NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), LLIOAO AKUX BYJIN BHECEHI 3MIHU 10
PEECTPALUIMHNX MATEPIANIB, AKI BHOCATBCA A0 AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

DopaTtok 3

bo Haka3y MiHicTtepcTBa OXOpOHM
3popoB’s YkpaiHu «lpo gepxaBHy
peecTpadilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»

Big 01 xxoBTHsA 2021 poky Ne 2128

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

A3EJIAIHOBA
KUCINOTA

nopoLLoK (cybcTaHuis) y
nakeTax noABiNHMX
nonieTMneHoBux Ans
dapmaLleBTU4HOro
3acToCcyBaHHSA

MAT
"KviBmeanp
enapar”

Ykpaina

TYWE IHOACTPIEC

NIMITEL

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
Tmny - 3MiHm 3 skocTi. A®Il. CtabinbHicTb. 3miHa nepiogy
NoBTOPHUX BUNpobyBaHb/nepioay 36epiraHHst abo ymoB
36epiraHHs AP (3a BiACYTHOCTI y 3aTBEPHKEHOMY [OCHE
cepTudikaTa BiANOBIAHOCTI €BpoNenchbkin hapmakonesi,
LLIO BKIIKOYAE Nepiof NOBTOPHOro BUNpobyBaHHS) (nepioa

noBTOpPHOro BUNpobyBaHHsa/nepion 36epiraHHs) -
30inbleHHs abo BBEAEHHSI nepiogy NOBTOPHOrO
BunpobyBaHHsa/nepiogy 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCMiMKEHb Y peanbHOMYy Yaci - 3MiHa
nepiogy NOBTOPHWUX BUNPOOyBaHb Ha OCHOBI pe3ynbTaris
pocnigpxkeHb y peanbHoMy Yaci APl AzenaiHoBol

KUCroTun. 3aTBepAXKEHHO: 2 pokn 3anponoHoBaHo: 5

pokiB; 3MiHu | TUNy - 3MiHKM 3 akocTi. ADL. CTabinbHiCTb.
3miHa nepiogy noBTOpHUX BUNpobyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHs AdI (3a BiacyTHOCTI y
3aTBepAKeHOMY A0Cbe cepTudikara BignoBiAHOCTI
€Bponeicbki hapmakonei, LWo BKIoYae nepiof,
NOBTOPHOro BUNpobyBaHHs) (Nepiod NOBTOPHOIro
BunpobyBaHHsa/nepion 36epiraHHs) - 3MiHa ymoB
36epiraHHa APl - 3miHa B ymoBax 36epiraHHa AdI

AsenaiHoBoi Kncrnotu. 3aTBepaXeHO: B OPUriHAMbHIN

ynakoBuUi, Npu Temneparypi He Bulie 25° C
3anponoHoBaHo: B opuriHanbHilA ynakoBui, npu
Temneparypi He Buwe 30°C

UA/17000/01/01

A3ULNH®

TabneTkn, BKpUTI
obonoHkoto, no 500 mr no 3
TabneTkn y KOHTYPHIN
YapyHKOBIl ynakosLi; no 1
KOHTYPHIV YapyHKOBIW
ynakoBLi B naywli

MpAT
"®apmaueBT
n4yHa cipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTnYHa
cipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TUNY - NOAAHHS OHOBIEHOro cepTudikaTa Bi4NOBIAHOCTI
€ponericbkint hapmakonei Ne R1-CEP 2013-153-Rev
00 anga A®| asutpoMiumHy Aurigparty Bif BXe
3aTBepakeHoro BMpobHuka Zhejiang Guobang
Pharmaceutical Co., Ltd. Ak Hacnigok yTOYHeHHS B
HanucaHHi agpecy BUpobHuyoi ainbHui (6yno: No.6
Wei Wu Road, Hangzhou Gulf Shangyu Industrial Zone,
Zhejiang, China; ctano: No. 6, Weiwu Road, Hangzhou
Gulf Shangyu Economic and Technological

3a
peuernmom

UA/0137/02/01




[IponoBxeHHs nonarka 3

BnicTepu y KapTOHHIN

Cnony4yeHe

KaTanisatopw: nanagiv Ta migb» y BignosigHocTi go ICH

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Development Zone, Zhejiang, China). BBeaeHHs 3miH
NpoTArom 6-Ty MicsILiB Nicnsi 3aTBEpOXKEHHS
3. AIMA®IKC NMOPOLLIOK Ta PO3YMHHUK A1 KEOPIOH ITania KEOPIOH C.IN.A. ITania BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/17426/01/01
po3unHy Ans iHgysin, 500 C.N.A. TMNy - 3MiHa Ha3BK NocTayanbHMKa CMOnKU adiHHOT peuernmom
MO/10 mn, conakoH Ne 1 3 (xpomaTorpadiyHoi) Heparin Sepharose ® 6 Fast Flow.
nopotukom no 500 MO y Agpeca ginbHuui BUpoGHULITBA Ta BUPOBHMYI onepauii
KOMMMEKTi 3 PO34YNHHUKOM 3anMwmnnmcs HesmiHHuMK. 3anponoHosaHo: Cytiva
(Bopa ans iH ekuin) no 10 Sweden AB, Bjorkgatan 30 Uppsala, Sweden
My donakoHi Ne 1 ta
HabopoM ANt PO3YMHEHHS i
BBEJEHHS Y KapTOHHIl
KopobLUi
4. AIMA®IKC MOPOLLIOK Ta PO3YMHHUK OIS KEOPIOH ITanisa KEOPIOH C.MN.A. ITanisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/17426/01/02
po34nHy Ans iHdy3in, 1000 C.N.A. TMNYy - 3MiHa Ha3BK NocTavyanbHMKa CMONU adPiHHOT peuenmom
MO/10 mn, conakoH Ne 1 3 (xpomaTorpadiyHoi) Heparin Sepharose ® 6 Fast Flow.
nopotukom no 1000 MO y Agpeca ginbHyLi BUpobHuuTBa Ta BUpobHMYi onepaii
KOMMMEKTi 3 PO34NMHHUKOM 3anuwunmcs HeamiHHUMK. 3anponoHoBaHo: Cytiva
(Bopa ans iH ekuin) no 10 Sweden AB, Bjorkgatan 30 Uppsala, Sweden
My cdonakoHi Ne 1 ta
HabopoM Ans PO34MHEHHS i
BBEOEHHS Y KAPTOHHIN
KopobLi
5. ANOAPA kpeM 5 %; no 250 mr B MEJA Ab LBeuis 3M Xenc Kea Benwuka BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/12999/01/01
cawle; no 12 cawle B kKopobui Timiteq BpuTtaHi TUNY - BUNYYEHHS HE3HAYHOro NokKasHuKa «Baxki peuenmom
3 KapTOHY MeTanuy 3i cneundikauii 4ilo4oi pe4oBUHU iMikBIMOaY
Ta, SK Hacrnigok, i3 aHaniTM4HUX MeToAMK; 3MiHU | Tuny -
He3HauHi 3MiHM B MeToauLi BUNpobyBaHHS ineHTudikauii
xropugis ana A®| imiksimoay. MeToa BunpobyBaHHS
3annWaeTbCst HE3MiHHUM
6. ANYHBPUI® TabneTkun, BKpUTI MiBKOBOKO Takepa Oania MeHH Cnony4yeHe BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | 3a UA/18553/01/01
obornoHkoto, no 30 mr; no 14 dapma A/C dapmacbioTikan KoponisctBo TMNYy - BUNMyYeHHs 3i cneumdikauii AP 6puratuHidy peuyenmom
TabneTok y 6nictepi; no 2 Cepgicec Jlimiteq, / ABcTpisi «Baxki meTanu» Ta «3anuwkoBi MeTanesi
Gnictepn y KapTOHHil CnonyyeHe KaTanisaTtopu: nanagiv Ta mige» y BignosigHocTi go ICH
KopobLi KoponisctBO Q3D; 3MiHu | TUNY - HE3HaYHI 3MiHM B MeToaMLi
(BMpPOBHMLTBO 3a BuNpobyBaHHa APl GpuratuHiby 3a nokasHUKOM
NMOBHUM LIUKITOM); «Po3nogin 3a po3mipom 4actok», a caMe BBEAEHHS
Takena ABCTpisi [oaaTkoBO obnagHaHHA Anst BUNpobyBaHHS; 3MiHu |
Mm6X, ABCTpisi TUMY - HE3HaYHi 3MiHU 0O MeToaWKM BUNpobyBaHHS AdI
(mo3Bin Bunyck 6puratuHiby Ha 3anuLLIKOBI PO3YNHHUKN METOA0M
cepii) rasoBoi xpomarorpadii, a came 3BYXEeHHSI KpUTepiiB
npuaaTHOCTI CMCTeEMU Ans BiQHOCHOTO CTaHAapTHOro
BiaxuneHHs 3<15.0 00 <5.0 %
7. ANYHBPUI® TabneTkn, BKpUTI MiBKOBOKO Takepa Oania MeHH Cnony4yeHe BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | 3a UA/18553/01/02
o6onoHkoto, no 90 mr; no 7 dapma A/C dapmachbioTikan KoponiscTtBo UMYy - BUNy4YeHHs 3i cneumdikadii AP 6puratuHidy peuenmom
Tabnetok y 6nictepi no 4 Cepsicec JlimiTeq, / ABCTpisi «Baxki MeTanu» Ta «3anuLLKoBi MeTanesi




3 [TponoBkeHHs qomarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KopoOoLi KoponisctBo Q3D; 3MiHu | TUNY - He3Ha4Hi 3MiHM B MeToaMLUi
(BMPOBHMLUTBO 3a BunpobyBaHHsi APl GpuratuHiby 3a nokasHMKOM
MOBHWM LIMKIOM); «Po3nogain 3a po3mipom 4acTok», a came BBEAEHHS
Takepa ABcTpist [oAaTkoBO 0bnafHaHHs Ans BunpobyBaHHs; 3miHu |
MBX, ABCTpist TUNY - HE3HAYHI 3MiHW 4O MeToAMKN BUNPOoByBaHHS API
(nossin Bunyck BpuraTnHiby Ha 3anuLLKOBI PO3YNHHWKN METOAOM
cepii) rasoBoi xpomarorpadii, a came 3BY)XEHHsI KpUTepiis
npuaaTHOCTI CMCTEeMU ANSA BiAHOCHOTO CTaHAapTHOro
BiaxuneHHs 3 <15.0 o0 < 5.0 %
8. ANYHBPUI® TabneTku, BKPUTI NNIBKOBOO Takepa HaHis MeHH CnonyyeHe BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3MiHu | 3a UA/18553/01/03
obonoHkoto, no 180 mr; no 7 dapma A/C dapmacbioTikan KoponisctBo TUNY - BUNyYeHHs 3i cneumdikauii APl 6GpuratuHidy peuenmom
Tabnetok y 6nictepi no 4 Cepsicec Jlimitea, / ABCTpisi «Baxki meTanuy Ta «3anuwKoBi MmeTanesi
Gnictepn y KapTOHHIN Cnony4yeHe KaTanisaTtopu: nanagiv Ta mige» y BignosigHocTi Ao ICH
KopobLi KoponisctBO Q3D; 3MiHu | TUNY - HE3Ha4HI 3MiHM B MeToaMLUi
(BMpPOBHMLTBO 3a BuNpobyBaHHa APl GpuratuHiby 3a nokasHUKOM
NMOBHUM LIMKIOM); «Posnogin 3a po3mipom 4acTok», a came BBEAEHHSI
Takepa ABcTpis [0[aTKoBO obnagHaHHS Ans BUNpobyBaHHS; 3MiHu |
'M6X, ABCTpis TUMY - HE3HaYHi 3MiHN 4O MeToauKK BUNpobyBaHHA AdDI
(mosBin Bunyck OpuratuHiby Ha 3anuLKOBi PO3YNHHUKN METOAOM
cepii) rasoBoi xpomarorpadii, a came 3BY)XEHHsI KpUTepiiB
NpUAATHOCTI cUCTemMu ANs BiAHOCHOrO CTaHA4apPTHOro
BiaxuneHHa 3 < 15.0 00 < 5.0 %
9. AlbBYBEH po34unH ans iHdysin 10 %, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | 3a UA/15875/01/01
no 50 mn, 100 mny "BIO®APMA MNA3SMA" Tuny - 3MiHK 3 sikocTi. [oTOBMIN Nikapcbkuii 3acib. Onuc | peyenmom
dnakoHi; no 1 donakoHy y MNA3SMA" (B1pobHULTBO, Ta cknag (iHwi 3miHW) - 3MiHK y cknagi AoNOMKHNX
navui 3 KapToHy nepBuHHe PEYOBYH fikapcbKoro 3acoby, a came: 3a3HaveHHs y
nakyBaHHs; po3gini «Cknaa» AONOMIXXKHUX PEYOBWH HaTpito xropua
BMPOBHMLTBO, Ta HaTpito TiAPOKCUA, SIKi BUKOPUCTOBYIOTECS ANA
nepBuHHe Ta perynioBaHHs pH Ta 0CMOMANBHOCTI PO34MHY anbbyMiHy
BTOPUHHE 3 MOMEHTY MepLUoi peecTpalii, ane He 6ynu 3asHaveHi y

nakyBaHHs, BUNYCK
cepini; KOHTponb
SIKOCTI)

cknagi nikapcbkoro 3acoby. 3MiHM BHOCATLCSA A0
peecTpaLiiHOro NOCBiAYeHHS, IHCTPYKLUii ANs Mean4yHoro
3acTOCyBaHHS, KOPOTKOI XapakTepUCTUKX NiKapCbKOro
3acoby, TEKCTY MapKyBaHHS YNaKOBKM FikapCbKOro
3acoby, MeTogaiB KOHTPONO AKOCTi.
TepMiH BBEOEHHS 3MiH - NpoTSArom 3 MicsiuiB nicns
3aTBepAKEHHS1. 3MiHu | Tuny - 3miHn 3 akocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikaLin
Ta/abo AoNYyCTUMUX MeX, BUHAYEHUX Y creundikaLlisix
Ha A®I, abo BUXigHWMI/MPOMIXXHWI MPOAYKT/peareHT, Lwo
BMKOPWCTOBYIOTBCS Y npoLieci BupobHuutea AdI
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiAMNOBIAHMM MeToAoM BUNPoByBaHHs) - [loNOBHEHHSA
cneuudikauii gitoyoi pevyoBnHN AnbOyMiH NMIOANHN
HOBMM MOKa3HMKOM AKOCTi «KinbKiCHE BU3HAYEHHS:
HaTpito kanpunaT» 3 BigNOBIAHMM METOAOM
BUNpobyBaHHSA. 3MiHn | TUny - 3MiHn 3 gkocTi. API.
KoHTponb A®l. 3miHa y napameTpax crneumdikaLin

Ta/abo OoNyCTMMUX MEX, BUSHAYEHUX y cneumdikauisx
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Ha A®l, abo BUXigHWUI/MPOMiIXXHUIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTLCS Y MpoLieci BUpobHuutea APl
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiANOBIAHWM MeToA0M BUNPOBYBaHHS) - [JONOBHEHHS
cneumdikauii ®pakuii V (anb6ymiH) goaaTkoBUMM
nokasHukamu sikocTi "lgeHTudikauis”, "Cknag 6inkis",
"Po3nopain monekyn 3a po3mipom", "BipycHa 6e3neka" 3
BiANOBiAHMMYK MeToAamu BUNPoByBaHHs. 3MiHu | Tuny -
3MiHu 3 skocTi. A®l. BupobHuuTBO. 3MiHM B NpOLECI
BMpoBHMUTBa ADI (iHLWi 3MiHK) - 3amiHa dinbTpauinHux
maTtepianis Ans OCBITMOLYOI (TMMBUHHOT) dinbTpauii
romoreHi3aTy ocagis dpakuii V. 3MiHn | Tuny - 3miHm 3
akocTi. A®l. Cuctema KOHTeHep/3aKynopoBanbHUi
3aci6. 3miHa y 6e3nocepegHin ynakosui A®| (iHwwi 3miHW)
- HapanHs getanbHOI iHbopmalii B peecTpauiitHomy
nocbe woao 3D-koHTenHepa ALLEGRO single use
system, WO BUKOPWUCTOBYETLCA A1 MEPBUHHOTO
nakyBaHHs1 MPOMiXXHOT (Hepo3dacoBaHOi) NPOAYKLii.
3Minn |l Tuny - 3miHn 3 axocTi. A®I. BupobHnuteo. 3miHn
B npoueci BupobHuutea AP (iHwi 3miHK) -
36inbLeHHs 06’eMy BUpobHUYOro nyny nnasmu ons
dpakuioHyBaHHs1 4o 2100 n Ha BUPOBHWYIN AinbHULi y
M. bina Lepksa. 3atBepmkeHo: 900 n, 1800 n.
BanponoHosaHo: 900 n, 1800 i, 2100 n. 3MiHwn Il Tuny -
3MmiHu 3 gkocTi. APl. BUpoOHULTBO (iHLWi 3MiHWM) -
MepedopmaTyBaHHs iHpopmaLlii 3aranbHOro TEXHIYHOTro
nokyMeHTa Moaynb 3 YactuHa S peecTpauiiHoro 4oChke.
3miHu |l TUNY - 3MiHK 3 gKocTi. [oToBMI NikapCbKui
3aci6. Onvc Ta cknag (iHwi 3miHn) - NepedopmaTyBaHHs
iHdbopMaLlii 3aranbHOro TeXHIYHOro AokyMeHTa Moaynb
3 yactnHa P peecTpaliiHoro gocee.

10.

AJlbBYBEH

po34unH Ans iHdysin 20 %,
no 50 mn, 100 mny
dnakoHi; no 1 donakoHy y
nauui 3 KapToHy

TOB
"BIO®APMA
MNA3SMA"

Ykpaina

TOB "BIO®APMA
MNA3MA"
(BUpo6HMLTBO,
nepBuHHe
nakyBaHHS;
BMPOBHMLTBO,
nepBUHHE Ta
BTOPVHHE
nakyBaHHs, BUMYCK
Cepilt; KOHTPOrb
SIKOCTI)

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHuX MmaTepianis: 3miHu |
Tuny - 3MiHM 3 sikocTi. [oTOBWMI Nikapcbkui 3aci6. Onuc
Ta cknag (iHwi 3miHW) - 3MiHK y cknagi AoNMOMiKHNX
PEeYOBUMH MikapcbKoro 3acoby, a came: 3a3HayYeHHs y
po3gini «Cknaa» AONOMIXXHUX PEYOBWH HaTpito xropua
Ta HaTpito TiAPOKCUA, SIKi BUKOPUCTOBYIOTECS ANA
perynioBaHHa pH Ta 0CMONANLHOCTI PO34YNHY anbOyMmiHy
3 MOMEHTY MepLUoi peecTpalii, ane He 6ynu 3a3HaveHi y
cknagi nikapcekoro 3acoby. 3miHWM BHOCATLCS A0
peecTpaLiiHOro NOCBiAYEHHS, IHCTPYKLIT ANs MegnyHoro
3aCTOCYBaHHS, KOPOTKO| XapaKTepUCTUKN MikapCbKoro
3aco0y, TEKCTy MapKyBaHHS yNaKoBKMW NiKapCbKOro
3acoby, MeTogiB KOHTPOIIO AKOCTI.

TepMiH BBEOEHHS 3MiH - NpOTSArom 3 MicsiliB nicns
3aTBepKEHHSI. 3MiHu | Tuny - 3miHK 3 akocTi. API.
KoHTponb A®I. 3miHa y napameTpax creumdikaLin
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y crneumdikalisx
Ha A®I, abo BMXigHWMI/MPOMIXKHWI MPOAYKT/peareHT, Lo

3a
peuernmom

UA/15875/01/02
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

BMKOPUCTOBYIOTLCS Y MpoLieci BupobHuutea API
(monoBHeHHs cnevmdikaLii HOBUM NOKa3HMKOM SIKOCTI Ta
BiANoBigHMM MeToAoM BUNpobyBaHHs) - [lonoBHEHHS
cneuudikauii gitodoi pevoBuHU AnbOyMiH NHOANHK
HOBUM MOKa3HMKOM SKOCTi «KinbKicHe BU3HAYeHHS:
Hatpito kanpunat» 3 BiagnoBigHUM METO40M
BUNPOBYBaHHS. 3MiHu | Tuny - 3miHn 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikain
Ta/abo JoMyCTUMMX MEX, BU3HAYEHUX Y creundikalisx
Ha A®l, abo BUXigHWUI/NMPOMiIXXHUIA MPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTBLCS Y MpoLieci BUpobHuutea APl
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiAMNOBIAHMM MeToAOM BUNPOoOyBaHHS) - [loNOBHEHHSA
cneuudikauii Ppakuii V (anbbymiH) AogaTkoBrMK
nokasHukamu sikocTi "lgeHTudikadis”, "Cknag 6inkis",
"Po3nogin monekyn 3a po3mipom”, "BipycHa 6e3neka” 3
BiAMOBIAHMMN MeToAaMMn BUNPOByBaHHSA. 3MiHu | Tuny -
3MiHu 3 skocTi. A®l. BupobHuuTBO. 3MiHM B NPOLECI
BMpoGHMUTBa ADI (iHLWi 3miHKM) - 3amiHa dinbTpauinHnx
marepianis A8 OCBITNOIOYOI (FMMBNHHOT) dhinbTpauii
romoreHi3aTy ocagis dpakuii V. 3MiHn | Tuny - 3miHm 3
akocTi. A®l. Cuctema KOHTeHep/3aKynopoBanbHUN
3aci6. 3miHa y 6e3nocepegHin ynakosui A®| (iHwwi 3miHW)
- HapanHs getanbHoI iHbopmalii B peecTpauiitHomy
nocbe wopao 3D-koHTenHepa ALLEGRO single use
system, WO BUKOPWUCTOBYETLCH A1 NEPBUHHOTO
nakyBaHHs1 MPOMiXXHOT (Hepo3dacoBaHoi) NpoAyKLUii.
3Minun |l Tuny - 3miHn 3 skocTi. A®I. BupobHuuTtBo. 3MiHn
B npoueci BupobHuutea AP (iHwwi 3miHK) -
36inbLieHHs 06’eMy BUpobHUYOro nyny nnasmu ans
dpakuioHyBaHHs 1o 2100 n Ha BUPOGHWYIN AinbHUL y
M. bina Lepksa. 3atBepmkeHo: 900 n, 1800 n.
BanponoHoBaHo: 900 n, 1800 i, 2100 n. 3minHu Il Tuny -
3MmiHu 3 gkocTi. APl. BUpobHULTBO (iHLWi 3MiHWM) -
MepedopmaTyBaHHs iHpopmaLii 3aranbHOro TEXHIYHOTo
nokyMmeHTa Moaynb 3 YactuHa S peecTpauiiHoro 4oChke.
3miHu Il TUny - 3MiHK 3 sikoCTi. [OTOBMIA NikapCbkui
3aci6. Onuc Ta cknag (iHwi 3miHn) - NepedopmaTyBaHHs
iHdopMaLii 3aranbHOro TeXHIYHOro AokyMmeHTa Moaynb
3 yactnHa P peectpadiiHoro gocbe.

11.

AMI3OH®
MAKC

kancynuno 0,5r, no 10
kancyn y 6nictepi; no 1 abo
2 6nictepu B nayui 3
KapTOHY

AT
"®papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
Cucrtema KoHTenHep/3akynoptoBarnbHui 3aci6. 3miHa
PO3Mipy ynakoBKM roTOBOrO NikapcbKoro 3acoby (3miHa
KinbKOCTi 0AMHMLb (Hanpuknaz TabneTok, amnyn ToLo)
B ynakoBLi:) - 3mMiHa no3a Aiana3oHoM 3aTBepAXKeHNX
po3mipiB ynakoBku - BBeaeHHA foaaTkoBOro posmipy
ynakoBku Ne 20 (10 x 2) y 6nicTepax y nauyui 3 KapToHy,
6e3 3MiHM NMepBMHHOTO NaKyBanbHOrO Martepiany, 3

be3
peuenma

UA/12415/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BigMNOBIgHMMM 3MiHAMM B po3Aini «YnakoBkay. 3MiHu
BHECEHI B iHCTPYKLIito AN MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "YnakoBka" sk Hacnigok
nosiea 4O4AaTKOBOro nakyBaHHs. BBeaeHHs1 3miH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBEPAXKEHHS.

12.

AMICYNbNPUA

nopoLuUoK (cybcTaHuis) y
NOABINHUX NOMiETUNEHOBUX
naketax ans
hapmMaLeBTUHHOIO
3aCTOCYBaHHS

JlabopaTopi
¢ EcniHoc |
Bodpinn,
C.A.
(NEBCA)

Icnanis

JTabopaTtopic
Ecninoc | Bodpinn,
C.A. (IEBCA)

IcnaHia

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu |
TMNy - BUKNageHHs MeToaiB KOHTPOMO SAKOCTi Ha
cybcTaHujto amicynbnpu, NopoLUok (cybcTaHLis)

YKpaiHCbKOK MOBOH Yy 3B’S13Ky 3 BUMOraMu 4o
MaTepianis peecTpauiiHoro 4OChE, ki 3aTBEPKEHI
HakazoM MOS YkpaiHu Ne 1528 Big 27.06.2019; 3miHn |
TUNY - BUAANEHHs i3 cneumdikauii Ta MeToAiB KOHTPOIo
cybcTaHuii nokasHuka «MikpobionoriyHa ymctoTan

BiNOBIgHO A0 MaTepianiB BUpobHUKa; 3miHu | Tuny -
nogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI

€poneicbkint hapmakonei Ne R1-CEP 2003-099-Rev

03 ansa cyberanuii Amisulpride Big Bxe 3aTBEpAXXEHOTO
BMpob6HUMKa Laboratorios Espinos Y Bofill S.A. (LEBSA),
IcnaHis, sik HacnigoK 3miHK y cneumdikaLii Ta MmeTogax
KOHTPOMO cybCcTaHLii 3a NokasHMKoM «Baxkki meTanuy» -
BUOANeHHs nokasHuka, ockinbku CEP nonoBHeHU
OL|iHKOIO PM3UKIB LLIOAO €NTEMEHTHMX JOMILLOK BignoBigHO
po sumor ICH Q3D Guideline for elemental impurity, wo
npeacraeneHo B goaatky 2 o CEP; - 3miHu 3a p.
«YnakoBka» - NpuBeaeHo y BignosigHicte o CEP
(3aTBepoKeHO: ynakoBka upMbl Laboratorios Espinos

Y Bofill S.A. (LEBSA), NcnaHist) — nonuatuneHoBble
nakeTbl, MOMELLEHHbIE B KAPTOHHbIE BapabaHsbl;

3anponoHOBaHO: NOABIVHI NONIETUNEHOBI NakeTw, sk
NoMiLLEHO B KapTOHHI 6apabaHu); - 3MiHa cchepu
3actocyBaHHs ADI, a came: (3aTBepAXeHO: Ans
BMPOGHMLTBA HECTEPUNBHUX FiKapCbKknx hopm;

3anponoHoBaHo: Anst hapMaLeBTUYHOIO 3aCTOCYBaHHST)

UA/9092/01/01

13.

AHAIbIH

Tabnetkn no 0,5, no 10
Tabnetok y 6nictepax; no 10
Tabnetok y 6nictepi; no 2
abo 10 GnicTepiB y nayui 3
KapTOHY

MAT
"MoHdpapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu |
TMMy - 3MiHW Wwoao 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnagy - 3aTBeppKeHHs anbTepHaTUBHOIO
TEKCTY MapKyBaHHS YNaKoBKW FikapCbKOro 3acoby

be3
peuenma —
Ne 10; 3a
peuenmom
— Ne 20, Ne
100

UA/7331/01/01

14.

