptudikaty GMP. 3minu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWwi 3MiHM) OHOBNEHHSA TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby, a came: AOMOBHEHI po3ainu
iHcpopmaLiieto Npo HaHeCEeHHS NepeMiHHKX
[OaHuXx (cepisi, TepMiH NpuaaTHOCTI, AaTa
BUIOTOBIIEHHS, PEECTPALlifiHE NOCBIAYEHHS);
3a3HaYeHHs! OANHULIL BUMIPIOBAHHS Y CUCTEMI
Sl.

3a
peuernmom

He
nsaoaseac

UA/10196/01/02

Karcynv no 6 mr no
10 kancyn y
GnicTepi; no 3
Gnictepn y
KapTOHHiI kopobLyi

OM dapma
CA

Lsewuapi
a

OM dapma CA

LLisenuapis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHun | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnx
npo cuctemy dapmakoHarnsgy (BBeeHHs
y3aranbHeHNX AaHKX Npo cucTemy
dapmakoHarnsay, 3MiHa ynoBHoBaxeHoi ocobu,
BiANoBiAanbHOI 3a 3AiNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y

po3MilLeHHi MacTep-channa cuctemum

3a
peuernmom

UA/12599/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

tapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg.
[Litova pepakuis: Yves Miclo. lNMponoHoBaHa
penakuisi: Mr Francesco Ventura. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXXEHOI 0cO6U
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa Micue3HaxomKeHHs MacTep-canna
cucTeMu hapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
chapmakoHarnagy

232.

O-rENb®

renb, 25 mr/r, no 30
ry 1y6i; no 1 Ty6i B
navui

MpAT
"dapmaueBT
nyHa dipma

"NapHuug”

Ykpaina

MpAT
"papmaueBTnYHa
dipma "dapHuuga"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponewcbkin dpapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeOOXiAHICTIO NpMBEaEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (iHLwi
3MiHM) BHOCATLCS 3MiHM Ao po3ainis 3.2.P.4.1.
Cneuudpikadii Ta 3.2.P.4.2. AHaniTnyHi
METOAMKM Ha JAOMOMiKHY PEYOBUHY
MeTtunnapabeH (MeTunnaparigpokcmbeHsoar), a
came: - [NokasHuk "Po34mnHHicTb": BignosigHoO Ao
Bumor oY, 1.4 "MoHorpagii” Ta € 1.5.1.7
"Characters" mae pekomeHaauiiHUiA XapakTep,
Ha niacTaBi Yoro iHdopMaL,ilo WOoAO PO3YUHHOCTI
OOMOMDKHOI pe4OBUHY NepeHeceHo A0
3aranbHWX BNacTuBocTel. - [MokasHuk
"MikpobionoriyHa ynctoTa" npuBeaeHnn
BiANOBIQHO 0 BMMOT Jitounx MoHorpadini €,
2.6.12,5.1.4.

3a
peuernmom

UA/8589/01/01

233.

®EHCTYQ

PO34MH OIS iH EKUIN,
50 mkr/mn; no 2 mn B
amnyni; no 10 amnyn
B KOHTYPHi#
ynakosui; no 1
KOHTYPHI ynakoBsLi
Y KapTOHHIl kopobLyi;
no 10 mn B amnyni;
no 5 amnyn B
KOHTYPHIil ynakoBLyj;
no 1 KOHTYpHIn
ynakoBLUi y
KapTOHHiI kopobLyi

PycaH
®dapwma ITa

IHAisa

Pycan ®apwma Jltg

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX JaHUX
npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHWX Npo cucTemy
cbapmakoHarnsigy, 3MiHa ynoBHOBa)keHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiAMiHHa Bifl yNnoBHOBaXeHOi ocobu,
BignoBigansHoI 3a 30iMCHEHHS hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-chainna cuctemu
cbapmakoHarnsigy). 3mMiHa KOHTaKTHOT 0cobun
3asiBHMKa, BignosiganbHoi 3a dhapmakoHarnsag B
YkpaiHi.

[itoua pepakuisi: Maister Maryna Hennadiivna.
lMponoHoBaHa pegakuis: Familiarska Anna

3a
peuernmom

UA/17919/01/01
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®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o

Leonidivna. 3miHa KOHTAKTHUX JAHUX KOHTAKTHOI
ocobu 3asiBHMKA, BignosiganbHoi 3a
chapmakoHarnsg B YKpaiHi.

noceid4yeHHs1

renbno20r, 30T,
40ra6o 100rB
namiHoBaHi Ty6i; no
1 Ty6i B KAPTOHHIN
KopoOLi

OPFAHOCMU
H
NAN®CAEH
CU3 (E®
3ET 1)

OAE

EHK'106 ETikans
Mpansit JlimiTeq

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax

BUMNPOBYBaHHS FOTOBOrO NiKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBepAKeHNX MeTodax
BUNPOOYBaHHS) yAOCKOHANEHHs 3aTBEepAKEHOI
aHaniTM4Hoi metToaukun «KinbkicHe BU3Ha4YeHHs!

NeBOMEHTONY, MeTuncaniumMnary, cnmpty
6eH3nnoBoro i cnnpTy isonponinosoro» (Eur.

Ph., 2.2.28, meTop ra3oBoi xpomarorpadii), a

Ccame YTOYHEHHS LLoA0 NPUroTyBaHHS PO34MHIB
NopiBHAHHA. KpuTepii NpuAHATHOCTI
3aNULLATLCS HE3MIHHMMMU.

be3
peuenma

UA/12794/01/01

Tabnetku no 50 wr,
no 10 tabnetoky
6nictepi; no 3 abo 6,
abo 12 GnictepiB y
KapTOHHIN kopobLi

Canpos
dapmacbioTi
Kans g.n.

CnogeeHisi

BUPOBHMUTBO "in
bulk", nakyBaHHs,
KOHTpOrb Ta
BUMYCK Cepiit:
Cantotac ®apma
MM6X

Himeyunna

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
BunpaBneHHs TeXHIYHOT NOMWIKK, 3rigHo n.2.4.
po3giny VI Hakasy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pepakuii Hakazy MO3
Ykpainu Big 23.07.2015 p. Ne 460) B
Cneuudikauii (Mpu BANYCKy Ta Ha TEPMiH
36epiraHHs) Ta meTogax koHTponto MKA N3, a
came BUMNpaBIieHHsl HEKOPEKTHOTO nepeknazay
OAVHULIL BUMIPY ANs MOKasHMKa "npoYHoCcTb"
(Resistance to crushing) «klMa» (kp) 3amicTb
KOPEKTHOro «krcy (kp). 3aTBepmkeHo:
Creumndukaumsa npu BeiNycke Cepuii 1 Ha
nepuopg cpoka rogHocTu. MeTogbl KOHTpONsA
MpoyHoCTb
MeToga. N3mepeHure ¢ ncnonb3oBaHMeM
Hagnexatlero HCTymeHTa Ha. MposoanTcs Ha
10 TabneTkax. HopmupoBanue: 2-8 klMla.
3anponoHoBaHo: CneundvKaums npu Bbinycke
cepuii 1 Ha nepwog cpoka rogHocT. MeTtoabl
koHTpons MNMpoyHocTb MeToa. N3amepeHue ¢
MCMONb30BaHWEM HaeXallero MHCTYMeHTa Ha.
MpoBoautcs Ha 10 TabneTkax. HopmuposaHue:
2-8 krc (kp) 3a3HayeHe BUMNpaBreHHs BigNoBiAae
MaTepianam peecTpauiiHoro focke, ki
npeacrasneHi B apxisi (po3gin 3.2.P.5.1.
Cneuudikauis)

3a
peuenmom

UA/15559/01/01

Ne Hasea
n/n JNliKapcbKo20
3acoby
234.| ®NAMIOE3
FENb
235.| ®NEKAIHIA
CAHOO3®
236.| ®NEKAIHIL
CAHOO3®

Tabnetkv no 100 wmr,
no 10 Tabnetok y
Gnictepi; no 3 abo 6,
abo 12 6nictepiB y
KapTOHHiI kopobui

CaHpos
dapmacbioTi
Kans a.n.