AHAIbIH

PO34mH Ans iH exuin 500
Mr/MA, No 2 MNn B amnyni; no
5 amnyn y KOHTYpHi
YapyHKOBIl ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNaKoBKW B Nauli

TOB "lOpis-
dapm”

YkpaiHa

TOB "Opis-®apm"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
BUNPABIEHO TEXHIYHY NOMWIIKY Y TEKCTi iIHCTpyKUii Ans
MeaMYHOro 3aCTOCYBaHHS Ta KOPOTKOT XapaKTepucTukm

nikapcbkoro 3acoby y po3aini "[ata ocTaHHbLOro
nepernspy" (MOMUNKOBO HaBeAeHa AaTa). 3a3HaveHe
BUNpPaBIieHHs Bi4nNoBigae matepianam peecTpaLifiHoro
[0Cbe

3a
peuernmom

UA/14166/01/01




[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
15. | AHrIO-IH'€Nb po34mH Ans iH'ekuin no 1,1 Bionoriwe Hime4uuH Bionoriwe Himeuumna BHECEHHS 3MiH 0 peecTpaLinHMx maTtepianis: 3miHn | 3a UA/6658/01/01
M B amnyni; no 5 amnyn y Xannbmitte a Xannbmittenb TMny - 3MiHu Wwopao besneku/edekTMBHOCTI Ta peuenmom
KOHTYPHI YapyHKOBIW nb Xeenb Xeenb M'm6X apmakoHarnsay - BHeceHHs iHpopmalii npo
ynakoBLi; N0 1 KOHTYpHIW mM6X dnyopecueHu;jio eTukeTkn y n. 6 IHLWE TekcTty
YapyHKOBIW ynakosL,i B MapKyBaHHS1 NepBMHHOI YNakoBKM MikapCbKoro 3acoby
Kopobui 3 kapToHy; no 1,1
M1 B amnyni; no 5 amnyn y
KOHTYPHIl1 YapyHKOBIN
ynakoBLi; MO 2 KOHTYPHI
YapyHKOBI YNaKOBKM B
kopo6ui; no 1,1 mn B amnyni;
no 5 amnyn y KOHTYPHi#
YapyHKOBIl ynakosLi; no 20
KOHTYPHUX YapyHKOBMX
ynakoBOK y KOpobLii 3
KapTOHY
16. | APUTMIN PO34mMH ANS iH'ekuin, 50 My6nivHe Ykpaina My6nivHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | 3a UA/1438/01/01
Mr/mMn no 3 mn B amnyni; no akuioHepHe akuioHepHe UMY - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. 3MiHn y | peyenmom
5 amnyn y kaceri; no 1 TOBapUCTBO TOBapUCTBO BUPOOHMLTBI. 3MiHa po3Mipy cepii (Bkntoyatoum gianasoH
KaceTi y nauyui "HaykoBo- "HaykoBo- po3Mipy cepii) roToBOro nikapcbkoro 3acody
BUPOBHMYMI BUPOGHMYMIA LEHTP (36inbLueHHs oo 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
LeHTp "BopLuariBcbkui pO3MmipoM) - BBEAEHHS AOAAaTKOBOro po3mipy cepii [113;
"Bopuiariscb Ximiko- 3anponoHosaHo: 13 800 amnyn, 26 800 amnyn; 3miHu |
KU XiMiKO- thapmaLeBTUYHUIA TUMY - BHECEHHS 3MiH Ao Cneumdikauii nepBUHHOrO
hapmaueBT 3aBog" matepiany (amnynu), 3okpema: 3MiHa Kputepiis
NYHWN NPUAHATHOCTI 3a NokasHuKkoM "ligponiTuyHa CTinkicT" 3
3aBoa” "He Binbwe 1,3" Ha "He Binbwe 1.0"; 3miHK | TUNY -
BHECeHHS 3MiH Ao Cneumdikalii nepBuHHOro martepiany
(amnynn), 3okpema: 3miHa NepioANYHOCTI KOHTPOMO
nokasHukom sikocTi "ligponiTuyHa CTinkicTb" -
KoHpontoloTb KOXHY nepLuy Ta m'aTy cepito MOTOYHOro
POKY KOXXHOTO BUPOGHMKa KOXHOrO pO3Mipy; BHECEHHS!
He3HaYHWX peaakuiiHnx npasok Ao p. "Onuc" Ta
"Po3mipun". BHeceHHs1 yTouHeHHs o p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acib Wwoao
riApPONiTUYHOrO Knacy CTINKOCTi NePBUHHOMO
nakyBanbHOro matepiany
17. | AT®-JIOHI® Tabnetku no 20 mr; no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | be3 UA/3121/01/02
Tabnetok y 6nictepi; no 3 "®apmaueBT "®apmaueBTNYHa TUMY - 3MiHK 3 sikocTi. ADI. BupobHuuTBO. 3MiHa peuenma
abo 4 briictepu B kopobui n4Ha komnaHisi "PapKoC" BMPOGHMKa BUXIZHOrO/MPOMIKHOIO NPOAyKTYy/peareHTy,
KOMnMaHisi LLIO BUKOPUCTOBYHOTLCS Y BUPOOHNYOMy npoueci API,
"®apKoC" abo 3miHa BUpobHuka (Bknovaruu, e HeobxigHo, micue

nposefeHHs KOHTpornto AkocTi) A®I (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTIi €Bponeinckkini hapmakonei y
3aTBEpPAKEHOMY [10ChE) - BBEAEHHSA AOAATKOBOIO
B1po6HuKa API, 3anponoHosaHo: MpAT
"®apmaueBTnyHa ipma "®apKoC", YkpaiHa; TOB
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"®apmaueBTndHa komnatis "®apKoC", Ykpaina
18. | AT®-NIOHI® Tabnetku no 10 mr; no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | bes UA/3121/01/03
Tabnetok y 6nictepi; no 3 "dapmaueBT "®apmaueBTUYHa TUMY - 3MiHK 3 skocTi. ADI. BupobHuuteo. 3miHa peuenma
abo 4 6nictepm B kopobui N4Ha komnaHis "®apKoC" BMPOOHWKa BUXiQHOrO/MPOMIKHOrO NPOAYKTY/peareHTy,
KOMnaHis LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHMYoMy npoueci API,
"®apKoC" abo 3miHa BupobHuka (Bkntoyarouu, Ae HeobxigHo, micue
npoBeaeHHs KOHTpono skocTi) ADI (3a BiACyTHOCTI
cepTudpikaTa BignoBigHoCTi EBponeiickkini hapmakonei y
3aTBepOKeHOMY J0CbE) - BBeAEHHS 404aTKOBOro
BMpobHuka A®I, 3anponoHoBaHo: MpAT
"®apmaueBTnyHa cipma "dapKoC", Ykpaina; TOB
"®apmaueBTnyHa koMmnaHis "PapKoC", YkpaiHa
19. | AYTMEHTUH™ | nopoluok ans opanbHoi makcoCwmit Benuka "makco Bennkom PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/0987/05/01
cycneHsii (200 mr/28,5 mr B KnsnH BputaHia lNpoaakLuH, Benuka BUNpaBneHHs TexHivyHoi nomunkm B MKA J13 noe’sizaHe 3 | peuenmom
5 mn); nopoLuok ans Exkcnopt dpaHuis; CMITKnanH BpuTtaHia nepeHeceHHsIM iHpopmalii 3 HagaHoro BUPOGHMKOM
npurotyBaHHs 70 mn Nimiteq Bivem peecTpauinHoro gocke y «Cneumndikauito HanpuKiHLi
cycneHsii y hrnakoHax 3 dapmacbloTrkanc, CTPOKY NpMAATHOCTI Ha CYXUii MOPOLLIOK» Ta
npo30poro ckna 3 Benuka BpuTaHis «CneumdikaLito Ha cycneHsitoy», Woao KoperyBaHHs 4o
MeTarneBo KPULLIKOIO, Lo TecTy «CynyTHi AoMiLLKM amokemumniny: (BEPX)».
3arBMHYyeTHCS (3 3anponoHoBaHo: Cneuudikauii HanpUKiHLi CTPOKY
KOHTpOMeM NepLLoro npuaaTHOCTI Ha CyXUiA NMOPOLLIOK
BiAKPWTTS i MONiIMEPHOI0 Tect «CynyTHi gomiwkn amokemumniny: (BEPX)» (% B/B)
NMiBKO, WO MiCTUTbCA Cneuudikauii Ha cycneHsito TecT «CynyTHi AOMILLKM
BCepeaeHi) pa3om 3 MipHUM amokcuuuniny: (BEPX)» (% B/B)
KoBnaykom abo Jo3yrounm
Lwnpuuom, abo 3 MipHoto
TTOXXEYKOH, NOMILLIEHIN B
KapTOHHY KOpobKy abo 3
KPWLLIKOIO i3 3aXMCTOM Bif
BiAKPUTTS OiTbMU pa3oMm 3
[03y4MM Wnpulom abo
MipHOIO FTOXKOH0, MOMILLLEeHWNIA
B KAPTOHHY KOPOOKY
20. | AOOUOA Kancynu m'ski no 200 mr, no OenbTa LLisenuapi Ixentek MNMpanset IHAisA BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes UA/18381/01/01
EKCNPEC 10 kancyn m'sikux y 6nictepi; Mepiken ] Nimiten TUNY - 3MiHW BHECEHO A0 iHCTPYKUiT ANs MeanyHoro peuenma
no 1 abo 2 6nictepu B [MpomoyLuH3 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "lMobiyHi
KapTOHHIN kopobLyi Al peakuii" BiANOBiAHO 4O OHOBMEHOI iHbopMaLii 3 6e3neku
[itoYoi pevoBrHN. BBeaeHHS 3MiH NpoTSArom 6-Tu Micsiuis
nicns 3aTBEpPAXKEHHS!
21. | AOOUOA kancynu m'aki no 400 mr, no Oenbta LLiseviapi Dxentek MNpaneet IHais BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3miHu | be3 UA/18232/01/01
MAKC 10 kancyn m'sikux y Gnictepi, Megiken a Timiten TUMY - 3MiHW BHECEeHi A0 iHCTPYKLii 4N Meau4Horo peuenma
EKCMNPEC no 1,2, 3 abo 10 6nicTepis B MpomoyLH3 3aCTOCyBaHHS fnikapcbKoro 3acoby y posginu
KapTOHi Kopobui Al "OcobnusocTi 3acTocyBaHHA", "Cnocid 3acTocyBaHHA Ta

[o3un" BiAnoBigHO A0 OHOBNEHOI iHdopMaLlii Wwoao
6e3neku fitoyoi pevoBuHU. BBeaeHHS 3MiH NpoTsirom 6-
TV MiCSILIiB 3 faTW 3aTBEPOKEHHS; 3MiHW | TUNY - 3MiHK
BHeCeHi 0 IHCTPYKUIT ANs MeaAnYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
BiMNOBIAHO 4O OHOBMEHOI iHhopmaLii oo 6esneku
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LitoY0i pevoBMHN. BBeaeHHs 3MiH NpoTArom 6-Tu Micsiuis
nicnsa 3aTBepaKEHHs
22. | AUU® PO34MH opanbHuit, no 20 CaHpos CnogBeHisi CantoTac Papma HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHmx martepianis: 3miHn | bes UA/8272/02/01
mr/mn, no 100 mn abo no dapmacbioTi 'M6X, HimeuunHa TUMY - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii 3acib. peuyenma
200 mn y donakoHi; no 1 Kans g.4. (Bunyck cepii); KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
nakoHy y KOMNNekTi 3 dapma BepHirepoge meToAax BUNPobyBaHHSA rOTOBOTO fikapCbKoro 3acoby
MipHMM KOBMavkoM Ta/abo 'm6X, HimeuunHa (He3HauHa 3MiHa y 3aTBepoKeHUX MeTodax
MipHUM annikaTopom (BpPOGHULTBO BMNPOOYBaHHS) - BHECEHO HEe3HaYHi 3MiHU Y meToan
(wnpruem) y KapTOHHIN "bulk", nepBuHHe Ta BUNPOOYBaHHS 3a NoKa3HWKOM «CynyTHi JOMILLKU»
KopobLi BTOPWHHE
nakyBaHHs1,
TECTYBaHHs1)
23. | BlconpPonon TabneTtkn, BKpUTI MMiBKOBOKO CaHpos CnoBeHisi Jlex C.A., MonbLya Monbwa/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/4401/01/01
CAHOO3® ob6ornoHkoto, no 5 mr; no 10 dapmachHoTi (anbTepHaTUBHUIA HimeuyunHa YTOYHEHHSA peecTpauiiHoi npoueaypm B Hakasi MO3 | peuenmom
Tabnetok y 6nictepi; no 3 Kans g.4. BMPOGHUK - Ykpaium N2 1819 Big 27.08.2021 B npoueci BHeCeHHs
Gnictepn B KapTOHHIN BMPOBHMLTBO 3a 3MiH - 3MiHu | TUNY - 3MiHWU BHECEHO A0 IHCTPyKUIii Ans
kopobuj; no 15 TabneTok y MOBHUM LMKIIOM; MeAMYHOro 3acTOoCyBaHHS NikapCbKoro 3acoby Ao
Gnictepi; no 2, abo no 4 abo NEpPBUHHE i po3giny "MobivHi peakuii" BigNoBiAHO 4O OHOBMEHOT
no 6 GnicTepiB y KapTOHHIN BTOPUHHE iHbopmalii 3 6e3neky 3acTocyBaHHA Ail040I PEYOBUHM.
KopooLi nakyBaHHs, TepmiH BBeA€HHSA 3MiH NpoTAromM 6-Tn MicAuiB nicns
KOHTPOSb Ta BMMYCK 3aTBepAXeHHA. B Hakasi MO3 YkpaiHu bys
cepii); Cantotac NponyLUEeHWn TePMiH BBEAEHHS 3MiH - BBeaeHHst 3aMiH
dapma 'MBX, NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS.
HimeyuunHa
(BMpPOOHMLTBO 3a
NMOBHUM LIMKIIOM)
24. | blconrPonon TabneTku, BKpUTI NNiBKOBOO Canpos CnoBeHis JNlek C.A., Nonbwa Monbwa/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/4401/01/02
CAHOO3® obornoHkoto, no 10 mr; no 10 | PapmacbtoTi (anbTepHaTUBHUIA HimeuunHa YTOUYHEHHs peecTpauiiHoi npoueaypu B Haka3i MO3 | peuyenmom
Tabnetok y 6nictepi; no 3 Kan3s g.n. BMPOGHUK - Ykpaium Ne 1819 Big 27.08.2021 B npoueci BHeCeHHA
6nictepu B KapTOHHIl BMPOGHMLUTBO 3a 3MiH - 3MiHu | TUNY - 3MiHWM BHECEHO A0 IHCTpyKUii Ans
kopobui; no 15 Tabnetok y NOBHUM LIMKIOM,; MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby oo
6nicTepi; no 2, abo no 4 abo nepBuHHE i po3giny "Mo6iyHi peakuii" BigNoBiAHO 4O OHOBMEHOT
no 6 6nicTepis y KapTOHHil BTOPUHHE iHdpopmaLii 3 6e3nekn 3acTocyBaHHS Ail04OT PEYOBUHW.
KopobLi nakyBaHHS, TepmiH BBeaeHHSA 3MiH npoTArom 6-tn micauis nicnsa
KOHTPOSb Ta BMMYCK 3aTBepAXeHHA. B Hakasi MO3 YkpaiHu bys
cepii); Cantotac nponyLLeHnt TepMiH BBEAEHHS 3MiH - BBegeHHs 3MiH
Papma 'M6X, NpoTArom 6-Tn MicsLiB NicNs 3aTBEPOXKEHHS.
HimevyuunHa
(BMPOGHMLTBO 3a
NMOBHUM LIMKITOM)
25. | BPEKCIH® Tabnetku no 20 wmr, no 10 K'esi ABcTpis K'esi dapmaveyTuui ITanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | 3a UA/4636/01/01
Tabnetok y 6nictepi; no 1,2 | ®apmac'toTik C.n.A,, Itanis TUNYy - 3MiHN BHECeHO A0 IHCTpyKLUii Ans MeanyHoro peuenmom
abo 3 briictepu B nayui 3 en3 [m6X (BMpPOOHMLTBO in 3acTOCyBaHHS NikapCcbKoro 3acoby Ao posginis

KapToHy

bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb Ta BUNYCK

"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BignoBigHo oo pekomeHaadii CMDh npo goaaBaHHs
iHdpopmaLii cTocoBHO BMNaakiB dikcoBaHOi
TOKCMKOZEPMii Npu 3acTocyBaHHi Nikapcbkoro 3acoby.
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

cepii)

BBegeHHs 3miH NnpoTArom 6-Tv MicsuiB nicnsi
3aTBEPAKEHHS

26.

BPIHEPA

Kpanni O4Hi, cycneHsis no 5
My donakoHi 3
KpanenbHeveto; no 1
hnakoHy 3 kpanenbHULEeo Yy
KapTOHHi kopobui

CEHTICC
SAPMA
MpanseTt
TimiTeq

IHAisa

CEHTICC ®APMA
MBT. NTA.

IHgia

BHECEHHS 3MiH [JO peecTpauifnHuxX maTepianis:
BUMPABIIEHHS TEXHIYHNX NOMWMOK, 3rigHO N.2.4. po3ainy
VI Hakady MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y
pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
- BUNPaBEHHs TEXHIYHMX nomunok B Cneundikauii MKA
N3, ponyLweHnx npu nepeHeceHHi iHdopmadii 3
opuriHanbHUX MaTepianis peecTpauiiHoro 4ocbe, Npu
nposeaeHHi npoueaypu peectpadii J13 (Hakas MO3
Ykpainum Big 05.03.2021 Ne399; PN UA/18598/01/01), a
came: - BUNpaBIiEHHS MOMUIIKU Y Ha3Bi BUPOOHMKa
Tumorony maneatys p.Cknag. (3atsepaxeHo: FDS
Limited, IHgisi; 3anponoHoBaHo: FDC Limited, IHgis); - B
cneumndikadii M3 B po3gini «Pasmep yacTtuyy» 3aMiHeHO
NMOMMWITKOBO BKa3aHUI 3HakK ((<) Ha NpaBunbHUiA (), SKnn
BignoBigae peaakuii BupobHuka (NLT), TobTo — He
MeHLLE HiX. A TakoX, foAaHO NOMUIKOBO yrnyLeHe
HOPMYBaHHS A5 TePMiHY NPUAATHOCTI; - B MPUMITL «**»
0o cneundikadii, BUNpaBnNeHo NOMWUIKN B Ha3Bi AOMILLOK
6pvH3onamigy; - B meTogax KOHTPOrO SIKOCTi B
p.8.ConyTtcTBytowime npumecn bpuHsonamuaa. Tect 1
(cT.7), BUNpaBNeHHs oneyvaTkn y po3gini «Peaktueny»; Ha
CT.19 y NosiCHeHHi 0 popmynn po3paxyHKy AOMILLOK -
3amicTb noMunkoBoi peaakuii «Wstd — Haecka CO
BpvH3onamuaa, B3sitas 4N NpUroToBneHnst
CTaHOapTHOroO pacTBopa, Mr», BUKINACTW Y NPaBUrbHil
pepakuii « Wstd — HaBecka CO Tumonona manearta,
B3siTasi 4N NPUroTOBMNEHNUsI CTAHAAPTHOrO pacTeopa,
Mr»; - B MeTogax KOHTPOro BUNpPaBEHHs! MOMUIOK B
po3gini «12. CogepxaHne 6eHsankoHuo xrmopuaa. B
NPUroTyBaHHI CTAHAAPTHOrO PO34MHY Ta Y NOSICHEHHI A0
hopmynu po3paxyHKy BMICTy 6eH3arnkoHito xnopugy 1a 'y
npuMiTLi 4O AaHoro po3ainy: B p. Cogepxanue
OUHaTPUIO daeTaTa. — BUNPaBIIEHHS MOMUIIOK B
NOSICHEHHI A0 bopMynn po3paxyHKy BMICTYy AUHATPIO
epetary; B p. BaskocTb.- BUNpaBneHHs MOMUIOK B Ha3Bi
obnagHaHHs. 3a3HayeHi BUNpaBneHHs BiANoBigaTb
mMaTepianam peecTpauiiHoro 4ocCbe, ki 3HaXoAsATbCS B
apxiBi

3a
peuenmom

UA/18598/01/01

27.

BPIHTENNIKC

TabneTku, BKpUTI NNiBKOBOO
obonoHkoto, no 5 mr, no 14
Tabnetok y 6nictepi; no 2
Gnictepu y KapTOHHIN
KopooLi

Jlynp6ek
Ekcnopt A/C

Oania

Enaadapm,
®paHuis (nepBUHHE
Ta BTOPVHHE
nakyBaHHs);
EypodiHc Biocapma
MpopakT TecTiHr

PpaHuis/
[aHia

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TUNY - 3MiHW BHECEHO A0 iHCTPYKUii ANs MeanyYHoro
3acTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaa” Woa0 MOXKIMBOCTI
BUHUKHEHHS NICNSNONOroBMUX KPOBOTEY 3rigHO 3

3a
peuernmom

UA/14150/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Henmapk A/C, Oaris pekomeHaauismn PRAC; 3miHn Il Tuny - 3miHm BHeceHo
(BnpobyBaHHs 3a [0 IHCTPYKLIT ANS MeANYHOro 3acTOCYBaHHSA NiKapCbKoro
NOKa3HNKOM 3acoby go po3sginis "dapmMakonorivHi BnactueocTi"
"mikpobionoriyHa ("®apmakoguHamika" Ta "®apmakokiHeTuka"),
yucrora"); X. "OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
TNynpbek A/C, OaHis nosun", "MoGiyHi peakuii” BignoBigHO 4o maTepianis
(BMPOBHMLUTBO 3a peecTpauinHOro 4ocbe
NMOBHUM LMKIIOM)
28. | BPIHTENNIKC TabneTku, BKpUTI NMiBKOBOKO JlyHp6ek HaHia Enasdapm, PdpaHuis/ BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | 3a UA/14150/01/02
obonoHkoto, no 10 mr; no 14 | EkcnopT A/C ®paHuis (nepBuHHE HaHis TUMY - 3MiHW BHECEHO A0 IHCTPYKLIT ANS MeanyHoro peuenmom
TabneTok y 6nictepi; no 2 Ta BTOPUHHE 3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
GnicTepn y KapTOHHil nakyBaHHs1); "OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepiog
Kopoo6uLi EypodiHc Biodpapma BariTHocTi abo rogyBaHHS rpyaa" WOA0 MOXIMBOCTI
MpopakT TecTiHr BWHUKHEHHS MICASANOMOroBNX KPOBOTEY 3rigHO 3
Henmapk A/C, OaHis pekomMeHaauisim PRAC; 3MiHun Il Tuny - 3miHn BHeceHo
(BunpobyBaHHs 3a [0 IHCTPYKLIT ANS MeANYHOro 3aCTOCYBaHHSA NiKapCbKOro
MOKa3HNKOM 3acoby Ao po3aginis "®apmMakonorivHi BnactusocTi"
"MikpobionoriyHa ("®apmakoguHamika" Ta "®apmakokiHeTuka"),
yucrora"); X. "OcobnueocTi 3acTtocyBaHHA", "Cnocib 3acTocyBaHHA Ta
JlyHo6ek A/C, OaHis nosun", "Mo6iyHi peakuii” BignoBigHo 4o maTtepianis
(BMPOBHMLTBO 3a peecTpaLinHOro AoCkE
NMOBHUM LMKIIOM)
29. | BPOMIEKCUH Tabnetku no 8 mr, no 20 MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHu | bes UA/1688/01/01
Tabnetok y 6nictepax "MoHdapm" TMMy - 3MiHM Wwopao 6e3neku/edpekTMBHOCTI Ta peuenma
hapmakoHarnagy - 3aTBepKeHHs anbTepHaTVBHOIO
TEKCTY MapKyBaHHS yNakoBKW NikapcbKoro 3acoby
30. | BPOHIEC Kancynu Teepgi no 375 mr ANKANOIN Pecny6bnik ANKANOIOQ AQ Pecnybnika BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | be3 UA/17598/01/01
no 10 kancyn y 6nictepi; no ALl Ckon'e a lMiBHivyHa Ckon'e MiBHiYHa TMny - 3miHa Ha3ewm 113, a came pogaBaHHA 3Haky ® oo | peuenma
3 BnicTepu y KapTOHHIN MakepnoHis MakenoHis Ha3Bwu J13 (3aTtBepmxeHo: BRONLES; 3anponoHoBaHo:
ynakoBLi BRONLES ®);
3MiHM | TUNY - BBEAEHHA Nepiofy NOBTOPHOIO
BuNpobyBaHHs 36 micsuis ans AP| kapbouuncTeiH
BMpo6HMUTBa PharmaZell GmbH;
3MiHM | TUMY - BBEAEHHSA HOBOrO BUPOBHUKa Aito4oi
peyvoBuHu Carbocisteine PharmaZell GmbH, B sikoro
HasBHWI CepTudikaT BignoBiaHOCTI €BponencbKoi
®apmakonei Ne R1-CEP 1998-038-Rev 05; 3miHu | Tuny
- MOAAHHSA OHOBIIEHOrO cepTudikaTa BigNOBIAHOCTI
€ponelicbkint hapmakonei Ne R1-CEP 1997-037-Rev
06 ons pitodoi pedyoBnHu Carbocisteine Big Bxe
3aTBepakeHoro BupobHuka Moehs Iberica S.L.
31. | BYCTPUKC™ cycneHsis ans iH'ekuin no 1 nakcoCmiT Benuka makcoCmiTKnainH Benbrisa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu || 3a UA/15071/01/01
nonio no3i (0,5 mn/gosy) no 1 gosi KnsinH BpuTaHis Bionogxikans C.A. TMNy - BBEAEHHS [0OaTKOBOI AinbHuLi WN48 peuenmom
KOMBIHOBAH y nonepeaHb0o HarnoBHEHOMY Ekcnopt (GlaxoSmithKline S.A., Parc de la Noire Epine, Rue
A BAKLUMHA Lwinpuui; no 1 nonepeaHbo Nimiteq Fleming 20, 1300 Wavre, Belgium) 3 dyHkuieto
ansa HarMoBHEHOMY LUNPpULY Y BMPOGHMLTBA OAHOBANEHTHMX aHTUIeHIiB
NMPO®INMAKTUK | komnnekTi 3 ABOMa ronkamu iHakTMBOBaHoro noniosipycy (monovalent bulk antigens




12 [TponoBkeHHs qomarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
U OUOTEPII, B NNacTUKOBOMY (serotypes 1,2 and 3)). PegakuiiHi 3miHn 4o po3ginis
NMPABLA, KOHTeVHepi; no 1 S.2.2 Manufacturing Process and Controls, S.2.3 Control
KALLUJTIOKY KOHTEWNHepY Yy KapTOHHIW of Materials Ta S.2.6 Manufacturing Process
(ALEENONAPH KopobLi Development
n
KOMMNOHEHT)
TA
noniomienity
(IHAKTUBOBA
HA)
(AACOPBOBA
HA, 3I
SMEHLUEHUM
BMICTOM
AHTUIEHIB)
32. | BA3AP A TabneTku, BKpUTI NNiBKOBOO TOB "TeBa Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/16612/01/01
obornoHkoto, no 5 mr/80 wr, YkpaiHa" OynHuug AT TMNYy - 3MiHK 3 skocTi. ADL. KoHTponb ADI. 3miHa y peuernmom
no 7 tabnetok y 6nictepi, no napamMeTpax cneuudikauii Ta/abo onycTumMmnx Mex,
2 abo 4 6nictepu y kopobuyj; BM3HaYeHux y cneumdikauisx Ha Adl, abo
no 10 Tabnetok y Gnictepi; BVXiAHWIN/NPOMDKHWI NpoAyKT/pearexT, Lo
no 3 abo 9 6nicTepiB y BMKOPUCTOBYIOTBCS Y npoueci BupobHuutea AdI
Kopoo6uLi (3BY)>XEHHS JONYCTUMMX MEX, BUSHAYEHNX Y
cneuudikauii) - 3BY>KeHHS AONYCTUMUX MeX Ans
nokasHukiB «BmicT HiTpo3amiHoBux gomiwok NDMA Ta
NDEA» go «He 6inbwe 0,03 ppm» y cneumndikauii ADI
BarncapTaH
33. | BASAP A TabneTku, BKpUTI NNiBKOBOO TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 0 peecTpauiiH1X maTtepianis: 3MiHu | 3a UA/16612/01/02
obornoHkoto, no 5 mr/160 wmr, Ykpaina" Oynnuug AT TMNYy - 3MiHK 3 akocTi. ADI. KoHTponb A®I. 3miHa y peuenmom
no 7 tabnetok y 6nictepi, no napameTpax cneuudikauii Ta/abo gonycTuMmnx Mex,
2 abo 4 6nictepu y kopobuyj; BM3HaYeHUX y cneumdikauisx Ha Adl, abo
no 10 Tabnetok y Gnictepi; BVXiAHWN/NPOMIDKHUI NpoAYyKT/peareHT, Lo
no 3 abo 9 6nicTepiB y BMKOPUCTOBYIOTBCS Y npoueci BupobHuutea AdI
KopobLi (3BY>KEHHS1 JOMYCTUMMX MEX, BUSHAYEHUX Y
cneuudikauii) - 3BY>KEHHS AONYCTUMUX MeX Ans
nokasHukiB «BmicT HiTpozamiHoBMx gomiwok NDMA Ta
NDEA» o «He 6inbwe 0,03 ppm» y cneumdikauii ADI
BarncapTaH
34. | BASAP A TabneTku, BKpUTI NNIBKOBOK TOB "TeBa YkpaiHa BankaHdapma- Bonrapist BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | 3a UA/16612/01/03
o6onoHkoto, no 10 mr/160 YkpaiHa" OynHuus AT MRy - 3MiHK 3 sikocTi. ADL. KoHTponb ADI. 3miHa y peuenmom

Mr, no 7 TabneTok y
GnicTepi, no 2 abo 4
Gnictepu y kopobui; no 10
Tabnetok y 6nictepi; no 3
abo 9 bnicTtepiB y KopobLi

napameTpax cneuudikauin Ta/abo onycTMMmnX Mex,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiOHWUI/NPOMIXXHUIA NpoAYKT/peareHT, LWo
BMKOPWCTOBYIOTBECS Y npoLeci BupobHuutea AdI
(3BYXKEHHS1 JOMYCTUMMX MEX, BUSHAYEHUX Y
cneuudikaLii) - 3By>KEHHS1 AONYCTUMUX MEX Ans
NnoKasHUWKiB «BmicT HiTpozamiHoBMX gomiwok NDMA Ta
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NDEA» o «He 6inblue 0,03 ppm» y cneundikauii ADI
BarncapTaH
35. | BIIATE 1000 NMOPOLLIOK Ta PO3YMHHUK 415 OkTaapma ABcTpis Bupo6GHuK, AscTpis/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu || 3a UA/17518/01/02
MO PO34mMHY ANs iH'ekuin no 100 dapmauesT BiANOBIAaNbHUIA 3a Himeuvumna/ TUMY - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii 3acib. peuenmom

MO/mn; KapToHHa kopobka nKka in bulk LLeuis KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

Ne 1: no 1 cdonakoHy 3 MpopaykTioHc BUPOGHMLTBO, MeToAax BUNpobyBaHHSA roTOBOrO fikapcbKoro 3acoby

NOPOLLIKOM Ans rec. Mm.6.X. NepBUHHY YNaKoBKy, (cyTTeBa 3miHa y

NPUroTyBaHHA PO34WHY ANA
iH’ekuin (1000 MO).
KapToHHa kopobka Ne 2: no
1 prakoHy 3 pO34MHHUKOM
(Bopa ans iH’ekuin 3 0,1%
nonicop6atom 80) no 10 mn
Y KapTOHHI kopobui pasom 3
KOMMIIEKTOM Ans
PO3YMHEHHS Ta
BHYTPILLHEOBEHHOIO
BBeAeHHA. KomnnekT ans
PO3YMHEHHS Ta
BHYTPILLHEOBEHHOIO
BBeAEHHA cknagaeTbes 3: 1
wnpwuy, ogHopasosun, 1
KOMMMEeKT Ans nepeHocy (1
OBYXKiHUeBa rosnka, 1
dinbTpyBanbHa ronka), 1
KOMMMEKT Ans iHdysin
(ronka-meTenuk), 2
NPOCOYEHi CMMPTOM
TamnoHu. KapToHHa kopobka
Ne1 Ta kapToHHa kKOpobka
Ne2 06’eaHYTLCA MixX
co60t0 NNacTUKOBOIO
NniBKOI.

KOHTPOIb AKOCTI,
BKIIOYa04M
BidyanbHy iHCMEeKL,o
NOPOLLKY ANSsi
PO34MHY Ans
iH'exuin, BidyanbHy
iHCnekuito
PO34MHHMKa Ta
BTOPWHHE
nakyBaHHs1,
MapKyBaHHS, BUMYCK
cepii Ans KiHUeBoro
npoaykTy (MOpoLIOK
AN PO34MHY Ans
iH eKUin Ta
PO3YMHHUK):
OkTadapma
dapmareBTuKa
MpoaykTioHcrec.
M.6.X., ABCTpis;
BupobHuk,
BiAnoBiganbHWI 3a
BidyarnbHy iHCMEeKLio
PO34MHHWKa,
BTOPWHHE
nakyBaHHs Ta
MapKyBaHHS1
KiHLIEBOrO MPOAYKTY
( nopowuky ans
PO34MHy Ans
iH eKUin Ta
PO34YMHHUKA):
Oxtadhapma [leccay
M6X, HimeuunHa;
Bupo6Huk,
BiAnoBiganbHWI 3a
in bulk
BUPOGHMLTBO,
NepBUHHY YNaKoBKy
Ta KOHTPOJIb AKOCTI

GionoriyHomy/iMyHonoriYyHOMY/iMyHOXIMIYHOMY MeTOai
BMNPOOYBaHHSA abo MeTOoAj, Y AKOMY BUKOPUCTOBYETHCS
GionoriyHuii peareHT, abo ix 3amiHa, abo GionoriyHoro
npenapary NnopiBHAHHSA (CTaHAapTHOro npenapary), Lo
He 3a3HavyeHuin y 3aTBepmHKEHOMY NPOTOKONI) - 3amiHa
nokasHuka "lMiporeHn" y cneundikauii Ha rotosum
nikapcbkuii 3acié nokasHnkomM "EHOOTOKCUMHN" 3
kputepiem npuiHaTHocTi < 0,03 MO/MO ®akTop VIII:C (y
nepepaxyHKy Ha HOMiHarnbHe 3Ha4YeHHs).
TepMiH BBEOEHHS 3MiH - NPOTSArom 6 MicsiliB nicnsi
3aTBEPOKEHHS
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PO3YMHHWKA:
Okradapma AB,
LLiBeuis
36. | BIJIATE 500 MOPOLLIOK Ta PO3YMHHUK OIS Oxkradapma ABcCTpis Brpo6Huk, AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu || 3a UA/17518/01/01
MO pO34mMHy Ans iH'ekuin no 100 dapmanesT BiAnoBiganbHWIA 3a HimevumHa/ TMNYy - 3MiHK 3 sikocTi. FOTOBMI Nikapcbkuii 3acib. peuenmom

MO/mn; KapToHHa kopobka nKka in bulk LLeuis KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

Ne 1: no 1 dpnakoHy 3 MpoaykTrioHc BMPOBOHMLTBO, mMeToAax BUNpobyBaHHS rOTOBOTO fikapCbKoro 3acoby

NOPOLLKOM ANst rec. m.6.X. NepBUHHY YMaKoBKY, (cyTTeBa 3miHa y

NPUroTyBaHHS PO34MHY Ans
iH’ekuin (500 MO). KaptoHHa
kopobGka Ne 2: no 1 pnakoHy
3 PO34MHHMKOM (BOAa ANst
iH'ekuii 30,1 %
nonicop6atom 80) mo 5 mny
KapTOHHil kopobLi pa3om 3
KOMMMEKTOM Ans
PO3YMHEHHS Ta
BHYTPILLUHBOBEHHOIO
BBeAeHHsA. KomnnekT ans
PO3YMHEHHS Ta
BHYTPILLHBOBEHHOIO
BBE[EHHS cknagaeTtbes 3: 1
wnpwu, ogHopasosun, 1
KOMMNNEeKT Ans nepeHocy (1
OBYXKiHUEBa rornka, 1
dinbTpyBanbHa ronka), 1
KOMMNEKT Ans iHdysin
(ronka-meTenuk), 2
NPOCOYEHi CMMPTOM
TamnoHu. KapToHHa kopobka
Ne 1 Ta kapTOHHa kopobka
Ne 2 06’egHytOTbCS MK
co60to NNacTUKOBO
NiBKOIO.