CnoBeHis

BMPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTpOrb Ta
BUNYCK Cepin:
Cantotac ®apma
'M6X, HimeyuunHa

HimeyunHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
BunpasneHHs TexHIiYHOT NOMWIKu, 3rigHo n.2.4.
po3giny VI Hakazy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pepakuii Hakady MO3
Ykpainu Big 23.07.2015 p. Ne 460) B
Cneuudikauii (Mpu BANYCKy Ta Ha TepMiH
30epiraHHs) Ta meTogax koHTponto MKA 13, a

camMe BUMNpaBIieHHs1 HEKOPEKTHOTO Nepeknagy

3a
peuernmom

UA/15559/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OAMHULb BUMIPY A58 NOKasHMKa "NPoYHOCTL"
(Resistance to crushing) «klMNa» (kp) 3amicTb
KOpeKTHoro «krcy (kp). 3aTBepmkeHo:
Creumndukaums npu BbinNycke cepuii u Ha
nepuopg cpoka rogHocTv. MeTogbl KOHTpONs
MpoyHOCTE
MeTog. N3amepeHune ¢ ncnonb3oBaHnem
Hagnexallero UHCTymeHTa Ha. MpoBoanTces Ha
10 TabneTtkax. HopmupoBaHue: 2-8 kla.
3anponoHoBaHo: CneunduKaums npu Bbinycke
cepuii 1 Ha nepuof cpoka rogHoct. MeToapl
koHTpons MpoyHocTe MeToa. Namepenue ¢
MCMNONb30BaHWEM HaANeXallero MHCTYMeHTa Ha.
Mposoauntcs Ha 10 TabneTkax. HopmuposaHue:
2-8 krc (kp) 3asHayeHe BMNpaBneHHs Bignosigae
marepianam peecTpauifiHoro Aocke, siki
npeacrasneHi B apxisi (posgin 3.2.P.5.1.
Cneundikauisi)
237.| ®ONITAHT niodpinisat gns Acnipo IHais Acnipo ®apma IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/19869/01/01
po34nHy Ans dapma Nimiten 3MmiHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuernmom
iHdy3in, 150 mry JimiTen HaiMeHyBaHHs1 Ta/abo agpecy 3asiBHUKA
cnakoHi, no 1 (BnacHuKka peecTpaLiiHoro noceigyeHHs) 3miHa
dnakoHy y ajpecw 3asiBHUKa
KapTOHHI kopobui
238.| POPTALE® NOPOLLIOK ANA TOB Ykpaina TOB «ICTOAPM», Ykpaina BHECEHHS 3MiH O peecTpauiiHiX maTepianis: 3a UA/19848/01/01
po34nHy Ans «ICTOAPM» YkpaiHa 3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBuIN peuenmom
iH'exuin, no 1000 wmr, (nakyBaHHs i3 nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
no 1 abono 5 dopmu in bulk iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii
cdrakoHiB 3 HCIC Xeben Ta KOHTPOIH SIKOCTi TOTOBOTO fiKapCbKoro
NOPOLLIKOM, Y XyaMmiH 3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha

KapTOHHiI kopobLyi

dapmachbtoTikan
Komnawi Nimitea,
Kurait)