KOHTPOIb SKOCTI,
BKIHOYA0UM
BidyanbHy iHCMeKL,jo
MOPOLLIKY AN
PO34MHy Ans
iH'exuin, BidyanbHy
iHCneKuio
PO34MHHMKA Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHs1, BUMYCK
cepii Ans KiHUeBoro
npoaykTy (MopoLIoK
ANs PO34MHY AN
iH eKUin Ta
PO3YMHHUK):
Oktadapma
dapmareBTuKa
MpoaykTioHcrec.
M.6.X., ABCTpisi;
BupobHuk,
BignoBiganbHUN 3a
BidyanbHy iHCMeKLito
PO3YUHHNKA,
BTOPUHHE
nakyBaHHs Ta
MapKyBaHHS1
KIHLLEBOro NpoayKTy
( nopouuky ans
PO34MHyY Ans
iH ekuin Ta
PO3YMHHWMKA):
Oxtadhapma [leccay
'm6X, HimeuunHa;
BupobHuk,
BiAnoBiganbHWI 3a
in bulk
BUPOOHMLTBO,
NepBUHHY YNaKoBKy
Ta KOHTPOIb SIKOCTI
PO3YUHHMKA:

GionoriyHomy/iMyHonoriYyHOMY/iMyHOXIMIYHOMY MeToai
BUNpobyBaHHs abo MeTofi, y SIKOMY BUKOPUCTOBYETLCSI
GionoriyHuii peareHT, abo ix 3amiHa, abo GionoriyHoro
npenapaTy NopiBHAHHA (CTaHAapTHOro npenapary), LWo
He 3a3HavYeHuit y 3aTBepaKEHOMY NPOTOKONI) - 3amiHa
nokasHuka "lMiporeHn" y cneundikauii Ha rotosum
nikapcbkuii 3acié NokasHMKoM "EHOOTOKCUHK" 3
kputepiem npunHaTHocTi < 0,03 MO/MO ®aktop VIII:C (y
nepepaxyHKy Ha HOMiHarnbHe 3Ha4YeHHs).
TepMmiH BBEAEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEpPKEHHSA
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Oxtadhapma AB,
LBeuis
37. | BIPAKCA TabneTkun, BKpUTI NMiBKOBOKO "KcaHTic Kinp Cneuidap CA peuis BHECEHHS 3MiH [0 peecTpauinHmx martepianis: 3miHn | 3a UA/16000/01/01
o6onoHkoto, no 125 mr, no dapma TUNY - 3MiHKW 3 sikocTi. A®Il. BupobHuuTtBo. 3miHa po3mipy | peuenmom
10 TabneTok y 6nictepi; no 1 Timiten" cepii (Bkrtoyatoum gianasoHn) APl abo npomixHoro
BnicTepy B KapTOHHI nNayui nNpoaykTy, SIKUA 3aCTOCOBYETLCH Y NpoLeci BUpobHMUTBa
A®I (36inbweHHs o 10 pasiB NOPIBHSHO i3
3aTBEPAKEHUM PO3MipOM) - 36inbLUEHHS pO3Mipy cepii
A®| damuuknosip ansa BupobHuka Chongging
Shenghuaxi Pharmaceutical Co., Ltd. 3anponoHoBaHo:
320-340 kr
38. | BIPAKCA TabneTkun, BKpUTI NMiBKOBOIO "KcaHTic Kinp Cneuidap CA peuis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/16000/01/02
obornoHkoto, no 250 wmr, no 7 Papma VMY - 3MiHK 3 skocTi. A®I. BupobHuuTteo. 3miHa po3mipy | peyenmom
Tabnetok y 6nictepi; no 3 Timiteg" cepii (Bkrtoyaroum gianasonn) APl abo npomixHoro
GricTepu B KApTOHHI Nayui nNpoaykTy, SIKUiA 3aCTOCOBYETLCSA Y NpoLeci BUpobHUUTBa
AQI (36inbweHHs o 10 pasis NopiBHAHO i3
3aTBEPKEHUM PO3MIpOM) - 36inblUEHHS po3Mipy cepii
A®| bamumknosip aAns BupobHuka Chongging
Shenghuaxi Pharmaceutical Co., Ltd. 3anponoHoBaHo:
320-340 kr
39. | BIPAKCA TabneTku, BKpUTI NMiBKOBOKO "KcaHTic Kinp Cneuidap CA peuis BHECEHHS 3MiH [0 peecTpauinHmMx maTepianis: 3MiHu | 3a UA/16000/01/03
obornoHkoto, no 500 wmr, no 7 Papma TMNY - 3MiHK 3 skocTi. A®I. BupobHuuTteo. 3miHa posmipy | peyenmom
Tabnetok y 6nictepi; no 2 Timiten" cepii (Bkntoyatoum gianasoHn) A®l abo npomixHoro
abo 3 brictepu B kKapTOHHIN NpoayKTy, sIKUA 3aCTOCOBYETLCSH Y NpoLeci BUpobHULTBa
navui ADI (36inbweHHs o 10 pasiB NopiBHAHO i3
3aTBEPKEHUM PO3MipOM) - 36inblUEHHS Po3Mipy cepii
A®| amuuknosip ans BupobHuka Chongging
Shenghuaxi Pharmaceutical Co., Ltd. 3anponoHoBaHo:
320-340 kr
40. | BONbTAPEH emynbrenb AN 30BHILLHBOrO rCK LLisenuapi "CK KoHcblomep LLisenuapis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes UA/1811/01/01
EMYNbrENb 3actocyBaHHA 1 %; no 20, KoHcblomep a Xenckep C.A. TUNY - aAMIHICTPATUBHI 3MiHW. 3MiHa HaNMEeHYBaHHSA peuenma
abono50r, abono75r, Xenckep Ta/abo agpecu MicLs NPoBamMKEHHS AiSNbHOCTI
abo no 100 ry Ty6i, mo 1 C.A. BMPOGHMKa (BKNOYaoun, 3a HeoOXigHOCTI, Micue

Ty6i B KAPTOHHIN Kopobui

NpoBeAeHHS KOHTPOMIO SIKOCTi), abo BnacHuKa macTep-
darina Ha ADI, abo noctayanbHuka AdI/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
3acTocoByOTECHA Y BUPOOHMLTBI AD| (SKLLO 3a3HayveHo y
[OCbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiQNOBiAHOCTI €Bponeickkin chapmakonei y
3aTBepOkeHOMy Aockbe, abo BUPOOHMKa HOBOI
[OOMOMDKHOT pEYOBUHU (SIKLLIO 3a3HaYeHO Y AOChE) -
3MiHa Ha3BM BUpobHuka ADI , Lo Bianosigae 3a
KOHTPOIb SKOCTi (3@ BUKIOYEHHAM BMNPOOYyBaHHSA
MikpobionoriyHoi uMcToTH), 6€3 3mMiHU Micus
BMpoGHMUTBA. 3anponoHoBaHo: Novartis Integrated
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Services Limited, Ireland
41. | BONbTAPEH emynbrenb AN 30BHILLIHBOrO CK LLseviLapi "CK KoHcbtomep LLiseviLapis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHn | bes UA/1811/01/02
®OPTE 3actocyBaHHs 2,32 %; no 50 KoHcbtomep a Xenckep C.A. MMy - 3MiHa Ha3Bu BMpobHMKa AdI, Lo Bignosigae 3a peuenma
rabo 100 r B Ty6i; no 1 Ty6i Xenckep KOHTPOMb SIKOCTi (3@ BUKIOYEHHAM BUNPOOYBaHHS
Y KapTOHHIl kopobui C.A. MikpobionoriyHoi uicToTH), 6e3 3amiHu micus
BMpo6HMUTBa. 3anponoHoBaHo: Novartis Integrated
Services Limited, Ireland
42. | TEN-APT® niodinisaT Ans posynHy Ans AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/15554/01/01
iH ekuin no 400 mr, no 5 "dpapmak” TMNYy - 3MiHK 3 siKoCTi. FOTOBMI Nikapcbkui 3acib. peuenmom
dnakoHiB 3 niodpinisatom y Cuctema KoHTelHep/3akyrnoptoBanbHuUiA 3acib; cynyTHs
6nictepi Ta 5 amnyn 3 3MiHa
PO34YMHHUKOM (L-Mi3uH, - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acic. Cuctema
HaTpito rigpokcma, Boaa Ans KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa napameTpis
iH’ekuin) no 5 mn y GnicTepi, cneumdikauin Ta/abo oNycTUMUX MEX NEPBUHHOT
no 1 6nictepy 3 pnakoHamu yNaKoBKW rOTOBOro MikapcbKoro 3acoby (iHLwi 3MiHu)
Ta no 1 6nictepy 3 (B.11.r2. (x) IB) BHECEHHS 3MiH A0 MaTepianisB
amMmnynamu y nayui 3 KapToHy peecTpauinHoro Aocbe, a came y cneuudikadio Ans
Mpo6ku rymoBoi ans niodpinisadii 13-D2, BupobHuuTBa
Jiangyin Yonghong Rubber and Plastic Co., Ltd, Kutan,
LLIO BMKOPUCTOBYIOTLCS B AKOCTi NEPBMHHOMO MaKyBaHHS
N3 (3miHa mexi n. «lgeHTndikauis B. Bmict
cynbdaTHOI 30MnM» 3 «He Binblue 45%» Ha «He Ginblue
50%»
43. | TEN-APT® TabneTku KULLKOBOPO3YUNHHI, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis: 3MiHu | 3a UA/18365/01/01
no 400 mr; no 4 TabneTtkn y "®apmak” UMYy - 3MiHK 3 sKoCTi. FOTOBMI Nikapcbkui 3acib. peuenmom
6nicTepi; no 5 Gnictepis y KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
nauvui mMeToAax BUNPobyBaHHSA roTOBOrO fikapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
BUMNPOBYBaHHS): BHECEHHS! YTOYHEHHS B METOAUKY
BUNpobyBaHHs 3a nokasHukoM «Po3nagaHHs» (DY,
2.9.1), a came 4OAAETLCA MOCUIMAHHS Ha MPUrOTYBaHHSA
docdartHoro 6ydepHoro posuuHy pH 6,8 3rigHo
MEeTOAMKW, ONMUCaHOI B NYHKTI «Po34nHeHHs». KpuTepii
NPUAHATHOCTI 3anuwmnucs 6e3 3miH
44. | TEPUENTUH® nioginisaT Ans koHueHTpaty | ®.XoddmaH | LUseruapi Bupo6HuuTBO CLIA/ BHECEHHS 3MiH 10 peecTpauiHMX maTepianis: 3MiHu || 3a UA/13007/01/01
ONs po3ynHy Ans iHdy3in no H-Ia Pow A Hepo3adpacoBaHoI Himeuumna/ TUMY - BHECEHHS 3MiH A0 p.3.2.S.2.1 BupobHuku, a peuenmom
150 wr; nioginisat gns Nnto npoaykLuii, nepBuHHe LLiseviLapis caMme: BBeLleHHs1 BXe 3aTBepAkeHol AinbHuui Roche
KOHLEHTpAaTy AN pO34nHy nakyBaHHs: Diagnostics GmbH, Pharma Biotech Penzberg,

ans iHgysin y dnakoHi, no 1
rakoHy B KapTOHHil
KopoOGLi

[xeHeHTek IHK.,
CLA; BnpobHuuteo
Hepo3adhacoBaHoi
npoayKuii, nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs1,
BMNpPOOyBaHHs

Nonnenwald 2, D-82377 Penzberg, Germany, sik
[0[aTKOBOro arnbTepHaTUBHOIO MICLS 3 NPOBEAEHHS
KOHTponto sikocTi AP LLoao TecTyBaHHS Ha BipyCy.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpKEHHS
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o
noceio4yeHHs1

KOHTPONIO AKOCTI,
BMMNYCK cepii: Pow
HiarHocTukc MM6X,
HimeuyunHa
BTopuHHe
nakyBaHHs,
BUNPOBYBaHHsI
KOHTPOIMIO AKOCTI,
BMNYCK cepii:
®.XocbdpmaHH-Is
Pow JTg,
LLisBenuyapis

45,

riaPOKCUCEY

OBUHA MEOAK

kancynu no 500 mr no 10
Kancyn y 6nicrepi; no 10
GnicTepis y kopobui 3
KapTOHY

Mepak
[esenbwad
T chrop
KniHiwe
Lneuianbnp
enaparte
MOX

HimeyuuH
a

Mepak NesenbliadT
rop KniHiwe
LLneuianenpenapat
e MbX, HimeuyunHa
(BUPOBHWK, WO
BignoBsigae 3a
BTOPUHHE
nakyBaHHs1,
MapKyBaHHs1
NepBUHHOI
YMaKoBKM,
KOHTponb/Bunpobys
aHHs cepii Ta 3a
BUMNYCK cepii); XaynT
dapma Amaper
'm6X, HimeuunHa,
HimeyunHa
(BUPOBHUK, LIO
BianoBinae 3a
BUPOBHMLTBO
nikapcbkoro 3acoby,
nepBUHHE, BTOPUHHE
nakyBaHHs,
MapKyBaHHs1,
KOHTponb/Bunpobys
aHHsA cepii)

Himeuumna

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
TUMy - NoAaHHs oHoBreHoro CepTudikarty BiANOBIAHOCTI
€ R1-CEP 2005-051-Rev 02 gns A®I Big BupobHuka
Qilu Tianhe Pharmaceutical Co., Ltd. China; 3minu | Tuny
- nogaHHsA oHoBneHoro CepTudikaTy BignosigHocTi €
R1-CEP 2005-051-Rev 03 (MonepeaHs peaakuis: R1-
CEP 2005-051-Rev 02) ansa A®I Big BupobHuka
Shandong Anxin Pharmaceutical Co., Ltd. China, i3
BHECEHHAM 3MiH 10 Ha3BM BUPOBHUKA Lito40i pe4oBUHM
MKA M3 posginy «Cknagy»: npornoHoBaHa peaakuis:
Shandong Anxin Pharmaceutical Co., Ltd. China

3a
peuenmom

UA/6720/01/01

46.

rMEBO

TabneTkn, BKpUTI
obornoHkoto, no 250 mr, no 5
Tabnetok y 6nictepi; no 1
abo no 2 Gnictepu y
KapTOHHIN yrnakoBLii

"meHmapk
dapmackoT
vkans Jita.

IHAis

"meHmapk
dapmacbioTukana
Iro.

IHaia

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3MiHu |
TUMy - 3miHu 3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeOoOXiaHICTIO NpMBeAEHHS Y BigNoOBIAHICTL A0
MoHorpadii AdY abo €Bponericbkoi dhapmakonei, abo
iHLWOI HauioHanbHOT dhapmakonei aepxasu E€C (3miHa y
crneungikauisx, nos's3aHa 3i amiHamu B [®Y, abo
€Bponenckkin hapmakonei, abo iHLWiA HaLioHanbHin
apmakonei aepxasu €C) - BunyveHHs 3i Cneumdikauii
Ha A®I nokasHuka «Baxki meTanvy» Ta HagaHo aHani3

3a
peuernmom

UA/8751/02/01




18
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Ne

Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
pu3ukiB BignosigHo go ICH Q3D
47. | TMEBO TabneTkn, BKPUTI "meHmapk IHgis "meHmapk IHais BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHu | 3a UA/8751/02/02
ob6onoHkoto, no 500 mr, no 5 dapmackioT dapmacbioTukana TUMy - 3MiHuK 3 skocTi. CepTudikat BignosigHocTi/lE- peuenmom
TabneTok y 6nictepi; no 1 nkans J7a. Iira. cepTudikaT BiANOBIAHOCTI €EBpONEnChKi
abo no 2 6nictepn y capmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
KapTOHHIN ynakoBLi HeobXiaHICTI0 NpMBeAeHHs Y BiAMNOBIAHICTb A0
MoHorpadii PY abo Esponelickkoi hapmakonei, abo
iHLWOI HauioHanbHOT dhapmakonei aepxasu €C (3miHa y
crneumgikauisx, nos'ssaHa 3i amiHamu B [1®Y, abo
€Bponeiicbkin hapmakonei, abo iHLWin HauioHanbHil
dapmakonei gepxasu €C) - BunyveHHs 3i Cneumdikauii
Ha A®I| nokasHuka «Baxki meTanu» Ta HagaHo aHani3
pu3ukis BignosiaHo Ao ICH Q3D
48. | TMIOKO®AX TabneTtku nponoHroeaHoi aii | Mepk CaHTe PdpaHuis Mepk CaHTe, Himeuumnna/ BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu | 3a UA/3994/02/02
XR no 1000 mr; no 10 TabneTok c.a.c. ®paHuin; Mepk ®paHuin TUNY - 3MiHX B TEKCTI MapKyBaHHS YNakoBKW fiKapCbKOro | peyenmom
y 6nicTepi; no 3 abo no 6 Xenckea KlMaA, 3acoby. BHeceHHs1 pegakuinHMX NpaBok, a came:
GnicTepiB y KApTOHHIW Himeuyunna NpVBEAEHHSI TEKCTY MapKyBaHHS y BiANOBIAHICTb 40
KopobLUi BHYTPILLHIX BUMOI KOMNaHii LWOAO 0OPMIIEHHS
nakyBarnbHOro matepiany; 3miHu | Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay - BHECEHHS
3MiH go po3giny “ MapkysaHHs" MKA J13.
3anponoHoBaHo: Bignosigae 3atBepaXeHOMy TEKCTY
MapKyBaHHs1; 3MiHu | Tuny - 3miHu 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby - OHOBMEHHS BXe 3aTBEPPKEHNX METOAIB
KOHTPONMIO sIKOCTi nikapcbKkoro 3acoby, a came:
BUKINaOEHHS TEKCTY iepXXaBHOK MOBOHO 3riHO Cy4acHMX
BUMOT
49. | TOPOBUHU nnoawu, no 75, 100 r abo MpAT YkpaiHa MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | be3 UA/9318/01/01
YyorpHoOMNIaH 150 r y naykax 3 BHyTPIiLLHIM "NMiktpasun" TUNYy - BHECEHHS 3MiH Ao Cneuudikauii Ta MeToais peuernma
oi nnogu nakeTom

KOHTpOrto sikocTi J13, a came: BHECEHHS 3MiH 3a M.
«Maca BMicTy ynakoBku»
BanponoHoBaHo: Cneuudikauis. Maca BMiCTy ynakoBku
[ns posdacosku no 75 r: He meHwe 71,25 r ans ogHiei
ynaKoBKW, cepefHs Maca BMiCTy AECATU YNakoBOK — He
MeHwe 73,8r Onsa posdacoskm no 100 r: He meHwe 95,0
r ANs ofHiei ynakoBku, cepeHs Maca BMICTy [4ecATu
ynakoBOK — He MeHLe 98,4 r [insa po3dacosku no 150 r:
He meHwe 142,5 r ana oaHiel ynakosku, cepeHs Mmaca
BMICTYy A€CATM YyNakoBOK — He MeHLe 147,6 r MeToam
KOHTponto sikocTi Maca BmicTy ynakosku Ons
po3dacoBku no 75 r: He meHwe 71,25 r onsa ogHiei
YMakoBKMW, CEpPefHsi Maca BMICTY AECSTU YNaKoBOK — He
MeHwe 73,8r Onsa posdacosku no 100 r: He meHwe 95,0
r ANS OgHi€l yNakoBKuW, cepeaHsl Maca BMICTYy OeCHATU
ynakoBoK — He meHwe 98,4 r [Ina posdacoskm no 150 r:
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
He meHwe 142,5 r 4ns ogHiel ynakoBku, cepegHs maca
BMICTY AECATU YNAKOBOK — He MeHwe 147,61
50. | TYTTAIIAKC® kpanni, 7,5 mr/mn no 15 mn TOB YkpaiHa IcTiTyTO AEe AHxeni ITanis BHECEHHS 3MiH 10 peecTpaLliiHix maTtepianis: 3miHa bes UA/0832/01/01
MIKOCYNb®AT | a6o 30 mn y conakoHi; no 1 "Onenna C.p.n. 3asiBHMKa (BMacHWKa peecTpaLiiHoro NoceigvyeHHs1) peuenma
NaKkoHy y KapTOHHIN Xenckea (3rigHo Haka3zy MOQ Big 23.07.2015 Ne 460): BBegeHHs
KopobLi YkpaiHa" 3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPOXKEHHS.
51. | AANAUUH KpeM BariHanbHun 2 %; no Mdpansep CLLA dapmais i AngxoH CLLA BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/1903/03/01
MIXBOBUMN 20 ry Ty6i; no 1 Ty6i pasom IHK. Komnani J1IJ1C YTOYHEHHSA peecTpauinHoro Homepa B Haka3si MO3 | peuenmom
KPEM 3 3 annikatopamu B Ykpainm Ne 1922 Big 10.09.2021 B npoueci BHeCeHHA
KapTOHHi kopobui 3MiH (3MiHK | TUNy - 3miHK 3 akocTi. MeanyHi NpucTpoi.
3MiHa NpuCTPOIB Ansi BUMipIOBaHHSA 031 abo BBeAEHHS
nikapcbkoro 3acoby (noaasaHHA abo 3amiHa NpUCTPolo,
KW HEe € HeBiA'€MHOI0 YaCTUHO NMEPBUHHOT YMaKOBKM)
- MpucTpin, skuii mae CE-mapkyBaHHS - BHECEHHS 3MiH
[0 MaTepianis peecTpauinHoro gocbe, oo p. 3.2.P.7.
Cuctema koHTenHep/ 3aKynoptoBarbHWi 3acid a came:
3aMiHa BMMIpOBarnbHOro NpUCTPOIo annikatopa, Lo
Bkntoyae Homep Notified Body (NB) «0086» Ha
eKBiBaneHTHUI BUMIpIOBanbHUI NpUCTpIn annikaTtopa,
AKUIA BkItodae oHoBneHun Homep (NB) «2797x». AkicHuia
Ta KiNbKICHUIA cKNnag BUMMIpOBarbHOMO NPUCTPO0
annikatopa Ha 3MiHIOETbCS. BumiptoBanbHuii npucTpin
annikaTopa ynakoByeTbCA Pa3oM 3 rOTOBMM NPOAYKTOM i
BKItOMaE MapKyBaHHs ceptudikauii (CE) Ta mapkyBaHHS
HOMepHoro opraHy). Pepakuis B Hakasi:
UA/1903/02/02. 3anponoHoBaHa peaakLis:
UA/1903/03/01.
52. | OXAPAOIHC® TabneTku, BKpUTI NNiBKOBOO BepiHrep HimeuumnH Bepinrep HimeuunHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/14980/01/01
obonoHkoto, no 25 mr no 10 IHrenbxanm a IHrenbxanm ®apma TUNYy - BBEAEHHS A0AATKOBOI AinbHULi Suven peuenmom
Tabnetok y nepdopoBaHoMy | IHTEpHELLHN Mv6X i Ko. KT, Pharmaceuticals Limited, Plot. No. 262 to 271, IDA,
6nictepi; no 1 abo 3 m6X Himeuunna Pashamylaram — 502307, Telangana, India B sikocTi
GnicTepn y KapTOHHil (BupoBHULTBO, anbTepHaTMBHOro BUpobHMKa BMXigHOro matepiany Bl
KopoobLi nakyBaHHs, 10773 ¢TOpY, LLIO BUKOPUCTOBYETLCS Y BUPOOHUYOMY
MapKyBaHHS, npoueci A®l; amiHu | TUNY - BBEAEHHA AO4ATKOBOI

KOHTPOIb AKOCTI,
BUMNYCK cepii );
dapwmSior dapma
TNopxicTik MMGBX,
HimeuunHa
(anbTepHaTMBHa
ainbHUUA ans
BTOPWHHOIO
nakyBaHHs);
LLTeremanH
JTIboHEepnakyHreH
yHA JloricTiwep
Cepsic e. K.,

pinbHuui Siegfried St. Vulbas SAS, Parc Industriel de la
Plaine de I'Ain, 530 Allee de la Luye, 01150 Saint-
Vulbas, France B skocTi anbTepHaTUBHOIroO BUpOOHMKa
BuxigHoro matepiany Bl 10773 dTopy, Wwo
BMKOPUCTOBYETbLCS Y BUPOGHUYOMY nipoueci ADI; 3minHm |
TMNy - 3MiHa Ha3BW Ta agpecu BUpobHMKa
BignoBiganbHOro 3a nocravyaHHs BUXiQHOro matepiany
Bl 10773 dptopy 3 Suven Life Sciences Ltd., Unit 2, RD
Center: Plot 18 Phase Ill, IDA, 500055 Jeedimetla
Hyderabad, India Ha Suven Pharmaceutical Limited,
Plot. No. 18, Phase-llIl, IDA, Jeedimetla, Hyderabad -
500055, India; 3miHu | TUNY - 3MiHa Ha3BM BUPOOHUYOT
OiNbHWL BiANoBiganbHOI 3a NOCTa4aHHSA BUXIAHOMO




20 [TponoBkeHHs qomarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Himeuunna matepiany (S)-3-Hydroxytetrahydrofurane (3-OH-THF)
(anbTepHaTUBHa Porton Fine Chemicals Ltd. Ha Porton Pharma Solution
ainbHUUA ans Ltd. Agpeca micLie3HaxooKeHHs 3anvieHa 6e3 3MiH;
BTOPUHHOIO 3MiHu | TUNY - BBEAEHHS1 4OAATKOBOI AinbHuui Porton
nakyBaHHs) Pharma Solutions Ltd. 1 Fine Chemical Zone,
Chongging Chemical Industry Park, Changshou,
Chongging 401221, P.R. China B sikocTi
anbTepHaTMBHOrO BUPOBHWMKa BUXiaHOro MaTtepiany Bl
10773 dTOpY, LLIO BUKOPUCTOBYETHLCH Y BUPOOHUYOMY
npoueci A®l; amiHu | TUNY - BBeAeHHA AO4ATKOBOI
ainbHuui Zhejiang Hisar Chuanna Pharmaceutical Co.,
Ltd. 23, Donghai 5th Avenue Zhejiang Chemical
Materials Base Linhai Zone. Linhai City, Zhejiang
Province, P. R. China B sikoCTi anbTepHaTMBHOIO
BUpOGHKMKa BuxigHoro matepiany Bl 10773 dTopy, wo
BVIKOPVCTOBYETbLCS Yy BUPOOHMYOMY npoueci API
53. | OXXAPAOIHC® TabneTku, BKpUTI NNiBKOBOO Bepinrep HimeuumnH Bepinrep HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/14980/01/02
obonoHkoto, no 10 mr no 10 IHrenbxanm a IHrenbxanm ®apma TUNYy - BBEAEGHHS A0AaTKOBOI AinbHuULi Suven peuenmom
TabneTtok y nepdopoBaHoMy | IHTepHeLwwHn 'm6X i Ko. KT, Pharmaceuticals Limited, Plot. No. 262 to 271, IDA,
6nictepi; mo 1 abo 3 m6X Himeuunna Pashamylaram — 502307, Telangana, India B skocTi
GnicTepn y KapTOHHil (BUpoBHULTBO, anbTepHaTMBHOro BUpoOHMKa BMXigHOro matepiany Bl
Kopoo6uLi nakyBaHHs, 10773 dTOpY, LLIO BUKOPUCTOBYETLCH Y BUPOBHUYOMY
MapKyBaHHS, npoueci A®l; amiHu | TUNY - BBeAEHHA AO4ATKOBOI

KOHTPOIb SIKOCTI,
BUMNYCK cepil );
dapmSior dapma
TNopxicTik MMGBX,
HimeyunHa
(anbTepHaTMBHA
ainbHUUA ans
BTOPWHHOIO
nakyBaHHs);
LteremaHH
JTboHEepnaKkyHreH
yHA JloricTiwep
Cepsic e. K.,
HimeyunHa
(anbTepHaTMBHA
ainbHUUA ans
BTOPWHHOIO
nakyBaHHs)

pinbHuui Siegfried St. Vulbas SAS, Parc Industriel de la
Plaine de I'Ain, 530 Allee de la Luye, 01150 Saint-
Vulbas, France B skocTi anbTepHaTUBHOIro BUpOOHMKa
BuxigHoro matepiany Bl 10773 dTopy, Wwo
BUKOPUCTOBYETHLCS Y BUPOOHUYOMY npoueci ADI; 3miHu |
TMny - 3MiHa Ha3BW Ta agpecu BUpobHMKa
BignoBiganbHOro 3a noctavyaHHs BUXiQHOro matepiany
Bl 10773 dpropy 3 Suven Life Sciences Ltd., Unit 2, RD
Center: Plot 18 Phase Ill, IDA, 500055 Jeedimetla
Hyderabad, India Ha Suven Pharmaceutical Limited,
Plot. No. 18, Phase-lll, IDA, Jeedimetla, Hyderabad -
500055, India; 3miHu | TUNY - 3MiHa Ha3BM BUPOOHUYOT
OiNbHWL BiaNoBiganbHOI 3a NOCTa4YaHHSA BUXIAHOMO
matepiany (S)-3-Hydroxytetrahydrofurane (3-OH-THF)
Porton Fine Chemicals Ltd. Ha Porton Pharma Solution
Ltd. Aapeca micue3Haxo4keHHs 3anuileHa 6e3 3MiH;
3MiHM | TUNY - BBeAEHHSA [oAaTKOBOI AinbHuui Porton
Pharma Solutions Ltd. 1 Fine Chemical Zone,
Chongging Chemical Industry Park, Changshou,
Chongqing 401221, P.R. China B skocTi
anbTepHaTMBHOIO BUpOOHWMKa BMXigHOro matepiany Bl
10773 ¢pTOpY, LLIO BUKOPUCTOBYETLCS Y BUPOOHUYOMY
npoueci A®l; amiHu | TUNY - BBEAEHHA J04ATKOBOI
AinbHuLi Zhejiang Hisar Chuanna Pharmaceutical Co.,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ltd. 23, Donghai 5th Avenue Zhejiang Chemical
Materials Base Linhai Zone. Linhai City, Zhejiang
Province, P. R. China B sikocTi anbTepHaTMBHOrO
BMpobHuKa BuxigHoro matepiany Bl 10773 dTopy, Lo
BMKOPUCTOBYETLCS Y BUPOBHMYOMY npouieci API
54. | BUKNO®EHAK | renb, 10 mr/r, no 40 r y Ty6i; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | bes UA/0708/02/01
no 1 Ty6i B nayui 3 KapToHy "Ximpapmaa "Ximhapmaasoa TMNY - NOAAHHS HOBOTO cepTudikaTta BiANOBIAHOCTI peuenma
BOA "YepBoHa 3ipka" €Bponecbkin dapmakonei Ne R1-CEP 2012-321-Rev
"YepBoHa 00 ans gitodoi peyoBuHm Diclofenac sodium Big Bxe
3ipka" 3aTBepmkeHoro BupobHuka Ningbo Smart
Pharmaceutical Co., Ltd., Kutan
55. | BAUKNO®EHAK | renb 50 mr/r, no 40 r rento y MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHMx maTtepianis: 3MiHu | bes UA/0708/02/02
Ty6i antomiHiesin Ne 1; y "Ximpapmaa "Ximhapmsasoa TUNY - NOAAHHS HOBOTO cepTudikaTa BiANOBIAHOCTI peuenma
nayui 3 kaptoHy; no 100 ry BOg "YepsoHa 3ipka" €Bponecbkin dapmakonei Ne R1-CEP 2012-321-Rev
Ty6i namiHaTHin Ne 1; y "YepBoHa 00 ans gitoyoi pevosuHm Diclofenac sodium Big BXxe
nayui 3 KapToHy 3ipka" 3aTBepakeHoro BmpobHuka Ningbo Smart
Pharmaceutical Co., Ltd., Kutawn
56. | OUKINO®PEHAK- | po3unH ans iH’ekuin, 75 mr/3 TOB "TeBa YkpaiHa Mepkne 'mbX, HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/16637/01/01
TEBA MI1, M0 3 M1 PO34MHY B YkpaiHa" Himeuunna TUMy - 3aMiHa nepiogy NoBTopHoro BunpobyeaHHa APl | peyenmom
amnyni; no 5 amnyn y (BUpOBHMLTBO Ha TepMmiH npugaTtHocTi A®I, 6e3 3miHu TpuBanocTi (5
Gnictepi; no 1 abo no 2 Hepo3adacoBaHOro pokiB) BignoBigHo oo MaTtepianis BupobHuka APl Unique
6nictepn B Kopobui NPOAYKTY, NepBUHHA Chemicals
Ta BTOPWHHA
ynakoBka, A03BiNn Ha
BUMYCK cepii);
Mepkne 'm6X,
HimeyuunHa
(KOHTpOMb AKOCTI)
57. | BIOKOP 160 TabneTku, BKpUTI NNiBKOBOO TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiH1x maTtepianis: 3MiHu | 3a UA/8318/01/01
obornoHkoto, no 160 mr/12,5 "ACIHO Tuny - BBeAeHHA HoBoro CEP Ne RO-CEP 2016-012-Rev | peyernmom
mr, no 10 TabneTok B YKPATHA" 03 agns A®I ligpoxnopTia3uay Big HOBOro BUpOGHMKa