AKiN 3AIMCHIOETBCSA KOHTPOMNbL/BUNPOBOYBaHHS
cepii) - BHeCeHHS 3miH o po3sginy 3.2.P.3.1.
BupobHukn BHacnigok goaaBaHHS OOAATKOBOI
KOHTpakTHOi nabopaTopii no 3aiicCHEHHIO
KOHTPOIIO SIKOCTI Mikapcbkoro 3acoby: [lepxasBHa
HaykoBo-focnifHa nabopaTtopis 3 KOHTPOmo
SIKOCTi nikapcbkux 3acobis OY “IHcTutyT
rpoMagcbkoro 3gopos’st im. O.M. Map3eeBa
HauioHanbHoI akagemii MeanyHux Hayk
Ykpainn®, wo poamilleHa 3a agpecoto 02094, M.
Kwis, Byn. letbmana Maena Mony6oTka, 50;
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUpoBHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJO IKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs AinbHUL, Ha
AKiIV 3AIMCHIOETBCSA KOHTPOMNb/BUNPOBOYBaHHS
cepii) - BHeCeHHs 3miH o po3giny 3.2.P.3.1.
Bupo6Hukn BHacnigok goaaBaHHS OOAATKOBOI
KOHTpaKTHOi nabopaTopii No 3aiCHEHHIO
KOHTPOIMIO SIKOCTi nikapcbkoro 3acoby: [epxkaBHe
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nignpvemcTtBo “LleHTpansHa nabopatopis 3
aHaniay sikocTi nikapcbkux 3acobiB i MeauyHoT
npoaykuii”, Wwo posmiweHa 3a agpecoto 04053
M. Kuig, Byn. Kygpsicbka, 10-I; M. Kuis, Byn.
Kyapsiecbka, 8B; KuiBcbka obnacTb, c. Hosi
MeTpiBui, ByNn. IBaHa ®paHka, 19
239.| ®OPTPAHC® NOPOLLIOK ANA INCEH ®paHuis BO®YP INCEH ®paHuis BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a UA/6620/01/01
oparibHOro PO34unHy; KOHCbIOM IHOYCTPI TexHiyHa nomurnka (3rigHo Hakasy MOS Big peuenmom
no 73,69 r nopoLuky EP 23.07.2015 Ne 460),
y NakeTuky; no 4 XENCKEA, TexHi4Hy NoMunKy (HEBIPHO 3a3HayeHi AaTta Ta
NakeTukn y AKLiOHepHe HOMEep Hakasy) BUNpaBreHo B 3MiHax 40
KapTOHHIl kopobui TOBapUCTBO IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
CrpoLLEeHoro nikapcbkoro 3acoby, a came:
Tmny MonepenHs pegakuis
SATBEPIXKEHO
Hakas MinictepctBa OXOpoHu
3040pOB’a YKpaiHu
02.11.2012 Ne 869
PeecTtpauiive nocsig4yeHHs
Ne UA/6620/01/01
[NponoHoBaHa peaakuis
SATBEPIXKEHO
Haka3s MiHictepcTBa 0XopoHu
3[0poB’a YKpaiHu
14.07.2017 Ne 798
PeecTpauiiiHe nocBigyeHHst
Ne UA/6620/01/01
3a3HaueHe BUNpaBreHHst Bianosigae
mMartepianam peecTpauifiHoro JOochbeE.
240.| ®OPTPAHC® NopoLLOK Ans INCEH ®paHuis BO®YP INCEH ®paHuis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/6620/01/01
oparnbHOro PO34unHy; KOHCbIOM IHAOYCTPI TexHiyHa nomunka (3rigHo Hakasy MO3 Big peuenmom
no 73,69 r nopoLuky EP 23.07.2015 Ne 460) BunpaBneHHs TexHi4YHOI
y nakeTuky; no 4 XEJICKEA, nomunkw, 3rigHo n.2.4. nn. 9 posginy VI Hakasy
nakeTuku y AkuioHepHe MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
KapTOHHiI kopobLyi TOBapucCTBo pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p.
CMpOLLEHOro Ne 460) Ha TuTynbHiIn cTopiHui MKA N3, wo
Tmny 6yna gonyleHa y po3aini «3asBHuK», a came