6nicTepi; no 1, no 3, no 4
abo no 9 bnicTepiB y naywj 3
KapTOHY

«Amoli Organics Private Limited» IHgis go Bxe
3aTBepaxeHoro BupobHuka Changzhou Pharmaceutical
Factory, sikun sinsietbcst BnacHnkom CEP Ne R1-CEP-

2006-011-Rev 01; 3MiHu | TNy - AONOBHEHHS

cneuudikauii A®I FigpoxnopTiasuay Bia BUpoGHMKa
«Amoli Organics Private Limited» IHgisd, npumiTkoto: -
«Onuc, «BTtpata B Maci npu BucyLyBaHHi», «CynpoBiaHi
aomiwkny, «KinbkicHe BU3Ha4YeHHsA» Ta
«MikpobionoriyHa YicToTa» - 1 KOHTPOsb NapameTpy
30iNCHIOETBLCS NPU NEPEKOHTPONI CyBCTaHLii;
«lgeHTudikauis» — 2 gonyckaeTbCs IPOBOAUTU TECT
meToaom PamaHiscbkoi cnektpomeTpii (EP 2.2.48).
Mpoueanypa npoBeAeHHs TecTy Ta Biabip Npob onucaHi y
BignoBigHux COIN; 3MiHM | TUNY - BUNYYEHHSI NOKA3HWUKIB
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
«PosnagaHHsa» Ta «BTpaTta B Maci npu BUCYLLYBaHHI» 3i
cneumdikauii no ctabinbHocTi i3 posainy 3.2.P.8.1
58. | OIOKOP 80 TabneTkun, BKpUTI NMiBKOBOKO TOB YkpaiHa TOB "dapma Ctapt” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx martepianis: 3miHn | 3a UA/8318/01/02
obonoHkoto, no 80 mr/12,5 "ACIHO Tuny - BBeAeHHsA HoBoro CEP Ne RO-CEP 2016-012-Rev | peuernmom
mr, no 10 TabneTok B YKPATHA" 03 ansa A®I MNapoxnopTia3uay Big HOBOro BUpobHMKa
Gnictepi; no 1, no 3, no 4 «Amoli Organics Private Limited» IHgis go Bxe
abo no 9 GnicTepis y nayui 3 3aTBepakeHoro BupobHuka Changzhou Pharmaceutical
KapTOHY Factory, skuin aBnsieTbecs BnacHukom CEP Ne R1-CEP-
2006-011-Rev 01; 3miHu | TUNY - BONOBHEHHS
cneumdikauii A®| FigpoxnopTiasnay Big BUpoGHUKa
«Amoli Organics Private Limited» IHgis, npumitkoto: -
«Onuc, «Btpata B maci npu BucyLyBaHHi», «CynpoBigHi
nomiwkn», «KinbkicHe BU3HA4YEeHHSA» Ta
«MikpobionoriyHa unctoTa» - 1 KOHTPONb NapameTpy
3AiNCHIOETLCS NPU NEPEKOHTPOI CyOCTaHLii;
«lpeHTudikauis» — 2 gonyckaeTbCs NPOBOANUTU TECT
meToaom Pamaniscbkoi cnektpomeTpii (EP 2.2.48).
Mpouenypa npoBedeHHs TecTy Ta Biabip Npob onucaHi y
BignosigHux COl1; 3miHuM | TUNY - BUNYYEHHST NOKa3HWKIB
«Po3nagaHHa» Ta «BTpaTta B Maci npu BUCYLLYBaHHI» 3i
cneumdikauii no ctabinbHocTi i3 po3ainy 3.2.P.8.1
59. | EBKACMNPEM cnpen HasanbHuin 1,0 mr/mn CninbHe Ykpaina CninbHe yKkpaiHCbKO- Ykpaina BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes UA/17018/01/01
no 10 Mn y KOHTenHepi 3 YKparHCbKO- icnaHcbke TUNY - 3MiHN BHECEHO B [HCTPYKLi0 AN MeanyHoro peuenma
NpobKo-po3NUNoBaYEM i icnaHcbke nignprueMcTBO 3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainy "MobiyHi
KPULLIKOKO 3 KOHTpOSiemM nignpuemMcTs "CIMEPKO peakuii” 3rigHo 3 pekomeHaauismm PRAC. BeegeHHs
nepLuoro BigKpUTTS, no 1 o "CNEPKO YKPAIHA" 3MiH NpOTSArom 3-X MicsAUiB Nicns 3aTBepAXeHHS
KOHTEMHepy y nauui 3 YKPAIHA"
KapTOHY
60. | EBKA®ININT® crpen HasanbHui, MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | be3 UA/17019/01/01
Kcuno pososannin 0,1 %; no 10 mn "Ximbapmaa "Ximhapmaasop TUMY - 3MiHW BHECEeHi A0 iHCTPYKLIi ANs Meau4Horo peuenma
y brnakoHax CKNAHuUX 3 BOA, "YepsoHa 3ipka" 3acTocyBaHHS nikapcbkoro 3acoby y po3sain "lMobiyHi
po3nunoBavem HasanbHUM; "YepBoHa peakuii” BiANoOBiAHO A0 OHOBMEHOI iHhopMaLii Wwoao
no 1 dnakoHy B nauyui 3 3ipka" 6e3neku fitoyoi pevyoBuHU. BBeaeHHS 3MiH NpoTsirom 3-x
KapToHy; no 10 mny MicsLiB nicnsi 3aTBEpOKEHHS
driakoHax noniMepHux 3
po3nunioBavyemM HasanbHUM;
no 1 donakoHy B nayui 3
KapTOHY
61. | EQAPBI™ Tabnetkun no 20 mr; no 14 AciHo LLisenuapi Takepna lpnaHgis IpnaHgis/ BHECEHHS 3MiH [0 peecTpauinHMx maTepianis: 3MiHu | 3a UA/13312/01/01
Tabnetok y 6nictepi; no 1, dapma Al ] JIta, Ipnangis AnoHis TUMY - BUKNaAEHHS METOAIB KOHTPOIIO SKOCTI fikapCbkuX | peyenmom
abo no 2, abo no 4 6nictepun (BMPOBGHMLTBO 3a 3acobiB Eqapbi ykpaiHCbkolo MOBOIO Y 3B'A3KY 3
Y KapTOHHIl kopobLi MOBHUM LIUKIIOM); BMMOramv 4o maTtepianis peecTpauinHoro AoCbe, LWo
Takepa 3aTBepmkeHi Hakazom MO3 Ykpaiin Ne 1528 Big
dapmachbioTikan 27.06.2019
Komnati Ilimitea,
Ocaka NnaHT,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Anowis
(BpPOGHULTBO
Hepo3adhacoBaHoi
NpoAyKLuii)
62. | EQBAPBI™ Tabnetkun no 40 mr; no 14 AciHo LLseviLapi Takena lpnaHgis Ipnangis/ BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu | 3a UA/13312/01/02
Tabnetok y 6nictepi; no 1, dapma Al a Ita, IpnaHaia AnoHia TUNY - BUKNaAEeHHS METOAIB KOHTPOIIO SKOCTI NiKapCbKux | peuermom
abo no 2, abo no 4 Gnictepm (BMPOBHMLUTBO 3a 3acobis Enapbi ykpaiHCbko MOBOIO Y 3B'SI3KY 3
Y KapTOHHIl kopobui NMOBHUM LIUKITOM); BUMOramm Ao maTtepianis peectpauiiHoro 4ocbeE, LWo
Takena 3aTBepakeHi Hakazom MO3 Ykpainn Ne 1528 Big,
dapmacbioTikan 27.06.2019
Komnati Iimitea,
Ocaka lNnaHT,
AnoHia
(BUpoBHMLTBO
Hepo3dacoBaHOI
NpoAyKLii)
63. | EQAPBI™ Tabnetkn no 80 mr; no 14 AciHo LLseviuapi Takena lpnaHgis Ipnangis/ BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu | 3a UA/13312/01/03
Tabnetok y 6nictepi; no 1, dapma Al a Ita, IpnaHaia AnoHis TUNY - BUKNa4eHHS METOAIB KOHTPOIIO SKOCTI NikapCbkux | peuermom
abo no 2, abo no 4 6nictepu (BMPOBHMLTBO 3a 3acobiB Eqapbi ykpaiHCbkol MOBOIO Y 3B'A3KY 3
Y KapTOHHIl kopobui NMOBHUM LIMKITOM); BUMOramm Ao martepianis peectpauiiHoro 4ocbeE, LWo
Takepa 3aTBepakeHi Hakazom MO3 Ykpainn Ne 1528 Big
dapmachbioTikan 27.06.2019
Komnati Jlimitea,
Ocaka lNnaHT,
AnoHia
(BUpOBHMLTBO
Hepo3adpacoBaHoI
NpoAyKLii)
64. | EBEM® PIHO crpen HasanbHW, PO34nH AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | be3 UA/14054/01/01
no 10 mn y donakoHi; no 1 "®papmak” TUMy - 3MiHa Ha3Bu Ta agpecy BupobHuka AdI peuenma

dnakoHy y nayui

OumeTuHAeHy maneaty, 6e3 3amiHyM Micusi BUpOOHULTBA:
BanponoHoBaHo: AT "®apmak” YkpaiHa, 04080, m. Kuis,
Byn. Knupuniscbkka, 74; 3miHu |l TUny - BHECEHHSA 3MiHW Y
peecTpaLinHi MaTepianu 4ocke Nikapcbkoro 3acoby, p.
3.2.S5.2.3. KoHTponb MaTepianis, a caMe BHECEHHS 3MiH
B CI Ha BuXigHy cMpoBKHY KucnoTa xnopuctoBogHeBa
KOHLIEHTPOBaHa, L0 BUKOPUCTOBYETLCS Ha MOYATKOBIN
cTagii cuHTe3y B npoueci BUpobHuLTBa cybcTaHuil
IumeTnHaeHy maneaty. B 3aTBepaxeHux
peecTpaLiiHNX MaTepianax Ha nikapcbkuin 3acio Egem®
PiHo, cnpeit HazanbHui, B p. 3.2.S.2.3. KoHTponb
MaTepianis HaBegeHO crneuundikadito Ha BUXigHY
cvpoBuKHYy KnucnoTa xnopuctoBogHeBa KOHLIEHTpPOBaHa 3
3a3HayYeHVM HOPMYBaHHSIM ANs noka3Huka «KinbkicHe
BM3HaveHHs» Bia 37,0 % (m/m) go 38,0 % (M/m).
BignosigHo po Bumor EP o pevoBuHn Kucnota
XITOPUCTOBOAHEBA KOHLIEHTPOBaHa BHOCATLCSA 3MiHM [0
HOpMYBaHHs nokasHuka «KinbkicHe BU3Ha4YeHHsY, a
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
came Big 35,0 % (m/m) go 39,0 % (m/m)
65. | E3ETIM P Tabnetkun no 10 mr/10 Mr no MPO®APM ManbTa Apnamvep ®apma C.A. Monblwa BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu | 3a UA/17836/01/01
7 Tabnetok y 6nictepi; no 4 A TUMY - 3MiHW BHECEHO [0 iHCTPYKLiT ANs MeguyHoro peuenmom
6nictepu y KapTOHHil IHTEepHeLwHN 3acTOCyBaHHS fnikapcbkoro 3acoby y posainu:
KopobLi TpenguHr "B3aemogist 3 iHWKMM nikapcbkumy 3acobamm Ta iHLi
TimiTeq BvAan B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"Mob6iuHi peakuii" BigNoBiaHO o OHOBMEHOT iHopMaLii 3
6e3neku fito4oi peyoBnHU
66. | E3ETIM P Tabnetkun no 20 mr/10 Mr no MPO®APM ManbTa Apnamvep ®apma C.A. Monblwa BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu | 3a UA/17836/01/02
7 Tabnetok y 6nictepi; no 4 A TMNYy - 3MiHW BHECEHO [0 iHCTPYKLUii ANst MeanyHoro peuenmom
GnicTepn y KapTOHHil IHTEepHeLwwHnN 3aCTOCyBaHHSI NikapCcbKoro 3acoby y po3ainu:
KopobLUi TpenguHr "B3aemogisi 3 iHWMMM nikapcbkumu 3acobamm Ta iHLi
NimiTeq Bu1am B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
"MoGiyHi peakuii" BiANoBi4HO 40O OHOBIEHOI iH(hopMaLii 3
6e3neku gito4oi peyoBnHU
67. | ECKYntoc Kpanni opanbHi no 30 mn'y Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes UA/5632/01/01
KOMMO3UTYM | dpnakoHi-kpanensHuui; no 1 Xannbmitte a Xannbmittenb TUNY - 3MiHN BHOCATLCS 3 METOHO Y3ro)KEeHHS peuyenma
rakoHy-KpanenbHuLi y nb Xeenb Xeenb M'M6X cneumndikauii «Baptisia tinctoria MT» 3 Bumoramm
KopobLi 3 KapTOHY m6X HauioHanbHoi MoHorpadii HAB Ta EP
68. | ECNIA-TUBON® | Tabnetkn no 2,5 mr Ne 28 Ecnapma HimeuumH Jingodapm MvbX HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3miHu | 3a UA/17004/01/01
(28x1) y 6nictepax m6X a TUMNY - 3MiHN BHECEHO B TEKCT MapKyBaHHS yNakoBKX peuenmom
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH MPOTArom 6
MicsiLiB nicns 3aTBepOoXKEHHS
69. | ECNIPO TabneTkun, BKpUTI MiBKOBOKO dapmanesT Monbwa dapmaLeBTUYHUIA Monbwa BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/18267/01/01
060onoHkot, no 25 mr, no 10 | nyHMN 3aBopj, 3aeoq "MNonbgapma” TUMY - HE3HAYHI 3MiHW Yy 3aTBEPAXEHNX MeToAax peuernmom
Tabnetok y 6nictepi, no 1, "MOJIb®AP C.A. BunpobysaHHs 13 3a nokasHukom Assay test for
no 2, no 3, no 5 abo no 9 MA" C.A. eplerenone by UV spectrophotometry (BusHaueHHs

6nicTepiB B KAPTOHHIN
Kopobui; no 14 TabneTok y
6nicTepi, no 2 6nictepu B
KapTOHHIl kopoOLi

KiNTIbKICHOTO BMICTY ennepeHoHy MeToaom Y®-
cnekTpodoTomeTpii) Big M/4-0214.06 ed 01 go M/4-
0214.06 ed 02, a came BHECEHHSA HE3HAYHWX 3MiH B OMUC
KOMMOHEHTIB Y po3paxyHKOBKX hopMynax: napameTpu
«Z» Ta «S» MalTb MICTUTK iHbOpMaLlito LA
nepepaxyHky Ha 6e3BogHy pe4oBuHY. 3MiHM He
BMNMBAlOTb Ha cneundikadito Ta akicTb J13; 3MiHn | Tuny
- HEe3HaYHi 3MiHW y 3aTBEpAXEHUX MeToAax
BMnpobyBaHHs 13 3a nokasHukom Assay test for
eplerenone by UV spectrophotometry (BusHaueHHs
KiflbKiCHOTO BMICTY enrniepeHoHy 3a 4ONOMOro
BMCOKOeEKTUBHOI PiANHHOI XpomaTorpadii) Big M/4-
0214.07 ed 01 go M/4-0214.07 ed 02, a came BHECEHHS
He3HaYHUX 3MiH B OMUC KOMMOHEHTIB Y PO3paxyHKOBUX
dopmynax: napameTpu «Z» Ta «S» MaloTb MICTUTK
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

iHdbopmalito woao nepepaxyHky Ha 6e3BogHy
peyoBuHY. 3MiHN He BNNMBaOTh Ha cneumdikaiio Ta
AKicTb J13; 3MiHM | TUNY - HE3HaYHI 3MiHK Y
3aTBepAKEHUX MeToaax BunpobysaHHs 113 3a
nokasHukom Dissolution test of the drug substance from
tablets by UV spectrophotometry (TecT Ha po34nHeHHs
aKTUBHOI pe4oBUHU 3 TabneTok 3a gonomMorow Y-
cnektpodoTomeTpii) Bia M/4-0214.08 ed 01 go M/4-
0214.08 ed 02, a came BHECEHHSI HE3HAYHUX 3MiH B OMNWC
KOMMOHEHTIB y pO3paxyHKOBKX hopMyrnax: napameTpu
«Z» Ta «S» MalTb MICTUTK iHbOpMAaLLito oA
nepepaxyHky Ha 6e3BoaHy peyoBuHy. 3MiHV He
BMNMBalOTb Ha cneuudikauito Ta akicTb J13;
3MiHW | TUMY - HE3HaYHi 3MiHN Y 3aTBEPAKEHNX MeToAax
BunpobyBaHHs 13 3a nokasHukom Related substances
by High Performance Liquid Chromatography (CynyTHix
powmiwok metogom BEPX) Big M/4-0214.05 ed 01 go
M/4-0214.05 ed 02, a came BHECEHHSI HE3HAYHMX 3MiH B
OMMC KOMMOHEHTIB Y pO3paxyHKOBMX hopmynax:
napameTpu «Z» Ta «S» MatTb MICTUTU iHcbopmaLlito
o0 nepepaxyHKy Ha 6e3BofHY pevoBUHY. 3MiHU He
BMNMBAIOTb Ha cneundikauito Ta akictb J13

70.

ECNIPO

TabneTtkn, BKpUTI MMiBKOBOKO
o6onoHkoto, no 50 mr, no 10
Tabnetok y 6nictepi, no 1,
no 2, no 3, no 5 abo no 9
GnicTepiB B KAPTOHHIN
kopobui; no 14 Tabnetok y
6nicTepi, no 2 6nictepu B
KapTOHHiI kopobui

dapmaneBT

WYHUI 3aBOf,

"MONb®AP
MA" C.A.

MNonbwa

dapmMaueBTUYHUIA
3aBog "lMonbdapma"

C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
TUMY - HE3HAYHI 3MiHW Yy 3aTBEPAXXEHNX MeToAaxX
BunpobyBaHHs 13 3a nokasHmkom Assay test for

eplerenone by UV spectrophotometry (BuaHaueHHsi
KifTlbKiCHOrO BMICTY ennepeHoHy MeToaom Y®-
cnektpodgoTomeTpii) Big M/4-0214.06 ed 01 go M/4-
0214.06 ed 02, a came BHECEHHS HE3HAYHWX 3MiH B OMUC
KOMMOHEHTIB Y po3paxyHKoBMX hopMynax: napameTpu
«Z» Ta «S» MarTb MiCTUTK iHdOPMALito LLOA0
nepepaxyHky Ha 6e3BogHy pe4oBuHY. 3MiHM He
BMNMBalOTb Ha cneundikadito Ta skicTb J13; 3MiHn | Tuny
- HE3HAYHi 3MiHM y 3aTBEPAXXEHUX MeToAax
BunpobyBaHHs 13 3a nokasHukom Assay test for
eplerenone by UV spectrophotometry (BusHaueHHs
KifTbKICHOrO BMICTY €nnepeHoHy 3a LJONOMOrol
BMCOKOEEKTUBHOI PiAMHHOI XpomaTorpadii) Big M/4-
0214.07 ed 01 no M/4-0214.07 ed 02, a came BHECEHHS
HE3HaYHWUX 3MiH B OMMC KOMIMOHEHTIB Y pO3paxyHKOBUX
opmynax: napameTpu «Z» Ta «S» MarTb MiCTUTK
iHcpopMmalito LWoao nepepaxyHky Ha 6e3BoaHy
peyoBuHY. 3MiHN He BNNMBaloTh Ha cneumdikaLiio Ta
AKICTb J13; 3MiHM | TUNy - HE3HaYHI 3MiHK y
3aTBepAKEHUX MeToAax BunNpobysaHHs 13 3a
nokasHukom Dissolution test of the drug substance from
tablets by UV spectrophotometry (TecT Ha po3YMHeHHs

3a
peuernmom

UA/18267/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
aKTUBHOT pe4oBUHU 3 TabneTok 3a gonomMorotw Y-
cnektpodoTomeTpii) Big M/4-0214.08 ed 01 go M/4-
0214.08 ed 02, a came BHECEHHSI HE3HAYHUX 3MiH B OMUC
KOMMOHEHTIB y po3paxyHKOBKX hopMyrnax: napameTpu
«Z» Ta «S» MalTb MICTUTK iHbOpMAaLLito oA
nepepaxyHky Ha 6e3BoaHy peyoBuHy. 3MiHV He
BMNMBaOTb Ha cneuudikadito Ta skicTb J13;
3MiHM | TUMY - HE3HaYHI 3MiHW Y 3aTBEPAKEHNX MeToAaX
BunpobyBaHHs 113 3a nokasHukom Related substances
by High Performance Liquid Chromatography (CynyTHix
gomiwok metogom BEPX) Big M/4-0214.05 ed 01 go
M/4-0214.05 ed 02, a came BHECEHHSI HE3HAYHMX 3MiH B
OMMC KOMMOHEHTIB Yy pO3paxyHKOBMX hopmynax:
napameTpu «Z» Ta «S» MatTb MICTUTU iHbopmaLlito
o0 nepepaxyHKy Ha 6e3BofHY pevoBUHY. 3MiHN He
BMNMBAIOTb Ha cneundikauito Ta akictb J13
71. | ETAM3UNAT- PO34mnH ANS iH'ekuin, 125 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/5717/01/01
OAPHULA Mr/MA; No 2 MNn B amnyni; no "dapmaueBT "®apmaueBTUYHa TMMy - 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta peuenmom
5 amnyn y KOHTYpHin n4yHa cipma dipma "JapHunua” dapmakoHarnsgy - TeKCT MapKyBaHHSA NePBUHHOI
YapyHKOBIl ynakosLi; no 2 "NapHuug" YNaKoBKW fikapcbKoro 3acoby AOMOBHEHO iHbopmaLieto
KOHTYPHI YapyHKOBI LLIOAO HAHECEHHS NOroTUMy KoMnaHil
yMaKoOBKU B Nayi
72. | ETONO3KA KOHLIEHTPAT ANns pPO34nHy EBEBE ABCTpis MOBHUW LMKN ABCTpis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu || 3a UA/2569/01/01
"EBEBE" ans iHdysin, 20 mr/mn, no dapma BUPOGHMLTBA: TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
2,5 mn (50 wmr), abo no 5 mn lec.m.6.X. EBEBE ®apma dapmakoHarnsgy. 3miHa(1) y KOpoTKill xapakTepucTui
(100 wmr), abo no 10 mn (200 Hdpr. KI lec.m.6.X. Hor. KT, nikapcbKoro 3acoby, TEKCTi MapKyBaHHst abo iHCTPyKUil
Mr), abo no 20 mn (400 mr) y ABCTpis; Ans MEQUYHOTO 3aCTOCYBaHHS ANsi NikapCcbKoro 3acoby,
cdnakoHi, no 1 donakoHy B TecTyBaHHs: MIJ1 niueHsoBaHoro y €C 3a npoueaypor B3aEMHOro
KapTOHHIN kopobLyi Mikpobionoriwec BM3HaHHSA (Nikapcbkui 3acib He BXoauTb Ao cdepw Aji
Mptocbnabop M6X, npoueaypv B3aEMHOrO BU3HaHHS, ane 3MiHa BHOCUTbCS
ABCTpiS; SIK pesynbTat npoueaypu, i BNacHUK TOProBoi MileHsii
TeCTyBaHH4A: HaJae HOBi [OOATKOBI AaHi) - 3MiHM BHECEHO 0
3enbepcoopd IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
JNa6bop MvbX, 3acoby go posginis: "®apmakonoriyHi BnacTueocTi”,
ABCTpis "MokasaHHs", "MpoTunokasaHHs", "B3aemogis 3 iHwWnMu
nikapcbkumm 3acobamu Ta iHWi BuaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta
no3n" BiAnoBigHO A0 MaTepianiB peecTpauiiHoro fOChe.
BBeneHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS
73. | 3EPOOON TabneTkun, BKpUTI MMiBKOBOKO Inka IHAis Inka JlTabopaTtopi3 IHais BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3MiHu | 3a UA/10618/01/01
o6onoHkoto, no 100 mr; no JlabopaTopis TimiTen TURy - 4N onTuMisadii npouecy NpoBeaeHHs peuenmom
10 TabneTok y 6nictepi; no 1 Nimiteq nocnimxeHb B nabopaTtopii 6ynu BHECEHI HE3HAYHI 3MiHK

abo 3 briictepu y KapTOHHIN
navui

0o metoamkn «KinbkicHe BU3Ha4eHHs». [NpeacTtaBneHi
YTOYHEHi AaHHi LWoAo On1caHHa MeToaukx Ta
BigKopuroBaHa po3paxyHkoBa copmyna. BunpasneHo
NOMWIIKY, Y METOAMLI BU3HAYEHHS MOKAa3HMKa
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep

n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o

n 3acoby ynakoeka) noceio4yeHHs1

«laeHTndikauisi», WOA0 AOBXUHM XBWMI NPW AKiK
NpoBOANTLCS BUMIPIOBaHHS (AOBXUHA XBUMi 275 HM)

74. | 30KCI Tabnetkn, Bkputi nniskosoto | OPFAHOCU OAE EBepTomkeH Nand IHais BHECEHHS 3MiH [0 peecTpauinHmx martepianis: 3miHn | 3a UA/17229/01/02
o6onoHkoto, no 500 mr, no 3 H CaeHcus Jlimiteq TMNYy - 4oAaBaHHSA PO3Mipy Cepii roTOBOro MikapcbKoro | peyernmom
TabneTtku y 6nictepi; no 1 NAVSCAEH 3acoby anst godysaHHs 500 mr. [NponoHoBaHU po3mip
abo no 2 6nictepn y nayui 3 CN3 (ED cepii ctaHoBMTbL 150 000 TabneTok 4o BXe
KapTOHY 3ETI) 3apeecTpoBaHoro po3mipy cepii 110 000 TabneTok

75. | 30OKCOH® 2 Tabnetku no 2 mr, Ne 10: no TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS1 3MiH O peecTpauiiHuX maTepianis:3miHn | 3a UA/6300/01/02
10 TabneTok y 6nictepi; no 1 "CaHoi- Pecnybnika Tuny: 3miHuM 3 skocTi. [oToBMIA NikapcbKuii 3acio. peuenmom
Gnictepy B KapTOHHIl ABeHTiC Cunctema KoHTenHep/ 3akynoptoBanbHuii 3acib. 3miHa
kopobui; Ne 30 (15x2): no 15 YkpaiHa"

TabneTtok y 6nictepi; no 2
Gnictepn B KapTOHHIN
KopobLUi

dopmu abo po3mipy KOHTENHEPA YU 3aKyropoBanbHOro
3acoby (NepBUHHOI yNakoBKM) (HECTEPUIIbHI MikapCbki
3acobu) - BBEAEHHS HOBOIO BUAY NEPBUHHOI YMaKoBKK, a
came Gnictepa no 15 TabneTok, a came anst 30KCOH® 2
Ta 30kcoH® 4: 3amiHa Ne30 (10x3) Ha Ne30 (15x2), 3
BiANOBIgHMMY 3MiHAMK O p. «YnakoBka» (BBeaeHHs
3MiH NPOTSIroM 6-TW MicsLiB nicns 3aTBEPAXKEHHS); 3MiHN
| Tuny: 3miHm 3 sikocTi. MoTOBUMIA Nikapcbkuii 3acib.
Cuctema KoHTenHep/ 3aKkynoproBanbHui 3acid. 3MiHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MEX
NepBUHHOI YNaKoBKM rOTOBOTO NikapCbKoro 3acoby (iHLwi
3MiHN) - BHECEHHs 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoptoBanbHWi 3acib, a came OHOBIEHHSI
cneuudikauii ana NBX/NBOX cdonbru (oHoBNEHO Ha
PNO 10653/16-01); 3miHn napameTtpa cneuudikauii ans
TOBLUUHM pOMbrn y BiANOBIAHOCTI A0 BUMOT
noctayansHuka MNMBX/MBAOX donbru Klockner Pentaplast
Ta Bilcare; aminu | Tvny: 3miHn 3 sikocTi. FoToBMIN
nikapcbkuii 3aci6. Cuctema koHTenHep/
3aKynoptoBanbHui 3aci6. 3MiHa napameTpis
cneumdikauin Ta/abo JONyCTUMMUX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO NiKapCbKOro 3acoby (BUIyYeHHs
HEe3Ha4yHOro nokasHuka (Hanpuknag 3acTapinoro
NnoKasHuKa)) - - BHeceHHs aMiH Ao p. 3.2.P.7. Cuctema
KOHTerHep/ 3akyrnoptoBanbHui 3acib, a came OHOBIEHHSA
cneuudikauii ana NBX/NBOX cdonbru (oHoBNEHO Ha
PNO 10653/16-01); Buny4eHHs i3 cneundikauii
napameTpa wupunu NBX/TBAX donbru (Foil width);
3MiHu | Tuny: 3MiHKM 3 sikocTi. FoTOoBMIA NikapcbkuMin 3acib.
Cucrtema KoHTenHep/3akynoptoBarnbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMNX MeX
NepBUHHOI YNaKOBKM FOTOBOrO NiKapCbKoro 3acoby
(BMNYYEHHS1 HE3HAYHOTrO NOoKa3HMKa (Hanpuknag
3acTapinoro nokasHuka)) - BHeCeHHs 3miH o p. 3.2.P.7.
CucTemMa koHTelHep/ 3aKkynoptoBanbHUiA 3acib, a came
OHOBJIEHHS cneundikauii Ans anoMiHieBoi donbru
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

(oHoBneHo Ha PNO 10620/10-02); Buny4eHHs i3
cneuudikauii napameTpa LWMPWHW antoMiHieBOT onbrn
(Foil width)

76.