3aMicTb KOpeKTHOi Ha3Bu 3asBHuka «INMCEH
KOHCbIOMEP XEJICKEA, AkuioHepHe
TOBapWCTBO CNpoLLeHoro Tuny, ®paHuisa»
3a3HaveHo «INMCEH KOHCBOMEP XEJICKEA,
®paHUis AKLiOHepHe TOBapMCTBO CNPOLLEHOr0
Tuny» 3aTBepakeHo: 3asiBHUK, kpaiHa INCEH
KOHCBIOMEP XEJICKEA, ®paHuis AkuioHepHe
ToBapuCTBO cripoLyeHoro Tuny Declarant,
country IPSEN CONSUMER HEALTHCARE,
France Simplified Joint Stock company.
BanponoHoBaHo: 3asiBHUK, kpaiHa INCEH
KOHCbIOMEP XEJICKEA, AkuioHepHe
TOBaPUCTBO CrpoLLeHoro Tuny, PpaHuis
Declarant, country IPSEN CONSUMER
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

HEALTHCARE, Simplified Joint Stock company,
France 3a3HaveHe BunpaBneHHs Bignosigae
MaTepianam peecTpauifiHoro 4ocbe

241.

DOPTYM®

NMopOoLLOK AN
PO34MHY Ans iH'eKuin
no 1r; 1 donakoH 3
MOPOLLIKOM Y
KapTOHHi kopobui

TOB"Cango
3 Ykpaina"

Ykpaina

En Ci Ec Oo6dap
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHa 3asiBHMKa (BnacHWKa peecTpauinHoro
noceigyeHHs) (3rigHo Hakaszy MOS3 Big
23.07.2015 Ne 460): TepmiH BBEAEHHS 3MiH
npoTarom 6 micsAuUiB NicnsA 3aTBepMKEHHS. 3MiHK
| TMny - 3MiHK Wopao 6e3nekn/edhekTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3amiHm oo
y3aranbHEeHUX AaHnx Npo cucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHNX
[AaHuX Npo cuctemy chapmakoHarnsgy, aMiHa
yNOBHOBaXeHOoI ocobw, BiANOBiAanbHOI 3a
3piicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu
3 (hapmakoHarnagy 3asBHUKa 4ns 30iINCHEHHA
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-danna cuctemm
tapmakoHarnagy) 3miHa ynoBHOBaxeHoi 0cobu
3asBHUKA, BiAMNOBIAaNbHOI 3a hapmakoHarnsg.
Ditoya pepakuis: [p. MeHc-Ynbpix LTermanH /
Dr. Jens-Ulrich Stegmann, MD. MponoHoBaHa
pepakuisi: TaHacoBa 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganeHoi 3a dhapMakoHarnsag.
3miHa micue3HaxomKeHHs MacTep-canna
cvcTeMu chapmakoHarnsigy Ta horo Homepa.
3MiHa Micus 3AiNCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsagy. 3miam | Tuny -
AOMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM
nikapcbkoro 3acoby - 3miHa ToproBoi Ha3Bu
nikapcbkoro 3acoby: [litova pegakuis:
®OPTYM™ [ponoHoBaHa pepakuisi:
POPTYM®. TepmiH BBEAEHHS 3MiH NPOTSIroM 6
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHM) 3MiHM BHECEHO
[0 TEKCTY MapKyBaHHs nepBUHHOI (N.6. «IHLLE»)
Ta BTOpUHHOI (M.17. «IHLE») ynakoBku
nikapcbkoro 3acoby. TepmiH BBEAEHHSI 3MiH
NpoTSArom 6 MicsLIB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

He
nidnsieae

UA/1636/01/02

242.

DOPTYM®

NopoLLOK Ans
PO34MHY AN iH'eKLin
no 2r; 1 donakoH 3
MOPOLLIKOM Y
KapTOHHiI kopobui

TOB"CaHpgo
3 YkpaiHa"

YkpaiHa

En Ci Ec Oo6dap
C.n.A.

ITania

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHa 3asiBHMKa (BNacHvKa peecTpauiiHoro
noceigyeHHs) (3rigHo Hakaszy MOS3 Big
23.07.2015 Ne 460): TepmiH BBeAEHHSI 3MiH
npoTarom 6 MicsuUiB nicns 3aTBePKEHHS. 3MiHU
| TMny - 3MiHK Wwopo 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHst abo 3MiHu go

3a
peuernmom

He
nidnsieae

UA/1636/01/03
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

y3aranbHeHVX AaHnX Npo cucTemy
apmakoHarnsay (BBeAeHHS y3aranbHEeHNX
[AaHuX nNpo cuctemy chapmakoHarnsgy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iicHeHHs1 hapmakoHarnsay; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3asBHUKa 4ns 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BiAMiHHa Bif yNOBHOBaXXeHOT 0cobu,
BignoBiganbHoI 3a 34iCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-danna cuctemm
tapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag,.
[Jitoua penakuis: Op. Menc-Ynbpix LUTtermanH /
Dr. Jens-Ulrich Stegmann, MD. lNMponoHoBaHa
pepnakuisi: TaHacoea 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHWX AaHWX YNOBHOBaXXEHOI 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag,.
3MiHa Micue3HaxomKeHHs MacTep-canna
cvcTemMu hapmakoHarnsgy Ta horo Homepa.
3miHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHu | Tuny -
AnMmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BuM
nikapcbkoro 3acoby - 3miHa ToproBoi Ha3Bu
nikapcbkoro 3acoby: [litova pegakuis:
POPTYM™ [MponoHoBaHa pefakuis:
POPTYM®. TepmiH BBEAEHHS 3MiH NPOTSIroM 6
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/eeKkTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECEHO
[0 TEKCTY MapKyBaHHs nepBUHHOI (N.6. «IHLLE»)
Ta BTOPUHHOI (N.17. «IHLWE») ynakoBku
nikapcbkoro 3acoby. TepmiH BBEAEHHSI 3MiH
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.

243.

DOPTYM®

NOPOLLIOK ANA
PO34MHY AnS iH'eKLin
no 500 mr; 1 donakoH
3 MOPOLLIKOM Y
KapTOHHiI kopobuyi

TOB"Cango
3 YkpaiHa"

Ykpaina

En Ci Ec Jobdap

C.n.A

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHa 3asiBHMKa (BNacHWKa peecTpauiiHoro
noceigyeHHs) (3rigHo Hakazy MO3 Big
23.07.2015 Ne 460): TepmiH BBEAEHHS 3MiH
npoTarom 6 MicsUiB Nicns 3aTBEpKEHHS. 3MiHU
| Tuny - 3miHn Wwopno 6e3nekun/edekTUBHOCTI Ta
cbapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHVX AaHuX Npo cucTemy
dapmakoHarnsigy (BBeAeHHs y3ararnbHeHUX
[aHuX Npo cucTeMy papMakoHarnsigy, amiHa
ynoBHOBaxeHoi ocobu, BianoBiganbHoi 3a
3[iCHeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu
3 (hbapMakoHarnagy 3asiBHMKa Ans 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bifl yNnoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 30iMCHEHHS hapmakoHarnsay