30KCOH® 4

Tabnetku no 4 mr Ne 30
(15x2): no 15 TabneTok y
Gnictepi; no 2 6nictepn B
KapTOHHi kopobui

TOB
"CaHoi-
ABeHTIC
YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:3miHu |
Tuny: 3miHuM 3 skocTi. [oToBMIA NikapcbKuii 3acib.
Cunctema KoHTenHep/ 3akynoptoBanbHuUiA 3aci6. 3miHa
dopmu abo po3mipy KOHTEMHEPA YU 3aKyrNOpPOBarbHOIo
3acoby (NepBUHHOI yNakoBKM) (HECTEPUIbHI MikapChbki
3acobu) - BBe4EHHS HOBOro BUAY NEePBUHHOI YMakoBKK, a
came Gnictepa no 15 Tabnetok, a came gnst 3okCcoH® 2
Ta 30KCOH® 4: 3amiHa Ne30 (10x3) Ha Ne30 (15x2), 3
BiQMOBIAHMMU 3MiHaMU [0 p. «YnakoBka» (BBegeHHs
3MiH MPOTAroM 6-TW MicALiB NiCNSA 3aTBEPAXKEHHS); 3MiHN
| Tuny: 3miHm 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.
CuncTtema KoHTenHep/ 3akynoptoBanbHuUiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
NepBUHHOI YNaKOBKM rOTOBOrO NiKapCbKoro 3acoby (iHLui
3MiHN) - BHECEHHSI 3MiH Ao p. 3.2.P.7. Cuctema
KOHTerHep/ 3akyrnoptoBanbHui 3acib, a came OHOBMNEHHS
cneuudikauii ana NBX/MNBOX donbrn (oHoBneHo Ha
PNO 10653/16-01); 3miHu napameTpa cneuudikauii ans
TOBLUMHM pOMbI y BiANOBIAHOCTI 4O BUMOT
noctavansHuka MNBX/MNBOX donbru Klockner Pentaplast
Ta Bilcare; aminu | Tvny: 3MiHn 3 sikocTi. FoTOBUI
nikapcbkui 3aci6. Cuctema koHTenHep/
3aKyrnoptoBanbHui 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo oNycTUMUX MEX NEPBUHHOT
YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (BUIyYeHHs
He3HaYyHOro MNokasHuka (Hanpuknag 3actapinoro
NnoKasHuWKa)) - - BHeCEHHs1 3aMiH Ao p. 3.2.P.7. Cuctema
KOHTerHep/ 3akyrnoptoBanbHuii 3acib, a came OHOBMNEHHSA
cneuudikauii ana NBX/MNBOX donbrn (oHoBneHo Ha
PNO 10653/16-01); Buny4eHHs i3 cneundikauii
napameTpa wupunHu NBX/MBAX donbru (Foil width);
3MiHM | Tuny: 3MmiHK 3 skocTi. FoToBMIA Nikapcbkuin 3acib.
Cunctema KoHTelHep/3akynoptoBarbHuii 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnX Mex
NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKoro 3acoby
(BMNYYeHHs1 He3HAYHOro NoKasHKKa (Hanpuknag
3acTapinoro nokasHuka)) - BHeCeHHs 3miH fo p. 3.2.P.7.
Cuctema koHTelnHep/ 3aKynoptoBarnbHui 3acib, a came
OHOBJeHHS cneundikauii Ana anoMiHieBoi onbrn
(oHoBneHo Ha PNO 10620/10-02); Buny4eHHs i3
cneuudikauii napameTpa LUMPWHW antoMiHieBOT hornbru
(Foil width)

3a
peuernmom

UA/6300/01/03

77.

IEAHOPOHOB
A KUCTNOTA
AKKOPQ

KOHLIEHTPAT Ans po3ynHy
ans iHdysin, TMr/mn no 2 mn
Ta no 6 mn y donakoHax, no

1 prakoHy y KapTOHHIV

Akkopg
Xenckea
Nimiten

Benuka
Bputanis

Akkopp Xernckea
JliviTen , Benvka
BpuTaHis
(BignoBiganbHWn 3a

Benvka
Bpuranis/
YropuuHa/
IHaisa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3MiHu |
TUMY - BHECEHHS HE3HAYHMX 3MiH 4O npoLiecy
BMpoGHMUTBa 13 Anst 3aTBEpaXEHOi Ta
3aMpornoHoBaHOi BUPOBHNYKX NiHiK, a came

3a
peuernmom

UA/16515/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KopobuLi BUMYCK cepili); 3anponoHOBaHO BMKOPUCTOBYBATU NPOMMUTI ryMOBI
Akkopp Xernckea npo6ku roToBi Ao cTepumnisauii 3amMiCTb NPOMUTHX
IlimiTen, Benwuka rymMoBux NpoOokK, ki 3aKyrnoByBanu Ta nicns Lboro
BpuTaHis (BTopuHHe cTepunidyBanu. 3aTBepaXeHui BUpobHUYMIA npouec
nakyBaHHs); 3anuLIaeTbCs HE3MIHHUM
BeccniHr XaHrepi
Kdpt., YropwuHa
(kOoHTpOnb sKOCTi);
IHTac
dapmacbloTUkenc
Nimitea, IHgisa
(BUpOBHMLTBO
rotosoro J13,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTi)
78. | IMMYHAN® Tabnetkn no 80 mr no 10 CaHpos CnoBeHisi Jlek CnoBeHisi BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | be3 UA/2837/02/01
Tabnetok y 6nictepi; no 2 dapmachHoTi dapmaueBTMyHa TMNY - 3MiHU METOAMKN 3a MOKa3HMKOM «laeHTudikauis. peuenma
Gnictepn y KapTOHHIN Kans a.4. KOMMaHis 4.4. JTlinodinbHi pevosuHn» metoa TLUX (npobonigrotoska
KopobLi EeKCTpaKTy AerigpaToBaHOro Big)KaToro CoKy exiHauii
nypnypHoi, 6e3 3MiHW KOHLEHTpalLlii, 3acToCyBaHHsI
cepTudIKOBaHVX peareHTiB Pe30pLMHY | MEHTONy
3amicTb pobo4mnx CTaHAAPTIB Ta BUMPaBMNeHHS
peAakuifHOi NOMUMKK); 3MiHW | TUNy - 3MiHM MeToauKN 3a
nokasHukom «laeHtudikauis. igpodinbHi pe4oBUHN»
metoga TLUX (3acTocyBaHHs cepTudikoBaHNX peareHTiB
KaBOBOI KMCMNOTK i XJIOPOreHOBOI KUCNOTK 3aMiCTb
pobounx cTaHAApTIB Ta BUNPaBNeHHSA peAaKuinHux
NOMMITOK); 3MiHM | TNy - 3MiHM METOAMKM 3@ NOKA3HUKOM
«KinbkicHe Bu3HaveHHsi» meTog BEPX (3acTocyBaHHsi
cepTudikoBaHOro peareHTy 6etaiHy MoHorigpaTy
3aMicTb poboyoro craHgapTy Ta OHOBMEHO TUMOBI
XpomaTopramu); 3miHu | Tuny - 3 nokasHuka «Onuc»
cneundikauii 13 BuaaneHo Tect Ha 3anax. 3MiHu
BHECEHO B iHCTPYKLiIO ANS MeANYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby y p. "OCHOBHI ¢i3uKo-XiMiYHi
BnacTMBOCTI". BBeAEeHHs 3MiH NpoTaroM 6-Tu micsauis
nicns 3aTBepaKEHHs
79. | IHOAN® Tabnetkun no 1,25 mr no 10 MPO.MEQO.L Yecbka MPO.MEL.LIC Yecbka BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | 3a UA/4237/02/02
Tabnetok y 6nictepi; no 3 C MNpara a.c. | Pecnybnik Mpara a.c. Pecnybnika TUMY - OHOBIIEHU cepTudiKaT Bifl y>Ke 3aTBEPIPKEHOro | peyernmom
abo 6 GricTepiB y KAPTOHHIN a BUPOOHMKA, NOAAHHA OHOBMEHOro cepTudikara

KopoOGLi

BignoBigHocTi €Bponeicbkit papmakonei Ne R1-CEP
2007-138-Rev 01 gna A®I inganamigy Big Bxe
3aTBepakeHoro BupobHuka PHARMAZELL GMBH,
Germany. Sk Hacnigok 3aMiHW y Ha3Bi Ta agpeci
BUPOBHMYOT OinbHUL
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
80. | IHOAN® Tabnetku no 2,5 mr no 10 MPO.MEQO.LL Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | 3a UA/4237/02/03
TabneTok y bnictepi; no 3 C lMNpara a.c. | Pecny6nik Mpara a.c. Pecny6nika TUMY - OHOBIEHU cepTUdIKaT Bif Y>Ke 3aTBEPAKEHOIrO | peuernmom
abo 6 briicTepiB y KapTOHHIN a BUPOGHMKA, NOAaHHA OHOBMEHOro cepTudikara
KopobuLi BignosigHocTi €Bponencekin papmakonei Ne R1-CEP
2007-138-Rev 01 ans A®l iHganamiay Big Bxe
3aTBepakeHoro BupobHuka PHARMAZELL GMBH,
Germany. Ak HacnigoK 3aMiHW y Ha3Bi Ta agpeci
BUPOGHMYOT AinbHULI
81. | IHGAHPUKC™ cycnensia (DTPa-IPV) ans "makcoCwmit Benuka makcoCmiTKnsanH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu || 3a UA/15832/01/01
INB XIB6 / iH’ekuivi no 0,5 mn (1 go3a) KnsnH Bputanis Bionogxikans C.A. TVNy - BBEAEHHSA AodaTkoBoi AinbHuui WN48 peuernmom
INFANRIX™ Ta niogpinizat (Hib); Ekcnopt (GlaxoSmithKline S.A., Parc de la Noire Epine, Rue
IPV HIB cycnensia (DTPa-IPV) gns TimiTeq Fleming 20, 1300 Wavre, Belgium) 3 dyHkuUi€t0
KOMBIHOBAH iH'exuin no 0,5 mn (1 gosa) y BMPOGHMLTBA OQHOBANEHTHNX aHTUIEeHIB
A BAKLUUHA nonepeaHb0 HanoBHEHOMY iHakTnBOBaHoro noniosipycy (monovalent bulk antigens
anAa opHopasosomy wnpuui Ne1 (serotypes 1,2 and 3)). PegakuiiiHi 3miHn fo po3ginis
MPODINAKTUK | y komnnekTi 3 ABOMa S.2.2 Manufacturing Process and Controls, S.2.3 Control
1 OUOTEPII, ronkamu Ta niodinisat (Hib) of Materials Ta S.2.6 Manufacturing Process
NMPABLA, y donakoHi Ne1, Lo Development
KALLJTIOKY 3MilyOTbCS nepesq,
(AUENONAPH BUKOPUCTAHHAM: no 1
nn nonepeaHL0 HanoBHEHOMY
KOMMNOHEHT), | ogHopasoBomy LuMnpuLy Yy
NONIOMIENITY | komnnekTi 3 ABOMa rofikamu
TA Ta 1 donakoHoM 3
3AXBOPIOBAH | niodginizatom (Hib) y
b, BaKyYMHIl CTEpUnbHin
36YAHMKOM ynakoBLi; No 1 BaKyyMHin
AKX € CTepUIbHI ynakoBL, Y
HAEMOPHILUS | kapToHHili kopobui
INFLUENZAE
Tuny B
82. | IHOPINTYBAK® cycneHsis Ans iH'ekuin no AGGOTT HinepnaH ABGOTT Hinepnangu BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3miHu | 3a UA/18498/01/01
TETPA 0,5 mn cycneHsii ans Bionomxikan on Bionoaxikans b.B., TUNY - BUNYYEHHS 3 MPOrpamm BUBYEHHS CTabiNbHOCTI peuenmom
BAKUMUHA ONA | iH'ekuin y nonepeaHso 3 b.B. Hinepnangn N3 HeoboB’si3koBOrO AocniaxeHHs «time out of
NMPO®INAKTUK | HanoBHeHOMY (BpoBHMUTBO "final refrigerator»: ctabineHicTb 13 nicns nonepeaHLOro
nreuny 0HOPa30BOMY LUMPULL 3 bulk"; koHTponb 36epiraHHa NPOTAroM 3 TWXHIB Npy Temneparypi
YOTUPBLOXBA | ronkoto abo 6e3 ronku; no 1 "final bulk" (kpim 21+2°C/AH (absolute humidity); 3amiHu | Tuny - 3miHn go
NEHTHA, ab6o 10 WwnpuuiB B KAPTOHHIl TECTy Ha 3aTBEpPAKEHOro NPOTOKONY CTabiNbHOCTI WOAo
NMOBEPXHEBMU KopobLi CTepUIbHICTb); 3a3HayveHHst iHpopmauii Npo TepMiH NpuaaTHOCTI
A AHTUTEH, KOHTponb cepii M3 rOTOBOrO flikapcbKoro 3acoby
IHAKTUBOBAH (ineHTudikauio Ta

A/INFLUVAC®
TETRA
INFLUENZA
VACCINE
QUADRIVALEN

KinbKicHe
BM3HAYEHHS
remarntoTuHiHy (FA),
HakTepianbHi
E€HOOTOKCUHN));
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T, SURFACE ABGOTT
ANTIGEN, Bionoaxikans b.B.,
INACTIVATED Higepnangu
(koHTponb "final
bulk" (cTepunbHicTb
Ta GakTepianbHi
€HOO0TOKCUHM);
nepBuHHe Ta
BTOPVHHE
nakyBaHHs 13;
KOHTponb cepii 113
(kpim ineHTUdikauii
Ta KinbKicHOro
BM3HAYEHHS
remarntoTuHiHy (FA);
TecT cTabinbHiCTb);
Bunyck cepii [113)
83. | IPUHOTEKAHY | koHueHTpaT Ans pO34uHy MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMx maTepianis: 3MiHu | 3a UA/15576/01/01
rIAPOXNOPUA | ans iHdysin, 20 mr/mn no 2 aKuioHepHe akKuioHepHe Tvny - AgmiHictpaTtueHi 3miHu. 3miHa kogy ATX (A.6. 1A) | peuenmom
M abono 5mny TOBapuCTBo TOBapuCTBO 3MiHN BHECEeHI A0 iHCTPYKLiT Ans MeanyHoro
dnakoHax; no 1 nakoHy y "Nekxim- "INekxim-Xapkis", 3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
3anobiXkHin NNacTUKoBIn Xapkis" YkpaiHa "®apmakoTepanesTuyHa rpyna. Kog ATX" (3aTBepaxeHo
Kopobui Ta y nauui 3 (BMpOBHMLTBO 3 - AHTVHeonnacTuyHi 3acobn. Kog ATX LO1X X19;
KapTOHY npoaykuii in bulk 3anponoHOBaHO - AHTMHeoNNacTMYHiI 3acobu. Kog ATX
dipMun-BnpobHMKa LO1C EO02) BignosigHo fo knacudikatopa
Ksiny dapmaueBTu4HNX rpyn Ta kodis ATX BOO3. BeeaeHHs
dapmaveyTikan 3MiH NpOTSArom 3-X MicsAUiB Nicns 3aTBepAXeHHS
(XamnHaHb) Ko., IlTa.,
Kuran)
84. | IPIHO CNAn KOHLEHTPAT Ans PO34MHY PP IHAgis CI Akyp Na6e MNerT. IHAis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/18150/01/02
100 ans iHdysin, 20 mr/mn; no 5 dapmacbioTi Iita TUMY - 3MiHW BHECEHi A0 IHCTPYKUii ANS Mean4Horo peuenmom
Mn (100 mr) y cpnakoHi; no 1 Kan3 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
rakoHy y KapTOHHI MpanseTt "B3aemogis 3 iHWKMU nikapcbkuMn 3acobamu Ta iHLwi
KopobLi NimiTen Buam B3aemogin”, "OcobnmBocTi 3acTocyBaHHA" (Y T. u.
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaat”), "Cnocib 3actocyBaHHsi Ta 403W" BiANoBiAHO
[0 OHOBIEHOT iHbopMaLii oo 6esneku aitoyoi
PEYOBUHW.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpAKEHHS
85. | IPIHO CMAJ1 40 | koHUEHTpaT Ans PO34UHY PP IHAgin CI Akyp Na6e MNerT. IHAis BHECEHHS 3MiH 10 peecTpauiiH1x maTtepianis: 3miHu | 3a UA/18150/01/01
ans iHdysin, 20 mr/mn; no 2 dapmacbioTi nTo. TUMY - 3MiHW BHECEeHi A0 iHCTPYKLii 4N Meau4Horo peuenmom
M1 (40 mr) y donakoni; no 1 Kana 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
rakoHy y KapTOHHI MpanseTt "B3aemogis 3 iHWKMU nikapcbkuMm 3acobamu Ta iHLwi
KopooLi NimiTen BuAau B3aemogin", "OcobnueocTi 3actocyBaHHS" (y T. Y.

"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHSA
rpyaar”), "Cnocib 3actocyBaHHsi Ta 4o3W" BigNoBigHO
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[0 OHOBIEHOI iHbopMaLii Lwoao 6e3neku aioyoi
PEYOBUHW.
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBEPOKEHHS
86. | KANnbUIO Tabnetkmno 0,5, no 10 MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | bes UA/1933/01/01
FMIOKOHAT Tabnetok y ctpunax; no 10 "MoHdpapm" TMny - 3MiHM Wwopao 6e3nekun/edpekTMBHOCTI Ta peuenma
TabneTok y 6nictepax; no 10 apmakoHarnsay - 3aTBEpAKEHHS anbTepHaTUBHOMO
Tabnetok y 6nictepi, no 10 TEKCTY MapKyBaHHS YNaKkoBKM FlikapCbKoro 3acoby
BnicTepiB y nayui 3 KapToHY
87. | KAPBOMIIATU KOHLIEHTPAT Ans PO34MHY EBEBE ABcTpis EBEBE ®apma AscTpis/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/4960/01/01
H "EBEBE" ans iHdysin, 10 mr/mn no 5 Papma lec.m.6.X. Hoor. KT, HimeyunHa TUMy - NOAAHHS OHOBIEHOro cepTudikaTta BiANOBIAHOCTI | peyenmom
mn (50 mr), a6o no 15 mn [ec.m.6.X. AscTpist; NNabop JIC €Bponeicbkin dapmakonei Ne R1-CEP 2000-375-Rev
(150 wmr), abo no 45 mn (450 Hdor.KI CE & Ko. KT, 03 ans gitodoi peyosuHu Carboplatin Big Bxe
mr), abo no 60 mn (600 mr) y Himeuunna 3aTBepmkeHoro BupobHuka Sicor de Mexico, SA DE CV,
dnakoHi (koHTpoOnb cepii Mexico
(nopatkosi
AinbHUui); MM
Mikpo6ionoriwec
Mptochpnabop MGX,
ABCTpis (KOHTPOnb
cepii (oopaTKoBi
AinbHWLI)
88. | KAPBOMNATHU KOHLIEHTPAT ANns pPO34nHy EBEBE ABCTpis EBEBE ®apma AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | 3a UA/4960/01/01
H "EBEBE" ans iHdysin, 10 mr/mn no 5 dapma lec.m.6.X. Hoor. KT, HimeuumHa TUNYy - BHECEHHS 3MiH Ao MeTopis koHTponto sikocTi 113, | peyenmom
mn (50 mr), abo no 15 mn lec.m.6.X. AscTpis; Nabop JIC a came: BHECEHHS1 He3HaYHUX 3MiH B METOAUKY
(150 wmr), abo no 45 mn (450 Hdpr.KI CE & Ko. KT, BM3HAYEHHS BMICTy kapbonnaTuHy Ta BU3Ha4YeHHS
Mr), abo no 60 mn (600 mr) y HimeuunHa xpomaTorpadiyHoi unctotu [T13. B oHoBReHi meToauui
rakoHi (koHTponb cepii NPOMOHYETLCH A0OATKOBE BUKOPUCTAHHS MOPIBHAMNBHOIO
(oopaTkosi CTaHOapTHOro po34uHy LMKknobyTaH-1,1-aukapboHoBoT
AinbHuui); MMN KMCnoTu Ans GinbL TOYHOI igeHTUdiIKauii Liel JoMikn y
Mikpobionoriwec N3, HaBiTb y BUNagkax NOTEHUIAHNX 3MilLEeHb Yacy
Mptocdbnabop Mm6X, YTPUMaHHS, AKi MOXYTb BUHUKHYTU NMPU BUKOPUCTaHHI
ABCTpis (KOHTpOnb HOBOI KOMNOHKW. B onnc meToay BkntoveHa Takox GinbLu
cepii (oopaTKoBi peTanbHa oujiHka ynctotu N3
AinbHUL)
89. | KAPOIMYHH rpaHynm abo nopoLLoK YxaHb Kurtan YxaHb Npang Xovio Kutan BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | - UA/15472/01/01
(cybcTaHuis) y noagiHMx "paHg Xowo Ko., NTa. TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
nonieTUNeHoBuxX Milukax ans Ko., ItAa. Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
dapmaLeBTU4HOro NOCBiAYEHHS) - 3MiHa agpecy 3asiBHUKA
3aCTOCyBaHHS
90. | KNIMOHOPM TabneTtku, BKpUTi NniBkoBol0 | 3eHTiBa, K.C. Yecbka Oenbdapm Jlinnb ®paHuis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHa 3a UA/3008/01/01
060ornoHKoto, no 2 Mr + Pecny6bnik CAC 3asBHUKa (BNnacHUKa peecTpaLiniHoro NocBig4YeHHS): peuernmom
TabneTku, BKpUTI NNiBKOBOO a BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns

obonoHkoto, no 2 mr/0,15 wmr;
Ne 21: 9 TabneTok XX0BTOro
Konbopy (ecTpagiony
Baneparty 2 mr) Ta 12

3aTBepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay. BeeaeHHs
abo 3MiHM [0 y3aranbHeHUX AaHKX NPO CUCTEMY
hapmMakoHarnaay (BBeAeHHs y3aranbHeHWX f4aHUX Npo
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TabneTok KOPUYHEBOTO cuctemy cpapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOI
Konbopy (ectpagiony ocobw, BianoBiganbHOI 3a 3AiNCHeHHs1 hapmakoHarnaay;
Banepary 2 mr, KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa ons
nesoHoprectpeny 0,15 mr) y 34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKLLO BOHA
6nicTepi; no 1 6nictepy B BiAMiHHa BiA ynoBHOBaxeHOi 0cobu, BianosiganbHoi 3a
KapTOHHIN nayui 3[iNCHeHHs hapmakoHarnagy (BKIHYayn KOHTaKTHI
AaHi) Ta/abo 3mMiHM y po3milleHHi macTep-danna
cuctemun dhapmakoHarnsay) 3MiHa yroBHOBaXXEHOT
ocobu 3asBHWKa, BiANOBIfanbHOI 3a hapMakoHarnsg,.
Litoua pepakuisi: Copina JliaHa lMato / Sorina Liana Paiu,
MD. NMponoHoBaHa pepakuis: Jiiogmuna dininosa, MD /
Ludmila Filipova, MD. 3MiHa KOHTaKTHUX gaHUX
yNOBHOBaXeHOoI ocobw, BiANOBiAanbHOI 3a
dapmakoHarnag. 3miHa KOHTAKTHUX OAHUX KOHTaKTHOI
0ocobu ynoBHOBaXeHOi 0cobu 3asiBHVKA, BignosigansHol
3a chapmakoHarnsg B YkpaiHi. 3miHa MicLle3Haxo4KeHHsI
MacTep-cainna Ta horo Homepa. 3MiHa micus
3AINCHEHHA OCHOBHOI AifiNbHOCTI 3 papMakoHarnagy
91. | KOOEIHY NopoLLOK (cybcTaHuis) y TOB Ykpaina MakdapnaH Cmit Cnony4yeHe BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | - UA/18383/01/01
DPOCDAT nonieTUneHoBnx nakeTax "®apma Nimiten KoponiBcTBo | TuMy - nogaHHsA oHOBRNEHOro ceptudikaTy BiANOBIAHOCTI
FEMIMOPAT ans hapMaueBTUYHOTO Crapt" €sponevicbkoi hapmakonei ana APl Kogeiny docdary
3acToCyBaHHsA remirigpaty CEP RO-CEP 2016-295-Rev 03(nonepenHs
Bepcisa CEP Ne RO-CEP 2016-295-Rev 02). 3miHn
noB'si3aHi 3i 36inbLIEHHs TEPMiHY NEPEKOHTPOO
cybcTaHuii 3 (2x pokiB Ha 3 poku). [logaTkoBo 6ynu
BHECEHi 3MiHN Yy po3paxyHKOBY (hOopMyny Y MeTogi
KOHTpOMto «3anuLuUKoBi KiNbKOCTi opraHiqyHmx
PO3YMHHUKIB» Y 3B’A3KY 3 NPUBEAEHHSA [0 OPUriHANbHNX
matepianis BUpOGHWKa
92. | KOMIPHATI/ KOHLEeHTpaT Ans aucnepcii Mdpanzep CLA Mdpanzep Benebrisi/ BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/18592/01/01
COMIRNATY™ Ans iH'ekuii, 1 donakoH (0,45 Eny.Ci.Mi. MeHtocek4ypuHr HimeyunHa TMny - 3MiHK 3 gKoCTi. [0TOBMI NiKapcbkui 3acib. peuenmom
M) MicTuTb 6 o3 no 30 mkr; | KopnopeniuH Benbria HB, CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
195 cbnakoHiB y KapTOHHIN Benbris; banoHTek yMoBax 36epiraHHsi FOTOBOro Nikapcbkoro 3acoby
Kopoo6ui MeHtodekvypuHr (36inbLUeHHSA TepMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOro

'M6X, HimeyunHa

3aco0y) - 36inbLUeHHSA TepMiHy NpUAATHOCTI NiKapCbKOro
3acoby 6ionoriyHOro/iMyHoONoriYHOro NOXOA4XKEHHS Ha
OCHOBI pe3ynbTaTiB AoCnigXeHb cTabinbHOCTI,
npoBeaeHVX BiANOBIAHO A0 3aTBEPAXKEHOro NPOTOKOMY -
MopoBxeHHs1 TepMiHY NpuaaTHOCTI Mikapcbkoro 3acoby 3
6 micsAuiB o 9 micAuiB npw 36epiraHHi npu
nepeanbadyBaHnx ymosax 36epiranHHs Big -90 °C po -60
°C. Kopobku nikapcbkoro 3acoby 3 TepMiHOM
npuaaTHocTi Big cepnHs 2021 p. oo ciyHa 2022 p., wo
HaApyKOBaHWUI Ha €TUKETL, MOXYTb 3anuwaTucs y
BUKOPUCTaHHI NPOTAroM TPbOX MiCALIB MiCns PyKOBaHOI
[atn, SKLWO BOHM 36epiraloTbCs Npu 3aTBEpPOKEHNX
ymoBax 36epiraHns Big -90 °C go -60 °C. NogoBXeHHs
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

TepMiHy NpuaaTHOCTI Nikapcbkoro 3acoby Ansi
posnogineHux cepivi: HagpykoBaHuii TEpMiH
npuaaTtHocTi/OHoBNEeHU TepMiH npuaaTHocTi: CepneHb
2021/Nuctonag 2021; BepeceHb 2021/TpyaeHb 2021;
YKoBTeHb 2021/CiveHb 2022; Nluctonag 2021/MMotnin
2022; I'pyaeHb 2021/bepeseHb 2022; CiveHb
2022/KBiTeHb 2022. BHeceHO OHOBMEHY iHopMaLiiio B
KOPOTKY XapakTepucTuKy Nikapcbkoro 3acoby Ao po3ainy
"6.3 TepMiH npugatHocTi", a came 36inbLeHo TepMiH
npuaaTHOCTI HEBIQKPUTOrO 3aMOPOXEHOro nakoHy - "9
Mmicauis 3a TemnepaTtypu Big -90 go -60 °C. Bnpogosx 9-
MiCSAMHOrO TEPMiHY NPUAATHOCTI HEBIAKPUTI briakoHn
MOXHa 30epiratv Ta TpaHCnopTyBaTu 3a Temnepatypu
Bif -25 °C o -15 °C npoTarom eavHoro nepiogy
TPMBAnNICTIO 4O 2 TWXKHIB, NICMsi YOro iX MOXHa
noBepHyT Ao ymoB 36epiraHHs Big -90 °C go -60 °C".
BignoBigHi oHoBNeHHSs iHdopmaLlii BHECEHO [0 TEKCTY
nucTKa-Bknagku: iHopmalii 4nsa kopuctysada oo
posginy "5. Ak 36epiratn npenapat KomipHarti".
3a3HauyeHi 3MiHK BignoBigalTb 3MiHaM, 3aTBEPAXEHNM
piweHHsaM EMA. TepMiH BBEAEHHS 3MiH - NPOTSArom 6
MiCSILiB Micnsi 3aTBEPAXKEHHS.

93.

KOMIPHATI /
COMIRNATY™

KOHLeHTpaT Ansa avcnepcii
ans in'ekuii, 1 donakoH (0,45
Mn) mMicTuTb 6 003 no 30 Mkr;
195 dpnakoHiB y KapTOHHIN
KopoobLi

Mdpansep
Eny.Ci.Ni.
KopnopenwH

CLA

Mdpansep
MeHtodekyypuHr
Benbria HB,

Benbris; bannoHTek

MeHtodek4ypuHr

'M6X, HimeyunHa

Benebrisi/
Himeyunna

3Minn | TUny - 3miHn Wwopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu) - BHeceHo OHOBREHY
indpopmauito go posginy 4.8 "MobiyHi peakuii” kopoTkoi
XapaKTepUCTMKM Mnikapcbkoro 3acoby BianoBiAHO A0
pekomeHaauiin PRAC EMA (mogaHo HoBi NoGiyHi peakuii
"0BLUMPHUI HABPSK KiHLIBKW, B SIKy BBOAUNY BaKUuHY" i3
3a3HaYeHHAM YacTOTV BUHWKHEHHS "HeBigomo").
BignosigHi oHOBNEHHs iHpopmaLii BHECEHO [0 TEeKCTY
nucTka-Bknagkn "4. Moxnuei nobiyHi peakuii”. 3azHayeHi
3MiHW BiAMOBIAATE 3MiHAM, 3aTBEPAXEHVM PilLEHHAM
EMA. 3minu | Tuny - 3miHun woao 6e3nekm/edekTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHW) - BHeceHO OHOBMEHyY
iHdpopmaito go posginy 4.8 "MobiyHi peakuii” kopoTkoi
XapaKTepuCTUKK Nikapcbkoro 3acoby BiAMoBIAHO A0
pekomeHaauii PRAC EMA (goaaHo HoBi no6GiyHi peakuii
"Habpsk 0bnnyysa" i3 3a3HaYEHHAM YacTOTV BUHUKHEHHSI
"HeBigomMo"). BignosigHi oHoBNeHHs iHpopMalLii BHeceHo
[0 TEeKCTY NUCTKa-Bknaaku 4. Moxnumei nobivHi peakuii.
3a3HauyeHi 3MiHK BignoBigalTb 3MiHaM, 3aTBEPAKEHUM
pilweHHsiM EMA. 3minHu |1 Tuny - 3miHun wopno
6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHu y
KOPOTKil XapaKTepuCTULLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEeAWYHOro 3aCTOCYBaHHS
y 3B’AI3KY i3 HOBUMUW JAHVUMU 3 SIKOCTi, JOKMiHIYHMMM,
KNiHIYHUMW AaHUMK Ta AaHnMK 3 dbapMakoHarnsagy -
BHeceHo oHoBrReHy iHdopMauio 4o po3ainis 4.4.
"OcobnmnBOCTI 3aCTOCYBaHHA" KOPOTKOI XapaKTepUCTUKK

3a
peuernmom

UA/18592/01/01
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nikapcbkoro 3acoby BianoBiaHo Ao pekoMeHaauin PRAC
EMA (wono npu 3actocyBaHHi BakUMHM "peakuii
noB'si3aHi 3 TPUBOroK"MpK 3aCTOCYBaHHI BaKLUMHW).
BignosigHi oHOBNEHHs1 iHbopmaLlii BHECEHO 0 TeKCTy
nuctka-Bknagky "2. Lo notpibHo 3HaTw, nepLu Hix Bu
noyHeTe oTpumyBaTu npenapaT KomipHaTi". 3a3HaueHi
3MiHW BiAMNOBIAATE 3MiHAM, 3aTBEPAXEHVM PilLEHHAM
EMA.
94. | KOP CYIC PO34MH AN iH'ekuin, no 2,2 Bionoriwe HimeyuuH Bionoriwe Himeyunna BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu | 3a UA/4277/01/01
KOMNO3UTYM | mn B amnyni; no 5 amnyn y Xannbmitte a Xannbmittenb TMny - 3MiHu Wwopao 6esneku/edekTMBHOCTI Ta peuenmom
H KOHTYPHIi YapyHKOBIW nb Xeenb Xeenb 'M6X dapmakoHarnsagy - BHeCeHHs iHgopmadii npo
ynakosui; no 1 abo no 2, abo m6X dnyopecueHuito eTukeTkn y n. 6 IHLWE Tekcty
no 20 KOHTYPHUX MapKyBaHHs1 NEPBMHHOI YNaKOBKM NikapCbKOro 3acoby
YapyHKOBWX YNaKOBOK Y
KopoOUi 3 KapTOHY
95. | KCE®OKAM® TabneTkun, BKpUTI MMiBKOBOKO AciHo Lsevuapi | Takega M'M6X, micue HimeuunHa BHECEHHS 3MiH O peecTpaLinHMX maTepianis: 3miHu | 3a UA/2593/03/01
PANIA o6onoHkKoto, no 8 mr; no 6 dapma Al ] BUpOBHMUTBA TUNY - OHOBMNEHHS BXE 3aTBEPOKEHUX MeToAiB peuenmom
Tabnetok y 6nictepi; no 1 OpaHieHbypr KOHTPOIMIO SIKOCTi NMikapcbkoro 3acoby, a came
GnicTepy B KapTOHHIl BVKNaAEHHS TEKCTY AepXXaBHOK MOBO 3riAHO Cy4acHMX
KopobLUi BUMOT
96. | KCUBYNAH NOPOLLIOK ANS PO34YNHY Anst AHTUBIOT PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | 3a UA/18686/01/01
iH'ekuin abo iHdysin no 1,2 r VKN CA TUMNY - NOAAHHS OHOBIIEHOro cepTudikaTy BiAMOBIZHOCTI | peuenmom
(1000 mr/200 wmr), no 1 abo €® R1-CEP 2013-125-Rev 01 Ha A®| AmokcnuumniHy
no 10 cprakoHiB y KapTOHHIN HaTpito
nayui
97. | NEBOMILETUH | nopoLuok Ansi po34uHy Ans MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu || 3a UA/2952/02/01
iH'ekuin no 0,5 r, dnakoHu 3 "Kuismegnp "Kuismegnpenapat" TWNY - BHECEHHS 3MiH Y 3B’513Ky 3 OHOBMeHHsaM M® peuenmom
NMOPOLLIKOM enapart” (Version UAO3 June 2021) BupobHukom AdI
XropamdeHikon HaTpilo CyKUMHAT cTepunbHui, Bioquim
S.A., IcnaHis. BBegeHHs 3MiH npoTarom 6-Tu micsiuis
nicns 3aTBepaKEHHs!
98. | NEBOMILIETUH | nopoluok Ansi po3yuHy Ans MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu || 3a UA/2952/02/02
iH'ekuin no 1,0 r, donakoHu 3 "Kuismegnp "Kuismegnpenapat" TWNY - BHECEHHS 3MiH Y 3B’513Ky 3 OHOBMeHHaM M peuenmom
NMOPOLLIKOM enapart” (Version UAO3 June 2021) BupobHukom AdI
XropamdeHikon HaTpilo CyKUMHaT cTepunbHui, Bioquim
S.A., IcnaHis. BBegeHHs 3MiH npoTarom 6-Tu micsiuis
nicns 3aTBepAKEHHs
99. | NEKAQON TabneTkn, BKpUTI MMiBKOBOKO CaHpos CnoBeHisi Jlek CnosBeHisi/ BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3miHu | bes UA/18643/01/01
JIOHI o6onoHkoto, 200 mr/500 mr dapmacbHoTi dapmaueBTMyHa peuis TUMY - 3MiHU BHECEHO A0 IHCTPYKLIT ANs MeanyHoro peuenma
no 8 Tabnetok y 6nictepi, no Kans g.n. KoMnaHiq g. Aa., 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "lMNobiyHi

2 6nictepu y KapTOHHIN
kopobui; no 10 TabneTtok y
6nictepi, no 1 abo 2
Gnictepu y KapTOHHIN

CrnoBeHis (003Bin Ha
BUMNYCK cepiit);
PonTic Xennac

Megikan eHa

peakuii" BignoBigHO 4O OHOBMEHOI iHhopmalii 3 6e3neku
[itoY0i pevoBrHN. BBeaeHHs 3MiH NpoTsarom 6-Tu Micsiuis
nicns 3aTBepKEHHS
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KopobuLi dapmacbtoTikan
Mpogaktc C.A.,
[peuia
(BMPOBHMLUTBO 3a
NMOBHUM LMKIIOM)
100.| NIBA3O TabneTkun, BKpUTI NMiBKOBOIO Pekopaarti Ipnangis BUPOBHMK PdpaHuis/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHn | 3a UA/11963/01/01
o6onoHkoto, no 1 mr, no 7 Aineng Nnta Hepo3dacosaHoro ITanisa TUMY - 3MiHW BHECEHO A0 IHCTPYKLIT ANS MeanyHoro peuenmom
Tabnetok y 6nictepi; no 1 npoaykry: M'ep 3acToCcyBaHHsI Nikapcbkoro 3acoby Ao posainy
6nicTepy B KapTOHHIl dabpe MegikamaH "B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLwi
KopoO6ui; no 14 TabneTok y [MpoatokcoH, BMAM B3aemogin" 3rigHo 3 pekomeHaauisimm CMDh.
6nictepi; no 2 6nictepu B ®paHuisi; BUPOBHWK, BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
KapTOHHIl kopobui; no 15 AKWUIA 30INCHI0E 3aTBEPAKEHHSA
Tabnetok y 6nictepi; no 2 nepBuHHe Ta
Gnictepn B KapTOHHIN BTOPUHHE
Kopobui nakyBaHHs,
Bignosigae 3a
KOHTPOIb SKOCTi Ta
BUMYCK cepii:
Pekopgarti IngacTpia
Ximika e
dapmacesTika
C.n.A., Itanis
101.| NIBA3O TabneTku, BKpUTI NMiBKOBOKO Pekopaarti Ipnangis BUPOBHUK dpaHuis/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/11963/01/02
060n0oHKo, Mo 2 mr; no 7 Aineng Ita Hepo3dgacoBaHOro ITania TUNY - 3MiHN BHECEHO A0 iHCTPYKUiT ANs MeanyHoro peuenmom
Tabnetok y onictepi; no 1 npoaykry: M'ep 3acToCyBaHHS nikapcbKkoro 3acoby Ao po3ainy
GnicTepy B KapTOHHIl ®abpe MegikamaH "B3aemogis 3 iHWKMU nikapcbkuMn 3acobamu Ta iHLwi
kopobui; no 14 TabneTok y [MpopatokcoH, BMAW B3aemogin" 3rigHo 3 pekomeHaauismm CMDh.
6nictepi; no 2 6nictepn B ®paHLis; BUPOOHUK, BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
KapTOHHIN kopobui; no 15 SAKWUIA 30INCHI0E 3aTBEePAKEHHS
Tabnetok y 6nictepi; no 2 nepBrHHe Ta
GnicTtepn B KapTOHHIN BTOPUHHE
kopobui; no 20 TabneTok y nakyBaHHs1,
6nicTepi; no 5 Gnictepis y Bignosigae 3a
KapTOHHI kopobLi KOHTPOIb SKOCTi Ta
BUNYCK cepii:
Pekoppgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A, Itanis
102.| NIBA3O TabneTku, BKpUTI NNiBKOBOO Pekopgaari IpnaHais BMPOBHMK PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a UA/11963/01/03
060mnoHKo, Mo 4 mr, no 7 Aineng It Hepo3sdacoBaHoOro ITanis TUNY - 3MiHN BHECEHO A0 iHCTPYKUiT ANs MeanyYHOro peuenmom

Tabnetok y 6nictepi; no 1
6nicTepy B KapTOHHIl
Kopobui; no 14 TabneTok y
GnicTepi; no 2 6nictepu B
KapTOHHiIl kopobui; no 15
TabneTtok y Gnictepi; no 2
GnicTepu B KapTOHHIN
KopobLi

npoaykty: M'ep
®abpe MegikamaH
[MpopatokcoH,
®paHUis; BUPOBHUK,
KW 30iNCHI0E
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWVMK nikapcbkuMn 3acobamu Ta iHLi
BMAW B3aemogin" 3rigHo 3 pekomeHaauismm CMDh.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEPKEHHSI
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

Bignosigae 3a
KOHTPOIb SKOCTi Ta

BMNYCK cepii:
Pekoppaarti IngacTpia
Ximika e
dapmacesTika
C.n.A., ltania
103.| MHE3ONIA nopoLuUoK (cybcTaHuis) y NAT YkpaiHa Heynang IHpis BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3MiHu | - UA/11933/01/01
noaBiNHMX nNakeTax 3 "Tannudapm JlaBGopaTtopis TMNYy - 3MiHK 3 sikocTi. ADI. KoHTponb A®I. 3miHa y
nonieTuneHy BUCOKOI " Tlimiten napameTpax cneuugikaui Ta/abo gonycTMMnX MeX,
LWiNbHOCTI Ansi BUPOOHMUTBA BM3HaYeHUX y cneuudikauisx Ha Adl, abo
CTEPUNBbHUX NiKapCbKNX BMXiOHWU/NPOMIXXHUIA NpoAyKT/peareHT, LWo
dopm BMKOPVCTOBYIOTbCSA Y npoueci BupobHuuytea Adl;
CynyTHA 3MiHa - 3MiHu 3 akocTi. ADI. KoHTponb ADI.
3MmiHa y MmeTogax BunpobysaHHsA AD| abo BuxigHoro
marepiany/npoMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHN Y MeTodax BUNpobyBaHHS (BKIOYaUuM 3aMiHy
abo ponoBHeHHs) ADI abo BMXiZAHOro/NpOMiXKHOIO
npoaykTy) - 3MiHa AONYCTUMMX MexX cneuudikauii Ta
mMeTogiB koHTponto Al - npuBeaeHHs go AMO
3aTBepakeHoro BupobHuka Neuland Laboratories
Limited, IHgis
104 NOrY®EH® TabneTku, BKpUTI NNIBKOBOO KYCYM IHAis KYCYM XENTXKEP IHAis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/17411/01/01
obornoHkoto no 250 mr no 10 XEJNTTXKEP MBT NTA TUMY - 3MiHW BHECEHi A0 IHCTPYKUIii ANS MeAn4Horo peuenmom
Tabnetok y 6nictepi, no 3 MBT NTO 3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
abo no 6 GnicTepi y "B3aemogis 3 iHWKMU nikapcbkuMn 3acobamm Ta iHLwi
KapTOHHIlN ynakoBuj Buau B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",

"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHsi Ta goau", "Oitn"
(peparyBaHHs1), "lMNobiyHi peakuii” 3rigHo 3 iHdopmaLieto
OO0 MEANYHOrO 3aCTOCyBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (KEMMNPA®, TabneTku, BKpUTI
obonoHkoto, no 250 mr, 500 mr, 1000 mr). BeepgeHHs
3MiH NPOTArom 6-T MiCSILIB MiCNsi 3aTBEPOXKEHHS;
CynyTHs 3MiHa - 3MiHuW Wwono 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsigy. BHeceHHs abo 3amiHa(n) oo
3000B'A3aHb Ta YMOB BuUAaYi peecTpauinHoro
nocBiAYeHHs, BKtovatouu MnaH ynpaeniHHA puaunkamm
(3acTocyBaHHSA TEKCTY, KW NOTOMKEHU 3
KOMMETEHTHUM opraHom). 3asiBHUKOM HaJaHo
OHOBJIEHWI MMaH ynpasniHHS pusukamu Bepcis 2.0.
3MiHM BHECEHO [0 YacTuH V «3axoam 3 MiHimizauii
pusukiB», VI «Pestome nnaHy ynpasniHHA pusukammy, y
3B’s13KY i3 OHOBMNEHHNMU pekomeHaauismu PRAC.
Pestome MYP Bepcia 2.0 gopaeTbesd. MNpeacraBneHi
3MiHM B iHpopMalii 3 6e3neku LLoA0 BHECEHHS 3MiH Ta
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

[0MNoBHeHb Y po3ginax: «MobiuHi peakuii» Ta
«OcobnMBOCTi 3aCTOCYBaHHSI» NMPOEKTY IHCTPYKLT Ans
MeOMYHOro 3acToCyBaHHA Ha niacTasi pilleHHs KomiteTy
3 ouiHKM pusmkiB y dapmakoHarnagi (PRAC)
€Bponencbkoro areHTcTBa 3 nikapcbkux 3acobis (EMA).
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS

105.

JIONY®EH®

TabneTku, BKpUTI NMiBKOBOIO
obonoHkoto, no 250 mr; in
bulk: no 10 Tabnetok y
6nicTepi, no 240 6nicTepis y
KapTOHHiIl kopobui

KYCYM
XENTXKEP
nBT NTA,

IHAis

KYCYM XEJTTXKEP
NBT NTAO

IHgia

BHECEHHS 3MiH 4O peecTpauinHuxX maTepianis: 3MmiHu |
TUMY - 3MiHW BHECEHi A0 IHCTPYKUii AN Mean4Horo
3aCTOCyBaHHS fnikapcbkoro 3acoby y po3ginu
"B3aemogisi 3 iHWMMM nikapcbkumuy 3acobamm Ta iHLwi
BMAan B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta go3un”, "Oitn"
(peparyBaHHs1), "lNo6GiyHi peakuii" 3rigHo 3 iHdopMaLieto
LLI0AO MEAMNYHOrO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (KEMMNPA®, TabneTku, BKpUTI
obonoHkoto, no 250 mr, 500 mr, 1000 mr). BBegeHHst
3MiH NPOTArom 6-Tu MicSILB MiCNsi 3aTBEPOXKEHHS;
CynyTHS 3miHa - 3MiHu Wwoao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BHecenHs abo amiHa(n) oo
3000B'A3aHb Ta YMOB BMAaYi peecTpauinHoro
nocBiAYeHHs, BKkntoyatoum MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHSA TEKCTY, AKWIN NOTOMXKEHUN 3
KOMMETEHTHUM opraHoMm). 3asBHUKOM HafaHO
OHOBMEHWI NNaH ynpasniHHA puaukamu Bepcis 2.0.
3MiHK BHeceHO [0 YacTuH V «3axoam 3 MiHimizauii
pusukie», VI «Pestome nnaHy ynpasniHHA pusukammy, y
3B’5A3KY i3 OHOBMEHHNMMN pekomeHaauismn PRAC.
Pestome MYP Bepcis 2.0 gogaeTtbes. MpeacrasneHi
3MiHM B iHcpopMmalii 3 6e3neku LLoA0 BHECEHHS 3MiH Ta
[onoBHeHb y posginax: «[Mobivni peakuii» Ta
«OcobnmBOoCTi 3acToCyBaHHSI» NPOEKTY IHCTPYKLUIi Anst
MeOMYHOro 3acTOCyBaHHSA Ha niacTaBi pilleHHsa KomiteTy
3 ouiHKKM pusmkiB y dapmakoHarnagi (PRAC)
€BponencbKoro areHTCcTBa 3 nikapcbkux 3acobis (EMA).
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpKEHHSA

UA/17412/01/01

106.

JIONY®EH®

TabneTku, BKpUTI NNiBKOBOO
obornoHkoto, no 500 mr no 10
Tabnetok y 6nictepi, no 3
abo no 6 GnicTepi y
KapTOHHIN yrnakoBLii

KYCYM
XENTXKEP
nBT N4

IHAis

KYCYM XENTXKEP
neT N4

IHaia

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHn |
TUMY - 3MiHW BHECEHi A0 IHCTPYKUii ANS Mean4Horo
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWKMK nikapcbkuMm 3acobamu Ta iHLi
BuAn B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHsi Ta gosu", "Oitn"
(peparyBaHHs1), "lNobiyHi peakuii" 3rigHo 3 iHdopMaLieto
LLIOA0 MEAMNYHOrO 3aCTOCYBaHHSA peepeHTHOro

3a
peuernmom

UA/17411/01/02
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
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Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby (KEMMPA®, TabneTtku, BKpuTI
obonoHkoto, no 250 mr, 500 mr, 1000 mr). BeegeHHs
3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPOKEHHS;
CynyTHS 3MiHa - 3MiHu Wwopno 6e3neku/edeKkTUBHOCTI Ta
apmakoHarnagy. BHeceHHs abo 3miHa(v) go
3000B'A3aHb Ta YMOB BuAadi peecTpauiniHoro
noceiAYeHHs, BKNoYaroum MNnaH ynpasniHHA pusukamm
(3acTocyBaHHS TEKCTY, KW NOTOMKEHUA 3
KOMMETEHTHUM opraHom). 3asiBHUKOM HaAaHo
OHOBMEHWI NNaH ynpasniHHA puankamu Bepcis 2.0.
3MiHM BHeceHO A0 YacTuH V «3axoau 3 MiHimizauii
pusukie», VI «Pestome nnaHy ynpasniHHSA pusmkammy, y
3B’5A3KY i3 OHOBMEHHNMM pekomeHaauismm PRAC.
Pestome MYP Bepcia 2.0 gogaeTbces. MNpeactasneHi
3MiHM B iHbopMmalLii 3 6e3neku Woa0 BHECEHHS 3MiH Ta
AOnoBHeHb y posdinax: «[Mobivni peakuii» Ta
«OcobnmBOCTi 3aCTOCYBaHHSA» MPOEKTY IHCTPYKUIi ANS
MeOMYHOro 3acToCyBaHHA Ha nigcTasi pilleHHs KomiteTy
3 ouiHKM pusmkiB y dapmakoHarnagi (PRAC)
€BponencbLKoro areHTcTBa 3 nikapcbkux 3acobis (EMA).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPKEHHSA

107,

JIOFY®EH®

TabneTtkn, BKpUTI MiBKOBOKO
obonoHkoto, no 500 mr; in
bulk: no 10 TabneTok y
6nictepi, no 180 bnicTepis y
KapTOHHiI kopobui

KYCYM
XENTXKEP
nBT N7

IHAisA

KYCYM XENTXKEP
MBT NTAO

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
TUMY - 3MiHW BHECEHi A0 iHCTPYKLii ANs Mean4Horo
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"B3aemogisi 3 iHWMMM nikapcbkumuy 3acobamm Ta iHLwi
BMAan B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta go3un”, "Oitn"
(peparyBaHHs1), "lNobGiyHi peakuii" 3rigHo 3 iHopmaLieto
LLI0AO0 MEAMNYHOrO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (KEMMNPA®, TabneTku, BKpUTI
obonoHkoto, no 250 mr, 500 mr, 1000 mr). BBegeHHst
3MiH NPOTArom 6-T MiCSILB MiCNsi 3aTBEPOKEHHS;
CynyTHS 3miHa - 3miHu woao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(n) oo
3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro
noceiAYeHHs, BKkntoyaroum MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SKWI NMOTOAXEHWUN 3
KOMMETEHTHUM opraHoMm). 3asBHUKOM HafaHO
OHOBMEHWI NNaH ynpasniHHA pu3vkamu Bepcis 2.0.
3MiHM BHeceHO [0 YacTuH V «3axoam 3 MiHimizauii
pusukiBy», VI «Pestome nnaHy ynpasniHHA pusukammy, y
3B’53KY i3 OHOBMEeHHNMMN pekomeHaauismu PRAC.
Pestome MYP Bepcis 2.0 gogaeTtbes. MNMpeacrasneHi
3MiHM B iHcpopMalii 3 6e3neku LLoao BHECEHHS 3MiH Ta
[OMNoBHEHb y posginax: «Mobivni peakuii» Ta

UA/17412/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
«OcobnMBOCTi 3aCTOCYBaHHSI» NMPOEKTY IHCTPYKLT Ans
MEANYHOro 3aCTOCyBaHHSA Ha niacTasi pilueHHs KomiteTy
3 oUiHKM pusmkiB y dhapmakoHarnsgi (PRAC)
€BponencbKoro areHTcTBa 3 nikapcbkux 3acobis (EMA).
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEPOKEHHS
108.| NOPHAOO TabneTkn BKPUTI NNIiBKOBOIO yoprng Ipysis yopng MEOVUMH TypeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/18717/01/01
obonoHkoto, no 4 mrno 10 MEOVLINH INAY CAH. BE TUMY - 3MiHW BHECEHi A0 IHCTPYKUii AN Mean4Horo peuenmom
Tabnetok y 6nictepi; no 1, 2, nTo TIODK. A.LL. 3aCcTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
5 abo 10 6nictepiB y "8acTocyBaHHs y nepiof BariTHOCTi abo roayBaHHs
KapTOHHiI kopoOLi rpyaar” BionoBigHO [0 OHOBNEHOI iHhopMaLlii 3
6esneku gito4oi pedyoBunHU. BBeaeHHs 3MiH NpoTArom 6-
TV MiICALB Nicnsa 3aTBEPOKEHHS
109.| NOPHAOO TabneTku BKpUTI NiBKOBOKO yorPng pysisi yopPng MEOUUMH TypeyunHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/18717/01/02
obonoHkoto, no 8 mrno 10 MEOVLUNH INAY CAH. BE TUMY - 3MiHW BHECEHi A0 iHCTPYKLii ANs Megu4Horo peuenmom
Tabnetok y 6nictepi; no 1, 2, nTa TIDK. A.LL. 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
5 abo 10 6nicTepiB y "3actocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
KapTOHHil kopobui rpyaar” BignosigHO 4O OHOBNEHO! iHbopmMaLii 3
6e3neku fitoyoi pevoBuHU. BBeAeHHs 3MiH npoTsarom 6-
TV MicAUiB Nicnsa 3aTBepaKEHHSA
110.| MABEHKIAO® | tabnetkmno 10 mr;no 1, 4 Apec LLseviuapi €BpodiHc bionab ITanis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/17515/01/01
abo 6 TabneTok B Tpenginr A C.P.J1, Itania TUNY - NOAAHHS HOBOTO cepTudikaTa BiANOBIAHOCTI peuenmom
antomMiHieBomy bnictepi C.A. (BupobHuk €ponelicbkint hapmakonei Ne RO-CEP 2016-315-Rev
(MapkyBaHHSI aHIMINCHKO (KOHTpOIb SKOCTI: 02 gns pitovoi pevosuHu Cladribine Big HoBoro
MOBOI0), 3aneyaTaHomy y BU3HAYEHHS BupobHmka SCINOPHARM TAIWAN, LTD.
KapTOHHY 0OKNaguHKy, SKy enemMeHTHUX
BMILLYIOTb Y KOHTYPHY OOMILLOK));
YapyHKOBY yMaKoBKy Ta Hep®apMa C.P.1.,
BKIagarTb Y KapTOHHY ITanis (BupobHuk
KOpOGKY (BUpOBHMLTBO
Hepo3dacoBaHOro
npenapary,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb SKOCTI,
BUWMYCK Ccepiit))
111 MEOPON Tabnetku no 4 mr; no 30 N®ANIEP CLA Mcpanzep ITanis ITanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | 3a UA/2047/02/01
TabneTok y dpnakoHi; no 1 IHK. C.p.n. TUNYy - 3aMiHa J)xepena oTpMMaHHs Kanbljto cTeapaty 3 | peuenmom

rakoHy B KapTOHHil
KopoOGLi

CUPOBMHW TBAPUHHOIO MOXOOXKEHHS HA POCITMHHE
NoXoXeHHs1. 3anpornoHoBaHa cTeapuHoBa K1crnoTa
POCMMHHOIO NOXOAXKEHHS! BUrOTOBSIETLCS 3 POCIIUHHUX
onivi i He MICTUTb PEYOBMH TBAPUHHOIO MOXOOXKEHHS.
Cknap OONOMiIXXHUX PEYOBUH, FOTOBOTO fikapCbKoro
3acoby Ta TepMiH NpUAATHOCTI 3anNuLLIaKTLCS
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HE3MiHHUMM
112, MEOPON Tabnetku no 16 mr; no 10 MNdAN3EP CLWA MNdparizep ITanisa ITanis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHn | 3a UA/2047/02/02
Tabnetok y 6nictepi; no 5 IHK. C.p.n. TUNY - 3aMiHa Jxepena oTpMMaHHSA KanbLito cTeapaty 3 | peyenmom
6nicTepiB y KapTOHHIl CYPOBUHW TBAPUHHOTO MOXOOXKEHHS Ha POCIUHHE
KopobLi noxoaXeHHs. 3anponoHoBaHa cTeapuHOBa KUCMoTa
POCINMHHOIO NMOXOAXEHHS BUrOTOBNSETHCH 3 POCITMHHUX
Onin i He MICTUTb PEYOBMH TBAPWMHHOIO NOXOAXEHHS.
Cknag AONOMIKHUX PEYOBUH, FOTOBOTO NiKapCbKOro
3acoby Ta TepMiH NPUAATHOCTI 3anMLIAOTECS
HE3MiHHUMM
113.| MEOPON Tabnetku no 32 mr; no 10 MNdAN3EP CLWA Mdparizep ITanis ITanis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn | 3a UA/2047/02/03
Tabnetok y 6nictepi; no 2 IHK. C.p.n. TUNYy - 3aMiHa Jxepena oTpMMaHHS KanbLitlo cTeapaty 3 | peyenmom
Gnictepn y KapTOHHIW CUPOBWHW TBAPUHHOIO MOXOOXEHHS Ha POCITUHHE
KopobLi NoxoAXeHHs. 3anponoHoBaHa cTeapuHOBa KUCMoTa
POCINMHHOIO MOXOAXEHHS BUrOTOBNSETHCS 3 POCITMHHUX
Onin i He MICTUTb PEYOBMH TBAPVMHHOIO MOXOAXKEHHS.
Cknag AONOMIKHUX PEYOBUH, FOTOBOTO NiKapCbKOro
3acoby Ta TepMiH NpUAATHOCTI 3anMLIaloTECS
HE3MiHHUMM
114, MEPIOHAN NOPOLLIOK fioginisoBaHuin IBCA LLseviuapi IBCA IHcTUTYT LLiseviLapis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/10964/01/01
ONS NPUroTyBaHHSA PO3YNHY IHCTUTYT a Bioximik C.A. TMMy - 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta peuenmom
Ans iH'ekuin no 75 MO, 1 Bioximik C.A. apmakoHarnsay - 3MiHM BHECEHO B TEKCT MapKyBaHHS
CKISIHWUM (PrIakoH 3 ynakoBKU fikapcbkoro 3acoby. BBeaeHHs 3MiH NpoTsirom
nopotukom Ta 1 amnyna 3 6-TW MicauiB nicna 3aTBepAXXEHHS
PO3YNHHUKOM (PO34MH
xnopwuay Hatpito 0,9%) no 1
MI y KapTOHHil kopobui, no
10 kOpoOOK y KapTOHHil
navui
115 MEPIOHAN NOPOLLIOK NiodpinisoBaHnin IBCA LLisenuapi IBCA IHcTuTYT LLisenuapis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/10964/01/02
ANSA NPUroTyBaHHA PO3YNHY IHCTUTYT A Bioximik C.A. TMny - 3mMiHW wopao 6e3nekun/edpekTMBHOCTI Ta peuenmom
ans iH'ekuin no 150 MO; 1 Bioximik C.A. dapmakoHarnagy - 3MiHM BHECEHO B TEKCT MapKyBaHHS
CKITSIHWI (PIIAKOH 3 yNaKoBKW NiKapcbkoro 3acoby. BBeaeHHs 3MiH NpoTsirom
nopowukom Ta 1 amnyna 3 6-TK MicaUiB nicns 3aTBepOKEHHS
PO3UYMHHUKOM (PO34nH
xnopwuay Hatpito 0,9%) no 1
MI y KapTOHHi kopobui, no
10 kOpOOOK Yy KApTOHHil
navuj
116 METOMPOJION | ta6netku no 0,1 r; no 10 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a UA/6755/01/02
Y TAPTPAT TabneTtok y 6nictepi; no 2 "®apmak” TUNY - BUNyYeHHs 3i cneumdikauii M3 nokasHuka peuernmom

abo 5 6rictepi y nayui 3
KapTOHY

«Aepocun» BigNOBIAHO [0 BUMOr 3aranbHoi ctatTi Py
«TabneTtkny»; 3amiHu | TMNYy - 3mMiHa y meToguui
BunpobyBaHHsa ans 13 3a nokasHukom
«MikpobionoriyHa YyncToTay, a came BUIyYEHO Onuc
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
npoBeAEeHHS METOANKW, OCKINbKA METOAMKA KOHTPOSO
3a JaHVM MOKa3HWKOM MPOBOAUTLCS BiAMOBIAHO 40
Bumor EP, gonoBHeHo nocunaHHam Ha JPY* (*- gitove
BUAAHHS)
117.| METOMPONON | tabnetkn no 0,05 r; no 10 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | 3a UA/6755/01/01
Y TAPTPAT Tabnetok y 6nictepi; no 2 "dapmak” MMy - BUNy4eHHs 3i cneumdikauii M3 nokasHuka peuenmom
abo 5 bnictepis y nayui 3 «Aepocun» BignoBiaAHO 40 BUMOT 3aranbHoi ctatti Y
KapTOHY «TabneTtkny; 3miHu | TNy - 3amMiHa y meToauui
BMNpobyBaHHs Ans 113 3a nokasHukom
«MikpobionoriyHa yicToTay, a came BUNy4EHO ONuc
nNpoBeAEeHHS METOANKW, OCKINbKA METOAMKA KOHTPOIO
3a AaHVMM MOKa3HMKOM NPOBOANTLCS BiAMNOBIAHO A0
Bumor EP, gonoBHeHo nocunanHam Ha OdY* (*- gitove
BUAAHHS)
118.| METPO- PO34MH Ans iH'ekyin; no 1,1 Bionoriwe HimevuuH Bionoriwe Himeyumna BHECEHHS 3MiH O peeCcTpaLuinHuX maTepianis: 3MiHu | 3a UA/2055/01/01
AOHEKC- M B amnyni; no 5 amnyn y Xavnbmitte a Xannbmittenb TMny - 3MiHM wopao 6eanekun/edpekTmBHOCTI Ta peuenmom
IH'€Nb KOHTYPHili YapyHKOBIN nb Xeenb Xeenb M'M6X dapmakoHarnagy - BHeceHHs iHdopmadii npo
ynakosui; no 1, no 2 abo 20 m6X dnyopecueHuito eTukeTkn y n. 6 IHLWE Tekcty
KOHTYPHUX YapyHKOBUX MapKyBaHHs1 NEPBMHHOI YNaKOBKM NiKapCbKOro 3acoby
ynakoBOK y KOpobLii 3
KapTOHY
119 MIKAMIH NOPOLLIOK A5 MPUrOTYBaHHSA Actennac Hinepnax Actennac lpnang IpnaHais/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/12073/01/01
pPO34nHY Ans iHdy3in no 50 dapma an Ko., ITa, IpnaHgis AnoHis BUNPaBEHHS TEXHIYHOI NOMUIKK, 3rigHo Nn.4 n.2.4. peuenmom
Mr; 1 donakoH 3 MOPOLLUKOM Y tOpon B.B. (nakyBanbHuK poaginy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
KapTOHHIN kopobLyi (BTOPYHHA 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015p.
ynakoBka), Ne 460) — nomunkm y MKA, nos'sizani 3 nepeknagom abo
BUNyCKao4mn nepeHeceHHsIM iHcpopMalii, siki 6ynu gonyLieHi npu
KOHTPOMb); npouenypi BHeceHHs 3MiH Ha 113 (Haka3 Ne1957 Big
Actennac ®apma 25.08.2020 p.), a came: BUNpaBRneHHs! TEXHIYHOT
Tex Ko., Jlta. Tosma NOMWIIKWN Ha TUTYNbHIN CTOPIHLi NpoekTiB 3MiH o MKA
TexHomoaxi LieHTp, I13 ansa posysaHHA no 50 Mr, OCKiNbKWM BCTAHOBMNEHA
AnoHis (BUPOGHUK HEBIANOBIAHICTb HOMEpPY peecTpaLinHOro NOCBIAYEHHS.
roToBOI NiKapCbKol 3anponoHoBaHo: PeecTpauiiHe nocsigyeHHs Ne
dopmu (BCi cTagii UA/12073/01/01
BUPOGHMLTBA,
dacyBaHHs y
NepBUHHY
ynaKkoBKy))
120/ MINAPOHAT® kancynu Teepgi no 500 wr; AT JNaTtBis AT "T'piHgekc" JNaTtBis BHECEHHS 3MiH 10 peecTpauiiH1x maTtepianis: 3miHu | 3a UA/3419/02/02
no 10 kancyn y 6nictepi; no "piHaekc" Tuny - oHoBrieHHs E-cepTudikata BignosigHoOCTI peuernmom