(BKIHOYAKYM KOHTaKTHI AaHi) Ta/abo 3MiHM y

3a
peuernmom

He
nidnsieae

UA/1636/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
pPO3MiLLEeHHi MmacTep-daina cuctemm
hapmakoHarnsigy) 3miHa yrnoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
Jitoya pepakuis: [p. MeHc-Ynbpix LTermanH /
Dr. Jens-Ulrich Stegmann, MD. lNponoHoBaHra
pepakuisi: TaHacoea 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg.
3MiHa Micue3HaxomKeHHs MacTep-canna
cvcTeMu dhapmakoHarnsgy Ta horo Homepa.
3MmiHa Micus 34iINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHu | uny -
ApOMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BuW
nikapcbkoro 3acoby - 3miHa TOproBoi Ha3Bu
nikapcbkoro 3acoby: [litoua pegakuis:
SOPTYM™ [NponoHoBaHa pefakLisi:
POPTYM®. TepmiH BBEAEHHS 3MiH NPOTAromM 6
MicsuiB nicns saatBepakeHHs. 3MiHum | Tuny -
3MiHu Wwoao 6e3nekun/eekTUBHOCTI Ta
apmakoHarnsagy (iHwi 3mMiHv) 3MiHM BHECEHO
[0 TEeKCTYy MapKyBaHHS1 nepBUHHOI (N.6. «IHLLE»)
Ta BTOPUHHOI (N.17. «IHLWE») ynakoBku
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB Nicnsi 3aTBEPAXKEHHS.
244.| XINO-KOMOO® | kpanni o4Hi, 2 YPCADAPM | HimeuyuunH YPCA®APM HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes UA/7443/01/02
DOPTE mr/mn; no 10 mny ApuHanmitt a ApuHanmiTTens 3miHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuernma nidnszae
HaraTtogo3oBomMy enb M'mM6X 'meX HaliMeHyBaHHs Ta/abo agpecu micus
KOHTeWHepi, npoBaXeHHs OisnbHOCTI BUpoGHMKa/imnopTepa
OCHalLleHoMYy rOTOBOrO fikapCbKoro 3acoby, BKIoYaym
NOBITPOHENPOHUKHN AOinbHWL BUNYycKy cepii abo micLe npoBeaeHHs
M Hacocom Ta KOHTPONIO SIKOCTI. (QiSNbHICTb, 3a sIKy Bignosigae
3aKpuToMy BMPOGHMK/iMNOpTep, BKIOYaKYX BUMYCK CEpiit)
KoBrna4kom; no 1 3MiHa agpecu Micus NPOBaKeHHs AisnbHOCTI
KOHTeNHepy B BUPOGHYMKa. TepMiH BBEAEHHS 3MiH NPOTArom 6
KapTOHHIl kopoOui MiCsILiB Micnsi 3aTBEPAKEHHSA
245.| XonicAn renb Ans poToBOi TOB YkpaiHa dapm3saBop MonbLa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: bes nionsizae UA/7298/01/01
NOPOXHWHK, no 10 T «BAYLU Enbda A.T. 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenma
rento y Ty6i; no 1 XENC» nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y

Ty6i B KQPTOHHIN
KopoO6Li

cknagi (AoNOMiKHUX Pe4OBKHAX) rOTOBOIO
nikapcbkoro 3acoby (cmakosi Ao6aBku abo
6apBHUKK) - [logaBaHHs, BUy4YeHHs abo 3amiHa
BUNPaBIIEHHS Ha3BU JONOMIKHOI pe4OBUHU
«onisi aHicoBay» oTpumaHoi 3 Pimpinella anisum
L. (moHorpadpusi Ne 0804) 3amiHeHO Ha Ha3By
«onis 3ipyacToro aHicy» otpumanoro 3 lllicium
verum (MoHorpadcusi Ne 2108). Akictb
[OOMOMDKHOT PEYOBMHU 3aNMLLAETLCA HE3MIHHOH.
OHoBneHHs po3ainie 3.2.P.DP. 3miHu BHeceHi B
po3gin "Cknag" (3onoMmixxHi pe4oBUHM) B
iHCTPYKUIilO ANsi MeaWYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby Ta sik HACMifAoK - Y TEKCT
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

MapKyBaHHS! yNakoBKU MikapcbKoro 3acoby.
BBegeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKEHHS. 3MiHM | TUNy - 3MiHM 3 AKOCTI.
[oToBMI nikapcbknii 3aci6. KoHTponb
AOMNOMDKHMX pevyoBUH. 3MiHa napameTpis
cneumdikaui Ta/abo JonycTMMMX Mex ansi
[OMOMDKHOT pe4OBUHM (iHLWi 3MiHK)
cneumdikais AONOMIKHOI pe4OBUHU Onis
3ipyacToro aHicy, NpMBoANTLCA Y BigNOBIOHICTL
0o Bumor MoHorpadii Star Anise oil (lllicium
verum) (MoHorpacumsa Ne 2108) BeeaeHHs 3MiH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXEHHS.
3MiHu | Tuny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK)
3MiHM BHeceHi B n. 6. IHLWE TekcTy MapKyBaHHS
nepBuHHOI ynakosku Ta B n. 17. IHLWE
BTOPWHHOI YNakoBKW fikapcbkoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHSI

246.

LIE®IKC

kancynu no 400 mr
no 5 kancyny
Gnictepi; no 1
Gnictepy y
KapTOHHiI kopobui

dapma
IHTepHeLweH
an KomnaHi

WoppaaHisi

dapma
IHTEepHelweHan
KomnaHi

WoppaaHisi

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHWU. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaKeHHS AiAnbHOCTI BUPOBOHMKa
(Bkntovaroum, 3a HeobxigHOCTI, Micue
NPOBELEHHS KOHTPOIO SKOCTi), abo BNacHuka
macTtep-darina Ha ADI, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoAyKTy, L0 3aCTOCOBYIOTLCS Y BUPOOHMLITBI
A®I (sKWO 3a3Ha4YeHO y AOChE Ha NikapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0Cbe) 3MiHa
3asiBMeHa y 3B’3Ky 3i 3MiHOI0 Ha3BUW palioHy B
appeci BupobHuka APl Dhanuka Laboratories
Ltd: Oitoua pegakuis: 7KM., Old Manesar Road,
Village Mohammedpur, Gurgaon — 122004,
Haryana, India. MNponoHoBaHa pegakuisa: 7KM.,
Old Manesar Road, Village — Mohammedpur,
District-Gurugram — 122004, Haryana, India

3a
peuernmom

UA/4151/01/01

247.

LIE®IKC

MopOLLOK AN
oparnbHOi cycneHaii,
100 mr/5 mn, 1
NakoH 3 MOPOLLKOM
(ans 30 mn abo 60
M cycneHsii) 3
TI0XKOK0-[03aTOPOM
Y KapTOHHIl kopobLi

dapma
IHTepHeLueH
an Komnari

Woppakis

dapma
IHTepHeleHan
KomnaHi

Woppakis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaKeHHS AiAnbHOCTi BUPOBOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NPOBELEHHSA KOHTPOSO SKOCTi), abo BnacHuka
macTtep-darina Ha AdI, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/NpoMiXXHOro
NpoAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHULITBI
AQ®I (sKLLO 3a3HaYEHO Yy AOCbE Ha NiKapCbKui

3a
peuernmom

UA/4151/02/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3acib) 3a BigcyTHOCTI cepTudbikata BignoBigHOCTI
€BponeWcbkin bapmakonei y 3aTBepaxXeHomy
nocbke, abo BUpobHMKa HOBOT LOMOMIXKHOT
PEYOBMHM (SKLLO 3a3Ha4YeHo y Aocbe) 3MiHa
3asBMeHa y 3B’3Ky 3i 3MiHOIO Ha3BW pavioHy B
appeci BupobHuka APl Dhanuka Laboratories
Ltd: LOitoua pegakuis: 7KM., Old Manesar Road,
Village Mohammedpur, Gurgaon — 122004,
Haryana, India. lNponoHoBaHa pepakuis: 7KM.,
Old Manesar Road, Village — Mohammedpur,
District-Gurugram — 122004, Haryana, India

*y pa3i HeceHHs1 3MiH 00 iHCmMpYKUii Npo MmeduYyHe 3acmocyeaHHsI

HavanbHuk
dapManeBTHYHOI0 YIIPABJIIHHA

Tapac JIICKOBCbKHUH