2, 6 abo 9 GnicTepis B nayui
i3 KapTOHY

€Bponeiicbkoi hapmakonei Ans AONOMiXKHOI PeYOBUHM —
»enatuH Big Bupo6Huka STERLING BIOTECH LIMITED.
Ne R1-CEP 2001-211-Rev 01 (ans 3atBepaxeHoro
BMPOGHMKa kancyn xenatuHoBux — Capsugel); 3miHu |
TMny - gogasaHHsA E-cepTudikaTy BignoBigHOCTI
€Bponencebkoi hapmakonei Ans XXenaTuHy Big




43 [TponoBkeHHs qomarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMpoGHMKa Rousselot: Ne R1-CEP 2000-027-Rev 02

(ans HoBoro BMpoGHUWKa Kancyn xenatnHoeux — ACG
Worldwide group); 3miHu | Tuny - nogaBaHHs ME-
cepTudikaTy BignoBigHOCTI €BponencebKoi hapmakonei
Ans kenaTtuHy Bif BupobHuka Rousselot: Ne R1-CEP
2000-029-Rev 05 (ans HoBOro BUpoOHMKa Kancyrn
xenatuHosux — ACG Worldwide group); 3aminm | Tuny -
popaBaHHg [E-cepTudikaty BignosigHocCTi
€Bponelicbkoi hapmakonei Ans xenaTuHy Big,
BMpoGHMKa Rousselot: Ne R1-CEP 2001-332-Rev 02
(ans HoBoro BMpoGHUWKa Kancyn xenatnHoeux — ACG
Worldwide group); 3miHu | Tuny - nogaBaHHs ME-
cepTudikaTy BigNoBigHOCTI €BponeincebKoi hapmakonei
Ans XenaTtuHy Bif BupobHuka Rousselot: Ne R1-CEP
2010-043-Rev 00 (ans HoBOro BUpoGHMKa Kancyn
xenatuHosux — ACG Worldwide group); 3amim | Tuny -
popaBaHHs [E-cepTtudikaty BignosigHocTi
€Bponelicbkoi hapmakonei Ans xenaTuHy Big
BMpo6HuKa Rousselot: Ne R1-CEP 2002-115-Rev 02
(ans HoBoro BUpoOHWKa kancyn xenaTtuHoBux — ACG
Worldwide group); 3miHu | Tuny - nogaBaHHs ME-
cepTudikaTy BignNoBigHOCTI €BponeincebKoi hapmakonei
Ans xenatuHy Big BupobHuka STERLING BIOTECH
LIMITED.: Ne R1-CEP 2001-211-Rev 01 (gns HoBoro
BMpOGHMKa kancyn xenatuHosux — ACG Worldwide
group); 3miHu | Tuny - nogaeaHHsA [E-cepTudikarty
BiANOBiAHOCTI €BponeicbKoi hapmakonei Ans xenaTtuHy
Big BMpobHuka PB Gelatins: Ne R1-CEP 2002-110-Rev
00 (ans HoBOro BUpobHMKa Kancyrn xxenatuHosmnx — ACG
Worldwide group); 3miHu | Tuny - noaaBaHHs ME-
cepTudikaTy BignoBigHoOCTI €BponercbKoi hapmakonei
Ans xenatuHy Bif BupobHmka TESSENDERLO GROUP
N.V.: Ne R1-CEP 2000-045-Rev 04 (ans HoBoro
BMpOGHMKa kancyn xenatuHosux — ACG Worldwide
group); 3miHu | Tuny - nopgaeaHHsA [E-cepTudikarty
BiQMNOBIAHOCTI €BponeicbKoi hapmakonei Ans XenaTuHy
Big BUpobHuka GELITA Group: Ne R1-CEP 2003-172-
Rev 02 (ans HoBoro BUpobHMKa Kancyn xxenaTmHOBUX —
ACG Worldwide group); 3aminu | Tvny - nogasaHHs 'E-
cepTudikaTy BignoBigHocTi €Bponeicbkoil hapmakonei
Ans xenaTtuHy Bif Bupo6Huka GELITA Group: Ne R1-
CEP 2001-424-Rev 03 (ans HoBoro BUpoGHUWKa kancyn
»enatuHoux — ACG Worldwide group); aminm | Tuny -
popasaHHs E-cepTudikaTty BignoBigHOCTI
€Bponelicbkoi hapmakonei Ans xxenaTuHy Big
Bupo6HMKa GELITA Group: Ne R1-CEP 2000-050-Rev
02(ans HoBoro BMpobHUKa kancyn xenaTuHoBux — ACG
Worldwide group); 3miHu | Tuny - noaaBaHHs ME-

cepTudikaTy BignoBigHocTi €BponeincbKkoi dhapmakonei
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

ans xenatuHy Bia BupobHuka NITTA GELATIN INDIA
LTD.: Ne R1-CEP 2000-344-Rev 03 (ans HoBOro
BMpOGHMKa karncyn xenatuHoBux — ACG Worldwide
group); 3minu | Tuny - nogaeaHHsa [E-cepTudikarty
BiAMNOBIAHOCTI €BponencoLKoi hapmakonei Ans xenatuHy
Big BMpoOHMka Gelco S.A.S.: Ne R1-CEP 2006-086-Rev
00 (ans HoBoro BUpoGHUMKa Kancyn xenaTtnHoBux — ACG
Worldwide group); 3aminu | Tuny - goaasaHHsA E-
cepTudikaTy BignoBigHocTi €EBponericbKoi hapmakonei
Ans xxenaTtuny Big BupobHuka PIONEER JELLICE INDIA
PRIVATE LIMITED.: Ne R1-CEP 2008-048-Rev 00 (ans
HOBOro BMPOBHWKa kancyn xenatuHosux — ACG
Worldwide group)

121,

MIPAMICTUH®

PO34MH A1 30BHILLIHBOTO
3actocyBaHHs, 0,1 mr/mn, no
50 mn y donakoni, no 1
riakoHy 3 ypeTparnbHo
Hacagkoto B nayui

MpAT
"dapmaueBT
n4yHa cipma

"NapHuug"

Ykpaina

MpAT
"®apmMaueBTUYHa
dipma "OapHuusa”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
TMMy - 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnagy - 3MiHM BHECEHO B TEKCT MapKyBaHHSA
yNaKkoBKW fikapcbKoro 3acoby

bes3
peuenma

UA/1804/02/01

122.

MI®ETOH

Tabnetku no 200 mr, no 1
Tabnetui abo no 3 TabneTkun
y 6nictepi, no 10 6nicTtepis
(1x10) abo no 1 Gnictepy
(3x1) y kapTOHHI kopobui

M.BioTek
NimiTeq

Benuka
Bputanis

AKME _
®OPMYMEMLLH
MBT.NTA

IHgia

BHECEHHS 3MiH O peeCcTpaLinHuX maTepianis:
BUMPABIIEHHS TEXHIYHUX NOMWMOK, 3rigHO N.2.4. po3giny
VI Hakady MOS Ykpainu Big 26.08.2005p. Ne 426 (y
pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
- BUNPaBIEHHS TEXHIYHMX nomunok B Cneundikauii MKA
N3, ponyLweHnx Nnpu nepeHeceHHi iHdopmadii 3
opuriHanbHMX MaTtepianis peecTpaLiinHoro Aocke, Npu
nposeaeHHi npoueaypu peectpadii J13 (Hakas MO3
Ykpainu Big 13.04.2021 Ne721 PN UA/18689/01/01) B
po3ginax: « TeepaicTb» Ta «KinbkicHe BU3Ha4eHHs» (B
cneuudikauii Ha BUNycK), B po3gini « TeepaicTb» (B
cneuudikauii NpoTsiroM TepMiHY NpUAaTHOCTI).
Cneuudikauis Ha BUNycK. 3a3HayveHi BUNpaBIeHHs
BiZNOBIgaloTb MaTepianam peecTpauiiHoro 4ocbe
(p.3.2.P.5.1.), siki 3HaxogATLCA B apxiBi

3a
peuenmom

UA/18689/01/01

123,

MOMOPOUKA
KOMMO3UTYM

PO34nH AN iH'ekuin, no 2,2
MI B amnyni; no 5 amnyn y
KOHTYPHI YapyHKOBIW
ynakosLi; No 1 KOHTYpPHIn
YapyHKOBI ynakoBsL,i B
KopoO6Li 3 KapToHY; Mo 2,2
MA B amnyni; no 5 amnyn y
KOHTYPHili YapyHKOBIN
ynaKoBLi; MO 2 KOHTYPHI
YapyHKOBi YNaKkoBKM B
KopobLi 3 kKapToHy; no 2,2
M B amnyni; no 5 amnyn y
KOHTYPHIV YapyHKOBIW

Bionoriwe
Xannbmitte
nb Xeenb
meX

HimeuvuuH
a

Bionoriwe
XannbmitTenb
Xeenb M'M6X

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3miHu |
TMMy - 3MiHW wopao 6e3nekun/edpekTMBHOCTI Ta
dapMakoHarnagy - BHeceHHs iHgopmadii npo
dnyopecueHuito eTukeTkn y n. 6 IHLLE TekcTy

MapKyBaHHS MEPBMHHOI YNaKkoBKW NikapCbKOro 3acoby

3a
peuenmom

UA/8257/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ynakoBLi; no 20 KOHTYPHUX
YapyHKOBUX YNaKoOBOK Y
KopobLi 3 KapTOHY
124, MYKO3A pPO34nH Ans iH'ekuin; no 2,2 Bionoriwe HimeyvuuH Bionoriwe Himeuumna BHECEHHS 3MiH 0 peecTpaLinHMx maTtepianis: 3miHn | 3a UA/2946/01/01
KOMMO3UTYM | mn B amnyni; no 5 amnyny Xawnbmitte a XannbmitTenb ™My - 3MiHK Woao besnekn/edekTMBHOCTI Ta peuernmom
KOHTYPHI YapyHKOBIW nb Xeenb Xeenb M'M6X hapmakoHarnsay - BHeceHHs iHpopmallii npo
ynakosi; no 1 abo no 2, abo m6X dnyopecueHLito eTukeTkn y n. 6 IHLLE TekcTy
no 20 KOHTYPHUX MapKyBaHHs1 NEPBMHHOI YNakoBKW NikapCbKoro 3acoby
YapyHKOBWX YNaKoBOK Y
KOpPOOGLii 3 KapTOHY
125, MYJNIbTAK® TabneTkn, BKpUTI TOB YkpaiHa CaHodpi BiHtpon ®paHuia BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3MiHu | 3a UA/10412/01/01
obonoHkoto, no 400 mr, Ne "CaHoi- IHaacTpia TUNY - 3MiHN BHECEHO A0 iHCTPYKUiT ANs MeanyHoro peuenmom
60 (10x6): no 10 TabneTok y ABeHTiC 3aCTOCYBaHHS NiKapcbkoro 3acoby Ao po3ainy
6nicTepi; no 6 Gnictepis y YkpaiHa" "B3aemogis 3 iHWUMUM nikapcbkummn 3acobamu Ta iHLWi
KapTOHHil kopobui BUAM B3aemopin" BignosigHo 4o pekoMmeHaauii PRAC.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPAKEHHS
126, HASUBIH® crpei HasanbHUi, Mi eng i HimeuumH Codbapimekc - MopTyranis BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | bes UA/18086/01/01
posoaHuii 0,05 % no 10 mn Xernc a IHaycTpia Kimika e TMNYy - 3MiHK 3 AKOCTi. [0TOBMI Nikapcbkuii 3acit. peuenma
y rakoHi 3 403yH04YUM [xepmaHi dapmaueyTika, C.A. KoHTponb roToBoro nikapcbkoro 3acoby - OHOBMNEHHS
NpUCTPoEM Mo 1 dhnakoHy B mM6X BXe 3aTBEPAXEHUX METOAIB KOHTPOSO AKOCTI
KapTOHHI kopoOui nikapcbKkoro 3acoby, a came: BUKNageHHs TEKCTY
[Oep>XaBHOK MOBOH 3riJHO Cy4acHVX BUMOT
127| HEMPOBIOH PO34MH Ans iH'eKLin; No 3 Mn Mi eng Oxi HimeyumnH CEHEKCI HSC, ®paHuia BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | 3a UA/5409/02/01
B amnyni; no 3 amnynu B Xenc a PpaHuis (NoBHUIA TUMY - BUNYYEeHHSA BUPOOHMYOI AinbHuLi ansg AdI peuenmom
KapTOHHiI kopobui [hxepmaHi LMK BUPOBHULTB) nipupokcuHa rigpoxnopugy: DSM Nutritional Products
m6X GmbH, Germany, BignoBigansHOro 3a NOBHUIM LMK
BMpO6HMUTBA. 3anponoHoBaHo: Jiangxi Tianxin
Pharmaceutical Co., Ltd., China
128, HEOT'ABIH 150 | kancynu no 150 mr no 10 TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/13702/01/01
Kancyn y 6nicrepi; no 1, no 3 "ACIHO TUMY - BHECEHHS 3MiH IO MaTepianiB peecTpauiiHoro peuenmom
abo no 6 GnicTepis B YKPAIHA" [ocbe Ha nikapcbkuit 3aci6 Heorabin 150 Mr, kancynu no

KapTOHHIN navui

150 Mr y 3B'A3Ky 3 OTPMMaHHSIM OHOBMEHOrO
cepTudikaTa BignoBigHOCTI €Bponericbkoi hapmakonel
Big Aitovoro BupobHuka A®I (nperabaniH) Hikal Limited,

IHgis (NeRO-CEP 2016-181-Rev 04). Hapasi

3apeectpoBaHuii CEP NeR0O-CEP 2016-181-Rev 03;
3MiHK | TUMY - OHOBNEHHS BXe 3aTBEpAXEHNX METOAIB
KOHTPOIIO SIKOCTi nikapcbKkoro 3acoby HeorabiH 150 wr,

kancynu rno 150 mr, a came BUKNaAeHHS TEKCTY
[Aep>XaBHO0 MOBOIO 3riAHO Cy4aCHUX BUMOT; 3MiHu | Tuny
- BHECEHHS 3MiH O MaTepiarniB peecTpauiiHoro 4OCbe
Ha nikapcbkuin 3acié Heorabin 150 mr, kancynu no 150

M Y 3B'SI3Ky 3 OTPMMaHHSIM OHOBIIEHOro cepTudikaTa

Bi4NOBIgHOCTI €Bponenchbkoi hapmakonei Big Aikoyoro
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMpobHuka A®I (nperabanin) Hikal Limited, IHgis (NeRO-
CEP 2016-181-Rev 05). TepMiH noBTOpPHOTO
BuNpobyBaHHs 36inblueHo 3 36 micsauiB o 48 micauis
129.| HEOIABIH 75 Kancynm no 75 mr no 10 TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | 3a UA/13702/01/02
Kancyn y 6nicrepi; no 1, no 3 "ACIHO TUMY - BHECEHHS 3MiH 1O MaTepianiB peecTpauiiHoro peuenmom
abo no 6 bnicTepis B YKPAIHA" [0Cbe Ha nikapcbkuii 3acib HeorabiH 75 mr, kancynu no
KapTOHHIN navui 75 Mr y 3B'si3Ky 3 OTPYMaHHsIM OHOBMEHOro cepTudikata
Bi4NOBIgHOCTI €BponencbKoi hapmakonei Big Aito4oro
BUpo6Huka API (nperabanin) Hikal Limited, IHgis (NeRO-
CEP 2016-181-Rev 04). Hapasi sapeectpoBaHuin CEP
NeRO-CEP 2016-181-Rev 03; 3MiHu | TUNy - OHOBMNEHHSI
BXE 3aTBEPAXXEHUX METOAIB KOHTPOIH SIKOCTI
nikapcbkoro 3acoby HeorabiH 75 mr, kancynv no 75 wr,
a came BUKNAAEHHS TEKCTY AepXXaBHOK MOBOIO 3rigHO
CyYaCHWX BUMOT; 3MiHM | TUMY - BHECEHHS 3MiH 80
marepianiB peecTpaLinHOro AOCbE Ha MikapCbkuii 3acit
HeorabiH 75 mr, kancynum no 75 Mry 3B'A3sky 3
OTPUMaHHSAM OHOBMEHOro cepTudikaTa BignoOBIgHOCTI
€Bponericbkoi hapmakonei Big gitovoro BupobHuka APl
(nperabanix) Hikal Limited, IHgis (NeRO-CEP 2016-181-
Rev 05). TepmiH noBTOpHOro BUNpobyBaHHs 36inbLUueHo
3 36 micauiB go 48 micauis
130.| HYBIK/ NOPOLLIOK Ta PO3YMHHUK A51s OkTaapma ABcTpis Bettep dapma- Himeuumnna/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/17140/01/01
NUWIQ® PO34MHY Ans iH exuin, 250 dapmanesT ®epTiryHr F'M6X Ta LLBeuis TUNY - 3MIHN BHECEHO A0 iHCTPYKUiT ANs MeanyHoro peuenmom
MO y dnakoHi; 1 dprakoH 3 nKa Ko. KT, Himeuunna 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainy
nopoLukoMm, 1 nonepeaHLo MpoaykTioHC (BupobHuuTso, "OcobnuBocTi 3acTocyBaHHA" BiANOBIAHO A0 MaTepianis
3arnoBHEHWN LWNpuL, 3 rec. m.6.X. BUNpPOOYBaHHs peecTpauinHoro gocke. MNpeacrasneHi 3amMiHM B
PO3YMHHWUKOM MO 2,5 Mn AKOCTI, BidyanbHa iHdpopmaLlii 3 6e3neku LWoA0 BHECEHHS 3MiH Ta
(Bopa ans iH'ekuin) pasom 3 iHCnekuis [OOMNoBHEHb Ha niacTasi pekomeHaauii CHMP y posaini
KOMMMEKToOM Ans PO34YMHHUKA); NPOEKTY IHCTPYKLIT ANsi MEAUYHOTO 3aCTOCYBaHHS

PO3YMHEHHS i
BHYTPILUHBOBEHHOIO
BBeAeHHs (1 aganTep Ans
BiAKPUTTS donakory, 1
rornika-MeTenuk, 2 NPoCoYeHi
CNYPTOM TammnoHw) B
KapTOHHIN kopobLyi

Bettep ®apma-
®epTiryHr F'M6X Ta
Ko. KT, HimeuuunHa

(BisyanbHa
iHCnekKuis,

BUNpPOOYBaHHs

cTabinbHoCTi
PO34YMHHUKA);

BeTtTep dapma-
®epriryHr M'M6X Ta
Ko. KI', HimeuunHa

(BisyanbHa
iHCnekKuis,

BMNPOOYBaHHS
AKOCTi, MapKyBaHHSI

Ta BTOPUHHE
nakyBaHHs
PO34YMHHUKA);
Bettep-®apma

«OcobnmBOCTI 3aCTOCYBaHHA» MOXYTb OyTH
peKkoMeHA0BaHi [0 3aTBEPAXEHHSI Ta BHECEHHS B
iHCTpYyKLUil0 ANs MeQUYHOro 3aCTOCyBaHHS NikapCbKOro
3acoby.

TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiLiB nicnsi
3aTBEPAKEHHS
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

®epriryHr F'M6X Ta
Ko. KT, Himeuunna
(BunpobyBaHHs
AKOCTI, BidyanbHa
iHCnekuis
PO34YMHHUKA);
Oxtadhapma AB,
LBeuis (BUpoOHUK,
BignoBiganbHUN 3a
BMPOBHMLUTBO in
bulk, nepsuHHe
nakyBaHHs,
BidyanbHy
iHCnekujto,
BMNPOBOYBaHHS Ha
LinicHicTb,
BMNPOOYBaHHS
SKOCTI, BUNYCK cepii
KiHLIEBOrO MPOAYKTY
(nopowwka ans
PO34MHY Ans
iH eKUin Ta
PO3YUHHWMKA));
Oktadbapma Jeccay
'M6X, HimeuunHa
(BUPOBHMK,
BignoBiganbHUN 3a
BidyanbHy iHCMeKLito
Ta BUNpobyBaHHA Ha
uinicHictb ansa
nopoLuka ans
PO34uHy Ans
iH ekuin,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro npoaykTa
(nopowuka ans
PO34MHyY Ans
iH eKUin Ta
PO3YMHHKKA))

131.

HYBIK/
NUWIQ®

NMOPOLLIOK Ta PO3YUHHUK ANs
PO34MHy Ans iH exuin, 500
MO; 1 pbnakoH 3 NOPOLLKOM,
1 nonepegHbLO 3anoBHEHWUM
LUINPUL, 3 PO34YMHHUKOM MO
2,5 mn (Boga Ans iH'ekwuin)
pa3oM 3 KOMMNIEKTOM Afist
PO3YMHEHHS i

OxkTtadapma
PapmaueBT
nka
MpogykTioHC
rec. m.6.X.

ABcTpis

BeTttep ®apma-
®epriryHr F'm6X &
Ko. KT, HimeuunHa

(BisyanbHa
iHCnekKuis,

BMNPOOYBaHHS

cTabinbHOCTI
PO3YMHHWMKA);

Himevuunna/
LBeuis

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn |
TUMY - 3MiHU BHECEHO A0 iHCTPYKLiT ANs MeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO A0 MaTepianis
peecTpauinHoro aocbe. MNpeacraBnexi 3amiHM B
iHopMaUii 3 6e3neku LWoao BHECEHHS 3MiH Ta
[OMNOBHEHb Ha niacTasi pekomeHaauii CHMP y posaini
NPOEKTY iIHCTPYKLIT AN MeANYHOro 3aCTOCYBaHHS

3a
peuernmom

UA/17140/01/02
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

BHYTPILLHLOBEHHOIO
BBegeHHs (1 aganTtep Ans
BiAKPUTTS donakoHy, 1
rornka-MeTenuk, 2 NpoCoYeHi
CMUPTOM TaMmroHM) B
KapTOHHIl kopobui

BeTtTep dapma-
®epriryHr F'M6X Ta
Ko. KT, Himeuuunna

(Bupo6bHuuTBO,

BUNPOBYBaHHs
SKOCTI, BidyarnbHa

iHCnekuis
PO3YMHHMKA);

Bettep dapma-
®epriryHr F'M6X Ta
Ko. KT, HimeuunHa

(BizyanbHa
iHCnekKuis,

BMNpPOOyBaHHSA
AKOCTi, MapKyBaHHSI

Ta BTOPUHHE
nakyBaHHs
PO34YMHHUKA);

Bettep-®apma
®epTiryHr 'M6X 1a
Ko. KT, Himewuunna

(BunpobyBaHHs

AKOCTI, BidyanbHa
iHCnekuis
PO34YMHHUKA);

Oktadapma Ab,
LLiBeuis (BUpOBHUK,
BiAnoBiganbHWI 3a

BMPOGHMLTBO in

bulk, nepsuHHe

nakyBaHHs1,
BidyanbHy
iHCnekuito,
BMNpPobyBaHHSA Ha
LinicHicTb,

BUNpPOOYBaHHs
SIKOCTI, BUNYCK cepii
KiHLIEBOrO MPOAYKTY

(nopowwka ans
PO34MHyY Ans
iH eKkuin Ta
PO3YUHHWMKA));
Oktadbapma Jeccay
'M6X, HimeyuunHa
(BUPOBHUK,
BignoBiganbHUN 3a
BidyanbHy iHCMeKLjo
Ta BUNpobyBaHHA Ha
uinicHicTb ans

«OcobnMBOCTi 3aCTOCYBaHHS» MOXYTb ByTH
pPEKOMEHA0BaHI [0 3aTBEPAXKEHHSI Ta BHECEHHS B
iHCTPYKLUilO ANs MeQUYHOro 3aCTOCYBaHHS NikapCbKOro
3acoby.

TepMiH BBEAEHHS 3MiH - NPOTSArom 6 Micsiis nicns
3aTBEePAYKEHHSI
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nopoLuka ans
PO34unHy Ans
iH eKLin,
MapKyBaHHA Ta
BTOPUHHE
nakyBaHHsi
KiHLLeBOro npoaykTa
(nopotka ans
PO34unHy Ans
iH ekuin Ta
PO34MHHUKA))
132.| HYBIK/ NMOPOLLIOK Ta PO3YMHHUK 415 OkTaapma ABcTpis Bettep dapma- Himeuumnna/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/17140/01/03
NUWIQ® pO34mnHy ANns iH exuin, 1000 dPapmauesT ®epTiryHr F'm6X & LLseuis TUMY - 3MiHW BHECEHO A0 iHCTPYKLIT ANS MegnyHoro peuernmom
MO; 1 dprakoH 3 NOpOLLIKOM, nKa Ko. KT, Himeuunna 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainy
1 nonepeaHbO 3anoBHEHWUN MpogykTioHC (BisyanbHa "OcobnuBocTi 3acTocyBaHHSA" BiANOBIAHO A0 MaTepianis
wnpuL, 3 PO34YNHHUKOM MO rec. Mm.6.X. iHCnekKuis, peecTpauiHoro aocbe. MNpeacraBneHi 3amiHn B
2,5 mn (Boga Ans iH'eKwuin) BMNpPOOyBaHHS iHdpopmauii 3 6e3neku LWoao BHECEHHS 3MiH Ta
pPa3om 3 KOMMMEKTOM Ang cTabinbHOoCTI [OOMNoBHEHb Ha niacTasi pekomeHgauii CHMP y posaini
PO3YMHEHHS i PO3YMHHUKA); NPOEKTY iIHCTPYKLII ANs MEAUYHOTO 3aCTOCYBaHHSA

BHYTPILLHEOBEHHOIO
BBeAeHHs (1 aganTep Ans
BiAKPUTTS donakory, 1
rornika-MeTenuk, 2 NPoCoYeHi
CNYPTOM TammnoHw) B
KapTOHHIN kopobLi

Bettep dapma-
®epTiryHr F'M6X Ta
Ko. KT, Himeuunna

(BnpobHuuTso,

BMNpPoOYBaHHS

SIKOCTI, BidyanbHa
iHCnekuis
PO34YMHHUKA);

Bettep dapma-
®epTiryHr F'M6X 1a
Ko. KI', HimevunHa

(BisyanbHa
iHCnekKuis,

BUNPOOYBaHHs
SIKOCTi, MapKyBaHHS

Ta BTOPUHHE
nakyBaHHs
PO3YMHHUKA);

Bettep-®apma
®epriryHr F'M6X Ta
Ko. KI', HimeuunHa

(BnpobyBaHHs

SIKOCTI, BidyarnbHa
iHCnekuis
PO3YMHHWMKA);

Oktadapma AB,
LLiBeuis (BUpOOHWK,
BiAnoBiganbHWI 3a

BUPOGHMLUTBO in

bulk, nepBuHHE

«OcobnmBOCTI 3aCTOCyBaHHA» MOXYTb ByTn
peKoMeHA0BaHi [0 3aTBEPKEHHS Ta BHECEHHS B
IHCTPYKLUIiO ANs MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby.

TepMmiH BBEAEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPKEHHSA
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

nakyBaHHs1,
BidyanbHy
iHCnekuito,
BMNPODOYBaHHS Ha
LinicHicTb,
BMNPOOYBaHHs
AKOCTI, BUNYCK cepii
KiHLLEeBOro NpPoAayKTy
(nopowwka ans
PO34MHyY Ans
iH eKkuin Ta
PO34YUHHWMKA));
Oxtadapma [eccay
'M6X, HimeuunHa
(BUPOBHUK,
BiAnoBiganbHWM 3a
BidyanbHy iHCMeKL,jto
Ta BUNpobyBaHHA Ha
uinicHicTb ans
nopoLuka ans
PO34MHY Ans
iH" exuin,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs
KiHLIeBOro npoaykTa
(nopowwka ans
PO34MHyY Ans
iH eKUin Ta
PO34MHHUKA))

133,

HYBIK/
NUWIQ®

MOPOLLIOK Ta PO3YUHHWUK AN
pO34MHy Ans iH ekuin, 2000
MO; 1 pnakoH 3 NOpOLLKOM,
1 nonepegHbLO 3anoBHEHWUM
LUNPUL, 3 PO34YUHHUKOM MO
2,5 mn (Boga Ans iH'ekuin)
pa3oM 3 KOMMNMAEKTOM Ans
PO3YMHEHHS i
BHYTPILLHBOBEHHOIO
BBeAeHHs (1 aganTtep ans
BiAKPUTTS donakoHy, 1
rornka-MeTenuk, 2 NpoCcoYeHi
CNUPTOM TammnoHu) B
KapTOHHiI kopobLyi

Oktagapma
dapmaresT
nka
MpopaykTioHc
rec. Mm.6.X.

ABCTpis

Bettep ®apma-
®epTiryHr F'M6X 1a
Ko. KT, HimeuuunHa

(BnpobHuuTso,

BMNpPOOyBaHHS
SIKOCTI, BidyarnbHa

iHCnekuis
PO34YMHHUKA);

BeTtTep ®apma-
®epriryHr M'M6X Ta
Ko. KI', HimeuunHa

(BisyanbHa
iHCnekKuis,

BMNPOOYBaHHS

cTabinbHoCTI
PO3YMHHWMKA);

BeTttep dapma-
®epTiryHr TM6X Ta
Ko. KI', HimeuunHa

HimewumnHa/
LLBeuis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu |
TUNYy - 3MIHW BHECEHO [0 iHCTPYKLUii ANst MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3sainy
"OcobnuBocTi 3acTocyBaHHSA" BiANOBIAHO A0 MaTepianis
peecTpauinHoro aocbe. MNpeacraBnexi 3mMiHM B
iHpopmalLlii 3 6e3neku oo BHECEHHS 3MiH Ta
[ornoBHeHb Ha niacTasi pekoMmenaauii CHMP y posgini
NPOEKTY IHCTPYKLi AN MEAUYHOTO 3aCTOCYBaHHSI
«OcobnmBoCTi 3acTocyBaHHSA» MOXYTb OyTH
PEKOMEHAOBaHI [0 3aTBEPAKEHHSI Ta BHECEHHS B
iHCTPYKLUilO ANS MeQUYHOTrO 3aCTOCYBaHHS IiKapCbKOro
3acoby.

TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiliB nicns
3aTBEPAKEHHSI

3a
peuenmom

UA/17140/01/04




51 [TponoBkeHHs qomarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(BisyanbHa
iHCnekKuis,
BMNPOOYBaHHS

AKOCTi, MapKyBaHHs
Ta BTOPUHHE
nakyBaHHS
PO3YMHHMKA);
Bettep-®apma
®epTiryHr F'M6X Ta
Ko. KT, HimeuunHa
(BnNpobyBaHHs
SKOCTI, BidyarnbHa
iHCnekuis
PO34YMHHUKA);
Oxtadhapma AB,
LLBeuis (BMPOBHWK,
BiAnoBiganbHWM 3a
BUPOBHMLTBO in
bulk, nepsuHHe
nakyBaHHs1,
BidyarnbHy
iHCnekujto,
BMNpobyBaHHSA Ha
UinicHicTb,
BMNPOOyBaHHS
SIKOCTIi, BUNYCK cepii
KiHLLeBOro NpoayKTy
(nopowuka ans
PO34MHyY Ans
iH ekUin Ta
PO3YUHHWMKA));
Oxtadapma [leccay
'MG6X, HimeuunHa
(BMPOBHMK,
BiAnoBiganbHWI 3a
BidyarnbHy iHCMEeKLio
Ta BUNpobyBaHHA Ha
uinicHicTb ans
nopoLuka Ans
PO34MHyY Ans
iH" eKLin,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs
KiHLLeBOro npoaykTa
(nopotwka ans
PO34uMHy Ans
iH eKUin Ta
PO34MHHUKA))
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
134 HYMETA G19E | emynbcis ans iHdysii; no Bakctep Benbrisa BUNPOBYBaHHsI Benbrisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | 3a UA/17606/01/01
1000 mn (50 % po3unH C.A. KOMMOHEHTIB Tuny - 3MiHM 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. peuenmom
rnioko3n — 383 mn; 5,9 % ckragy; KoHTponb gonomixkHux peyoBuH. 3MiHa y MeToaax
PO34MH amiHOKMCIOT 3 BUNPOBYBaHHs BMNPOBYBaHHSI AOMOMIXXHOT PEHOBUHM (iHLLi 3MiHW Y
enekTponitamu — 392 mn; NPOMiXKHOTO MeTofax BUNpobyBaHHs (BKNoYarum 3aMiHy abo
12,5 % ninigHa emynecia — NpPoAYKTY (CyMmiLu [0[aBaHHs)) - BHeCeHHs 3MiH y Cneuudikaito/
225 mn) y TpukamepHomy aMiHoKucnoT); MeToauky BUNpobyBaHHS Ha JOMOMiXHY PEYOBUHY
NNacTyKoBOMY MakeTi. BMPOBOHMLTBO docdaTng SEYHUIA OUYNLLEHNIA, a Came [OMOBHEHHS
TpuKamepHUIN NNAacTUKOBWN cuctemm TECTOM NS 3anuLLIKOBOrO PO3YMHHMKA eTaHomMy; 3MiHu |
nakeT ynakoBaHun y KOHTeWHep/3aKynop Tmny - 3MiHn 3 akocTi. CepTudikat BignosigHocTiI/lE-
3aXUCHY NNiBKOBY OBOMOHKY, t10BanbHWii 3acio; cepTudikaT BiANOBiAHOCTI €BpONEnCchKi
O MICTUTb NOrNMHAY KUCHIO BUPOBHMLUTBO capmakonei/MmoHorpadii. 3MiHK, NoB'A3aHi 3
Ta iHAMKaTOpP KWCHIO; Mo 6 nikapcbkoro 3acoby, HeobXiAHICTIO NpMBeAeHHs y BiAMOBIAHICTL A0
NakeTiB Y KapTOHHi kopoobui HaMoOBHEHHS, MoHorpadii AdY abo €Bponericbkoi dhapmakonei, abo
NOKPUTTS 3aXUCHOK iHLWOI HauioHanbHOT dhapmakonei aepxasu €C (3miHa y
060r0oHKO0 cneuudikauii HecbapmakoneriHoro A®| ansa npuseaeHHSA
(overpouching); y BignoBigHicTb fo Bumor ®Y abo €BponencobKoi
cTepunisadia Ta capmakonei, abo iHLWOI HalioHanbHOT dhapmakonei
yrnakoBKa; Aepxasu €C) - [lonomixkHa peqoBrHa/BUXIGHWI
BMNpPOOyBaHHS marepian ans supobHunytea A®I - npuBeaeHHs
nikapcbkoro 3acoby; cneumdikauii Ta aHaniTUYHUX METOAMK A58 OMOMIDKHOT
BMNYCK cepii: peyoBuHM hocaTna SE4HNIN O4ULLEHUI Y BiANOBIAHICTD
Bakctep C.A., A0 moHorpadii EP. Takox 3MiHM BHECEHO B iHCTPYKLItO
Benbris Ansi MeguyHoro 3acTocyBaHHs y p. "Cknaa" (GonoMixHi
PEeYOBWHM) 3 BiANOBIAHNMMN 3MIHAMW Y TEKCTI
MapKyBaHHS YNakoBKM fikapcbkoro 3acoby. BBegeHHs
3MiH NpoTsirom 6 MicsiLiB Micns 3aTBEpPAXKEHHS
135, OBAPIYM PO34MH ANS iH'eKuin; no 2,2 Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/3973/01/01
KOMNO3UTYM | mn B amnyni; no 5 amnyny Xavnbmitte a Xannbmittenb TMMy - 3mMiHW wopao 6e3nekun/edpekTmBHOCTI Ta peuenmom
KOHTYPHI YapyHKOBIW nb Xeenb Xeenb M'M6X dapMakoHarnagy - BHeceHHs iHgopmadii npo
ynakosui; no 1 abo 2, abo m6X dnyopecueHuijio eTukeTkun y n. 6 IHLWE TekcTy
20 KOHTYPHUX YapyHKOBUX MapKyBaHHs1 NEPBMHHOI YNaKOBKM NikapCbKOro 3acoby
ynakoBOK y KopobLii 3
KapTOHY
136.| Onisd XMENO pianHa (cybcTtaHuis) y AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | - UA/14245/01/01
riakoHax CKNAHUX ANns "®papmak” TUMY - BHECEHHS 3MiH O MeTOAiB KoHTporto J13, a came
dapmaLeBTU4HOro n. «[ycTtuHax: BpaxoBytoun Te, WO ryCTUHY npenapary
3acToCyBaHHs BM3Ha4alTb MeToaoM 1 abo Ha cepTudikoBaHOMY
aBTOMaTUYHOMY LIMOPOBOMY FYCTUHOMIPI (3 TOYHICTIO
BuMiptoBaHHs 0,0001 r/cm3), B AaHOMy TecTi
3anuwaeTbcs nocunanHs Ha oY, 2.2.5. 6e3
KOHKPETHOrO 3a3HayeHHs MeToAy BUNPODOYBaHHS.
3anponoHosaHo: n. NyctuHa (APY, 2.2.5) Big 0,810
r/cm3 po 0,890 r/cm3; 3miHM | TUNY - BHECEHHS 3MiH 00
TepMmiHy npugatHocTti A®I; 3anponoHoBaHo: 12 Micsuis
137, OMENPA30 kancynu rno 20 mr; no 10 TOB YkpaiHa TOB "Actpadapm" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a UA/9067/01/01
Kancyn y 6nictepi; no 1 abo "AcTpadapm TUMY - 3MiHK 3 sikocTi. FoToBMI Nikapcbkuit 3acib. 3MiHNM y | peyenmom
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

3 6nictepu B kopobuLii 3
KapTOHY

BMPOBOHMLTBI. 3MiHa po3mipy cepii (BkMoYaoum diana3oH
po3Mmipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLueHHs oo 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
po3mipoM) - BBBEAEHHS 4OAATKOBOro po3Mipy cepii
roTOBOro fikapcbkoro 3acoby. 3anponoHosaHo: 500 000
oauHuub (50 000 Ne10 (10x1); 16 666 Ne30 (10x3); 618
000 oguHMUb

138,

OHOAHCETPO
H

PO34MH Ans iH'ekuin, 2 Mr/mn
no 2 mn abo 4 mn B amnyni;
no 5 amnyn B kaceTi; no 1
KaceTi B nayui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYUIA

LEeHTP
"BopLuiariscb
KW XiMikO-
tapmaueBT
WNYHUIA
3aBop"

Ykpaina

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BMPOBHWYMIA LEHTP
"bopLuarisCcbkui
XiMiKO-
dhapmaueBTU4HNIA
3aBoa"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu |
VMY - 3MiHW 3 AKOCTi. FoTOBMI Mikapcbkuin 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKMovakoun gianasoH

po3Mmipy cepii) roTOBOro nikapcbkoro 3acoby

(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXEHUM

po3mipoM) - 36inbLueHHst po3amipy cepii 3.
3anpornoHoBaHo: amnynu no 2 mn: Big 21 750 amnyn go
41 420 amnyn; amnynv no 4 mn: Big 10 250 amnyn go 20
240 amnyn; 3MiHW | TUNY - BHECEHHS 3MiH OO
CreuudpikaLii nepBuHHOro matepiany (amnynm),
30KpeMa: 3MiHa KpUTepIiiB NPUAHATHOCTI 3@ NOKa3HWUKOM
"lgponiTuynHa cTivikicTs" gns amnyn 2 mn 3 "He GinbLue
1,8" Ha "He Binblue 1,6"; ans amnyn 5 mn 3 "He GinbLwe
1,3" Ha "He Ginbwe 1.0"; 3MiHM | TUNY - BHECEHHSA 3MiH 0
CneuudpikaLii nepBuHHOro matepiany (amnynm),
30Kpema: 3MiHa NepioaNYHOCTI KOHTPOSTIO MOKA3HMKIB
akocTi "MakcumansHe nponyckaHHs csitna (%)",
"TigponiTuyHa cTinkicTb", "ApceH"; BHECEHHSI He3HaYHMX
pepakuinHux npasok Ao p. "Onuc" Ta "Po3mipn”.
BHeceHHsi yTouHeHHs go p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acib woao
rigPONITUYHOrO Knacy CTINKOCTi NEPBUHHOIO
nakyBanbHOro MaTepiany; 3anpornoHoBaHo: [okasHukn
akocTi: (MakcumanbHe nponyckaHHs caitna (%)%,
laponiTnyHa cTivikicTb®, ApceH™*) * - KoHTpontooTb
KOXHY NepLuy Ta M'ATy cepito MOTOYHOTO POKY KOXHOTO
BMPOGHMKa KOXXHOro po3mipy. TecT "MakcumanbHe
nponyckaHHs cBiTna (%)" BUKOHYETbCA AN aMmnyn
OpyHaTHOro Komnbopy.

** - KOHTPOMIOKOTh 3riAHO cepTudikaTta BUPoBHUKE; 3MiHM
| TMNy - BHeceHHs 3miH fo Cneumdikauii nepByHHOro
marepiany (amnynu), 3okpema: 3MiHa Kputepiis
NPUNHATHOCTI 3a Noka3HukoM "MakcumansHe

nponyckaHHs citna (%)"ans amnyn no 2 mn 1a 5 mn.

3a
peuenmom

UA/3803/02/01

139.

O®DTAKBIKC®

Kpanni o4Hi, 5 mr/mn; no 0,3
MI Y THBMK-KpanenbHuLj; No

CaHteH AT

QiHnaHAain

Hekct®apma AT,
OiHnaHaia

QiHngHain

BHECEHHS 3MiH [0 peecTpauinHuX MaTepianis:
BMNPAaBIEHO TEXHIYHY MOMMUIIKY B TEKCTi MapKyBaHHsi

3a

peuernmom

UA/11401/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
10 TOOVK-KpanenbHUUb Y (BMPOBHYMK ynakosku J13, 3atBepaxeHomy Hakaszom MO3 YkpaiHu
nakeTi 3 donbru; no 1 BiANoOBiAaNbHUA 3a Bia 16.06.21 p. Ne 1225, a came: Buny4eHo gybnioBaHHsi
nakeTy B KApTOHHIl KOpOOLi BUPOBHMLTBO in TEKCTY MapKyBaHHS POCIICbKOK MOBOIO, ke He Byno
bulk, nepsuHHe Ta 3aTtBepakeHo Hakazom MOS3 Ykpainm Big 13.04.21 p. Ne
BTOPUHHE 721. 3a3HaveHe BUNpaBMeHHs BiAnNoBiAae apxiBHUM
nakyBaHHs, MaTepianam peecTpauifHOro 4ocbe
KOHTPOMb SKOCTI);
CaHTeH AT,
dinnaHain
(BMPOBHYMK
BignoBiganbHWM 3a
BMNYCK cepii)
140.[ NNALUEHTA PO34nH Anis iH'ekuin, no 2,2 Bionoriwe HimeyuuH Bionoriwe Himeuumna BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3MiHu | 3a UA/2465/01/01
KOMNO3UTYM | mn B amnyni; no 5 amnyn y Xavnbmitte a Xannbmittenb TMny - 3MiHM wopao 6e3nekun/edpekTmBHOCTI Ta peuernmom
KOHTYPHIV YapyHKOBIW nb Xeenb Xeenb M'M6X dapmMakoHarnagy - BHeCeHHs iHdopmadii npo
ynakosui; no 1 abo no 2, abo m6X dnyopecueHLuito eTukeTkn y n. 6 IHLE TekcTy
no 20 KOHTYPHUX MapKyBaHHs1 NEPBMHHOI YNaKOBKM NikapCbKOro 3acoby
YapyHKOBWX YNaKoBOK B
KopobLi 3 KapTOHY
141 NONIQEKCA Kpanni BYLUHi, pO34uWH, No JTaBopaTopii dpaHuis dapmacTep ®paHuin BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/2699/01/01
10,5 mn y donakoHi; no 1 Bywapa TUMY - NogaHHst oHoBrneHoro CepTudikaTty BigNOBIAHOCTI | peyenmom
dnakoHy 3 MiNeTKot B Pekopaari €sponericbkint hapmakonei R1-CEP 1999-184 Rev 03
KapTOHHil kopobui ans APl HeomiunHy cynbdary Bif BXxe 3aTBEpKEHOro
BMpo6HmKa Pharmacia & Upjohn Company LLC, USA
AKUA 3MIHVB HaMEHYBaHHS;
3MiHu | TUNy - nogaHHs oHoBrneHoro CepTudikaty
BignoBigHocTi €Bponelickkin dhapmakonei R1-CEP 2011-
029 Rev 01 gna A®I HeomiuuHy cynbdaty Big BXe
3aTBepakeHoro BupobHuka Yichang Sanxia
Pharmaceutical Co. LTD, CHINA; 3anponoHoBaHo: R1-
CEP 2011-029 Rev 01
142.| NPOCMNAH® cupon no 100 mn, 200 mn y Exrensrapg HimeuumH BUPOGHMLTBO, HimeuumHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | be3 UA/0672/02/01
cupon BIA dnakoHi; no 1 dpnakoHy ApuHanmitt a nakyBaHHs1, TMNy - oHoBNeHHs p. 3.2.8.5 CtaHpgapTHi 3pa3ku abo peuernma
KALLIKO pa3oM 3 MipHOI YaLLKOK B enb Mv6X & KOHTPOIb SKOCTI, npenapaTtu, a came: BBegeHHst pestome BUKOPUCTaHMX
KapTOHHiI kopobui Ko.KI BUMYCK cepii: eTarnoHHWX cTaHaapTiB. a-Hederin: BKMOYEHHSI HOBUX
EHrensrapa AaHuX aHanidy napTii pa3oM i3 BigNOBIAHOI TEXHIYHO
ApuHanmiTTens indpopmauieto Big PhytoLab Pobounii ctangapt nponin-
'm6X & Ko.KT, 4-rippokcnbeHsoaTy: 3amiHa cneundivyHMX AaHux Ansi
HimeuumnHa; napTii Ha GinbLu 3aranbHWIA onuc kBanigikauii po6oyoro
nepBuHHe CTaHaapTy, AoAaBaHHS 3paska cepTudikarty
nakyBaHHs1, niaTBEpAKEHHS PO60OYOro eTanoHHOro ctaHaapTy (BMiCT
BTOPWHHE pobo4oro cTaHgapTy BU3HaYa€eTbCst 3a JOMNOMOro

nakyBaHHs: Mepy,

dapma 'mbX i Ko.

KraA, HimeuunHa;
nepBUHHE
nakyBaHHs1,
BTOPUHHE
naKyBaHHs:

BEPX BignosigHo no EP moHorpadis Ha nponin-4-
rigpokcmbeHsoart). Hederacoside C: MNepBuHHMI
eTanoHHWI CTaHAapT 3MIHEHO i3 CyXOro eKCTpaKTy NUCTs
nntowa HRS Ha KinbKiCHUA NEPBUHHWIA €TanOHHUIA
ctaHgapT Hederacoside C Big PhytoLab. BkntoueHHsi oo
MaTepianis NOBHOI AOKyMeHTaUil NepBUHHOIO
eTarnoHHOro cTaHaapTy. (AnbTepHaTUBHUIA) poboynii
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
JlixreHxenbat Mm6X cTaHgapT: kBanidikauis poboyoro ctaHaapTy,
dapmaueBTnyHa afanToBaHa [0 HOBMX cneumdikauii BunpobyBaHb
dabpwika, po6oyoro ctaHgapTy, BuganeHHs ctapux xpomatorpam
Himeuunna Khellin Ta Aescin; 3miHu | Tuny — oHoBneHHs p. 3.2.P.6
CrangapTHi 3pasku abo npenapatu, a came: 1.
BupaneHo iHpopmaLito Wwoao eTanoHHNX peyoBuH
Aescin Ta Khellin, ockinbku BoHu GinbLue He onucyoTbCst
B moayni 3.2.S.5. 2. Metun-4-rigpokcmbeHsoar:
BKIMIOYEHO OMNWUC OCHOBHOrO €TanNoOHHOro CTaHdapTy Ta
onuc keanigikauii pobo4oro eTanoHHOro ctaHaapTy
pasom 3i 3paskom cepTudikaTty sSKkocTi poboyoro
CTaHZapTy; BUAaneHo 3pasok cepTudikaTty sKocTi
BVXiAHOI CMPOBWVH; 4OAAHO YMOBM 36epiraHHsa Ta nepioa
NOBTOPHOro BUNpobyBaHHA Ans pobo4yoro eTanoHHOro
ctangapty. 3. Copbart kanito: BKMHOYEHHs onucy Ta
[OKyMEeHTaLii OCHOBHOIO €TanoHHOro CTaHaapTy
(noctavanbHuk: HWI rpyn). CepTtudikaT sKkocTi
cvpoBuWHM (cneuudikauis: Eur. Ph.) 3amiHeHo 3paskom
cepTudikaTy SKOCTi poBOYOro eTanoHHOro CTaHAapTy;
3MiHn | TUny - oHoBneHHss CE cepTudikaTy Ha MipHUI
CTakaH Ta BignoBigHe OHOBMNEHHA MaTepianis
peecTpauinHoro gocke (posain 3.2.R Regional
Information)
143, PE3NOAQ Kpanni o4Hi, po3uuH 2 %; no | ®APMATEH peuis BTOPUHHE peuis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/14430/01/01
5 mn y dpnakoHi- C.A. nakyBaHHs, TMny - AGMiIHICTPaTuBHI 3MiHW. BunyyeHHs BupobHuyoi | peyenmom
KpanenbHu1ui; No 1 rakoHy- KOHTPOIb SIKOCTI, AinbHUUI (BKMoYatoun ginbHuui ans A®I, npomixHoro
KpanenbHWLi Y KapTOHHIN BUMYCK Cepint: npoaykTy abo rotoBoro rikapcbkoro 3acoby, ginbHuLi
Kopoo6ui ®apmareH C.A., ANs NPOBeAEHHs MaKyBaHHSA, BUPOBHMKa,
Mpeuis; BiAMOBIAANbLHOrO 3a BUMYCK Cepili, MiCLie MPOBEAEHHS
BMPOGHMLUTBO KOHTponto cepii) abo noctayanbHUKa BUXigHOIO
Hepo3dacoBaHOro martepiany, peareHTy abo JOMOMKHOI PEYOBUHM (SIKLLO
npenapary, 3a3HayeHo y A0Cbe) - BunyyeHHs anbTepHaTUBHOrO
nepBrHHe Ta BMPOGHMWKa, BiAMNOBiAaNbHOrO 3a BUMYCK Cepiii roTOBOroO
BTOPUHHE nikapcbKoro 3acoby, a came Buny4yeHHs komnaxii ®amap
nakyBaHHs, A.B.E. (3aBog Animoc), peuis. Pewuta BMpobHNYmMX
KOHTPOrb SIKOCTi: YHKLUIN, SKi BUKOHYE Liet BUPOOHWMK 3anuwwaeTbest 6e3
damap A.B.E. 3MiH. TakoX 3MiHV BHECEHI B iHCTPYKLIiO AN MEAUYHOrO
(3aBog Animoc), 3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ainu
peuis "Brpo6Huk" Ta "MicuesHaxomgkeHHs1 BUpobOHuKa Ta
agpeca MicLa NpoBaKeHHS NOro AisnbHocTi" 3
BiAMOBIAHVMU 3MiHAMW B TEKCTi MapKyBaHHS YNaKoBOK.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEpPAKEHHSA
144 PECTPYKTA pO34mH ans iH'ekyin no 2,0 Bionoriwe HimeyuuH Bionoriwe Himeyunna BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/4245/01/01
neo M B amnyni; no 5 amnyn y Xannbmitre a Xannbmittenb ™My - 3MiHu Woao besnekn/edekTUBHOCTI Ta peuenmom
IH'€KLIOHE C KOHTYPHIi YapyHKOBIW nb Xeenb Xeenb M'mb6X dapmakoHarnagy - BHeCeHHs iHgopmadii npo
ynakosLi; no 1 abo no 2, abo vm6X dnyopecueHuijio eTvkeTku y n. 6 IHLWE Tekcty
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 10 KOHTYPHUX MapKyBaHHS1 NEPBMHHOI YNakoBKW NikapCbkoro 3acoby
YapyHKOBUX YNaKOBOK y
KopobLi 3 KapTOHY
145, PULIMHOBA onist opaneHa no 30 r abo no MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | bes UA/9198/01/01
oniAa 100 r y donakoHax "®ITOPAPM TMNYy - 3MiHK 3 siKoCTi. FOTOBMI Nikapcbkui 3acib. peuenma
" KoHTponb rotoBoro nikapcbkoro 3acoby - BHECEHHS 3MiH
Ao Cneuundikauii/meTogis koHTpornto skocTi 113, a came
3MiHa KinbKoCTi dornakoHiB y p. «Maca BMICTYy ynakoBKu»;
B p. «PO34MHHICTb» BUNpaBneHo NoMuUnKy nepesoa 3
POCINCBLKOI MOBM; 3a3HAa4YE€HO MOCUMaHHS Ha Ailody
pepakuito APY B p. «MikpobionoriyHa yncToTa
146. PIANTPIC crpei HasanbHUi, "meHmapk IHgis "meHmapk IHais BHECEHHS 3MiH 4O peecTpauiiHMx maTtepianis: 3MiHu | 3a UA/18235/01/01
[030BaHNI, CycneHsis, no dPapmacbioT dapmacbtoTrkan3 TUny - 3miHu 3 AkocTi. CepTudikat BignosigHocTi/lE- peuenmom
56 abo 240 go3 y vkana Jita., nTo. cepTudikaT BianoBiaHOCTI €BpONenchbKin
nonieTuneHoBoMy OaKkoHi; capmakonei/MmoHorpadii. 3MiHK, NoB'A3aHi 3
no 1 pnakoHy 3 403yHUUM HeOoOXiaHICTIO NpMBeAEeHHS Y BiANOBIgHICTb 4O
HaCOCOM-PO3MNuIoBaYeEM, MoHorpadii dY abo €eponelicbkoi dhapmakonei, abo
3aKpUTUM KOBMAYKOM, y iHLWOT HaLioHanbHOI hapmakonei aepxaeun €C - 3MiHK
KapTOHHIN kopobu,i 3 BHOCSITbCH 3 METOI0 Y3rogXeHHs cneundikauii A®I
MapKyBaHHSAM YKPaAiHCbKOO MoMeTa3oHy dypoaty 3 BUMoramu MoHorpadii €P
MOBO
147.| POAKKYTAH® kancynu no 20 mr; no 10 d.XodbpmaH | LWsernuapi | KeteneHT Ikepmadi | HimeudnHa/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/2865/01/01
Kancyn y 6nicrepi; no 3 H-J15 Pow A E6epbax m6X, LLisenuapis TUMY - BHECEHHS 3MiH 0 MaTepianiB peecTpauiiHoro peuenmom
Gnictepu B kOpoOLi 1o Himeuyunna [OCbE, a caMe 3aMiHa 3aTBepaXeHoil npoueaypu
(BUpOBHMLTBO TEeCTYBaHHS iHOeHTUIKauUii ANs rniuepuHy KornbopoBOi
Hepo3dhacoBaHoi peakuii Ha I4-cnekTpockonito AN 4ONOMIXKHOT pe4YOBUHM
npoaykuii); ®. 3anisa okcua YepBOHUM

XohdpmaHH-I1a Pow
JIta, Weenuapis
(BunpobyBaHHs

KOHTPOIIO AKOCTi);
®.XocbpmaHH-Ig
Pouw NTa,
LLiseniapis
(nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
BMNpPOOyBaHHS
KOHTPOIO AKOCTI,
BUNYCK cepii)

3anponoHoBaHo: Glycerol identification: IR
spectroscopy. BBeaeHHsi 3mMiH npoTarom 6-tu micsiuiB
nicnsa 3aTBepAXeHHs; 3MiHW | TUNY - BHECEHHS 3MiH 0
mMaTepianis peecTpauiiHoro 4ocbe, a came
BUMNPAaBIEHHsI T OHOBMNEHHSA MeTOoAY aTOMHO-
abcopbuiiHa cnekTpoMeTpist AN BUSHAYEHHSI
HeopraHiYHMX JOMILLIOK CBUHLIKO ANst AOMOMIXKHOT
peyYoBUMHM 3ani3a okcua YepBoHWI. BBeaeHHs 3MiH
NPOTSArom 6-Tv MicsILiB NicNs 3aTBEPOXEHHS; 3MiHN |
TUNYy - BHECEHHS 3MiH 4O MaTepianiB peecTpauinHoro
[OCbE, a Came BUMNPaBIIEHHS Ta OHOBMEHHSA MeToay
aToOMHO-abcopbuiliHa cnekTpoMeTpist AMst BUHAYEHHS
HeopraHiYHMUX JOMILLOK PTYTi AN SOMNOMDKHOI pe4OBUHU
3arnisa okcua YepBOHWI. BBeAeHHS 3MiH npoTarom 6-Tu
MicsLiB nicns 3aTBepOXKEHHS; 3MiHW | TUNY - BHECEHHSA
3MiH 4O MaTepianiB peecTpaLinHOro A4ocbe, a came
3amiHa 3aTBepKeHOro MeToAly KOHTPOI0 aTOMHO-
abcopbuiriHoi cnekTpomeTpii (AAS) Ans AONOMIKHOT
PeYvOBMHYM 3ani3a OKCKA YEPBOHWI Ha Mac-
CNEeKTPOMETPIlO 3 iIHAYKTMBHO 3B’si3aHot0 nnasmoto (ICP-
MS). BBeieHHs1 3MiH NpoTarom 6-Tu MicsuiB nicnsi
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ynakoeka)

eupobHUKa

Peecmpauyitina npouyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

148,

POAKKYTAH®

kancynu no 10 mr; no 10
kancyn y énicrepi; no 3

. XodbpmaH
H-I1a Poww

Lsenuapi
a

KeTteneHt [xepmaHi

Himeuumnna/

3aTBEPKEHHST; 3MiHM | TUNY - BHECEHHS 3MiH 40
MaTepiarniB peecTpauiiHoro 4OCbE, a Came OHOBIEHHS
crneumdikauii 4na ONOMIDKHOI pe4OBMHM 3ariisa okeug
YepBOHMI (goAaBaHHSA 4ONYCTMMOI Mexi cneundikauii
ans Hikento (Nickel — NMT 200 ppm)). BeeaeHHs 3amiH

NPOTArom 6-T MicsLiB Nicnst 3aTBEPYKEHHS; 3MiHM |
TUMY - BHECEHHS 3MiH A0 MaTepianiB peecTpauiiHoro
0OCbE, a caMe OHOBMEHHs cneuundikauii Anst OMNOMDKHOT
pEeYOBMHM 3arni3a okCua YepBOHWUI (foAaBaHHS

AonycTumoi mexi cneundikauii gns xpomy (Chromium —

NMT 100 ppm)). BBegeHHsi 3mMiH NpoTaroM 6-tn micsauis

nicnsa 3aTBepAXeHHs; 3MiHW | TUNY - BHECEHHSA 3MiH OO

MaTepiarniB peecTpauiiHoro 4OCbE, a Came OHOBIIEHHSA

crneundikaii 4na ONOMKHOI peYOBMHM 3arida okeug

YepBOHUI (BuganeHHs n. CeneH (Selenium — NMT 1

ppm)). BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
3aTBEPAKEHHSI

6nictepu B kOpobLi

Ntg

E6epbax m6X,
Himeuunna
(BUpOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii); ®.
XodbdpmaHH-Ta Powwu
JIta, Weenuapisa
(BunpobyBaHHS
KOHTPOIO AKOCTi);
®.XocbdpmaHH-Ia
Pow JTg,

LLiseniuapis
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BMNpPOOyBaHHS
KOHTPOMIO SIKOCTI,
BUNYCK cepii)

LLiBeviuapis

BHECEHHS 3MiH O peecTpaLinHUX maTepianis: 3MiHu |
TUMY - BHECEHHS 3MiH 0 MaTepianiB peecTpauiiHoro
AOCbE, a came 3aMiHa 3aTBEePXXEHOI npoLeaypu
TEeCTYBaHHS iHOeHTUIKauii Ans rniuepuHy KornbopoBOl
peakuii Ha |Y-cnekTpockonito Ans A4OMOMIKHOI PEYOBUHM
3arnisa oKcuA YepBOHMN
3anponoHoBaHo: Glycerol identification: IR
spectroscopy. BBeaeHHsi 3mMiH npoTarom 6-tu micsiuis
nicnsi 3aTBepaXeHHs; 3MiHun | Tuny - BHECEHHS 3MiH A0
mMaTepianis peecTpauiiHoro 4ocbe, a came
BUMNPAaBIEHHSI T OHOBMNEHHSA MeTOAY aTOMHO-
abcopbuiviHa cnekTpomeTpis Anst BUSHAYEHHSs!
HeopraHiYHWUX JOMILLIOK CBUHLIKO ANs AOMOMIXKHOT
peyYoBUMHM 3ani3a okcua YepBOHWI. BBeaeHHs 3MiH
NPOTArom 6-Ty MiCALIB MiCNsi 3aTBEPOXKEHHST; 3MiHM |
TUNYy - BHECEHHS 3MiH 4O MaTepianiB peecTpauinHoro
[OCbE, a Came BUMNPaBIIEHHS Ta OHOBMEHHA MeToay
aTOMHO-abcopbLiiHa CnekTpoMeTpist ANst BUSHAYEHHS
HeopraHiYHMX JOMILLOK PTYTi AN JOMNOMDKHOI pe4OBUHU
3arnisa okcua YepBOHWI. BBeAEeHHSA 3MiH npoTarom 6-Tn
MicsLiB micnsi 3aTBEPOXKEHHS; 3MiHM | TUNY - BHECEHHS
3MiH 4O MaTepianiB peecTpaLinHOro Aocbe, a came

3amiHa 3aTBepKeHOro MeToAly KOHTPOI0 aTOMHO-
abcopbuiriHoi cnekTpomeTpii (AAS) Ans AONOMKHOT
PEYOBUHYM 3ani3a OKCuA YepPBOHUIA Ha Mac-
CNEeKTPOMETPIlO 3 iIHAYKTMBHO 3B’A3aHoto nnasmoto (ICP-
MS). BBeaeHHS 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPKEHHST; 3MiHM | TUNY - BHECEHHS 3MiH 40
MaTepiarniB peecTpauiiHoro JOChbE, 8 Came OHOBJIEHHS
cneundikaLii 4na ONOMIKHOI pe4OBMHM 3ariiza okeug

4YepBOHMWI (doaaBaHHs 4oNyCTUMOT Mexi cneumdikaLii

3a
peuenmom

ans Hikento (Nickel — NMT 200 ppm)). BBegeHHs 3miH

UA/2865/01/02
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NpOTArom 6-Tv MiCSILIB Micnsi 3aTBEPOXKEHHS; 3MiHN |
TUMY - BHECEHHS 3MiH A0 MaTepianis peecTpauiiHoro
[OCbE, @ caMe OHOBIIEHHS cneuudikauii Ans ONOMiKHOT
peYoBUHM 3ani3a okcua YepBOHWUI (foAaBaHHSA
AonycTumoi mexi cneundikauii gns xpomy (Chromium —
NMT 100 ppm)). BBeaeHHst 3MiH npoTarom 6-t1 Micauis
nicns 3aTBepaXeHHs; 3MiHun | Tuny - BHECEHHS 3MiH A0
MaTepiarniB peecTpauiiHoro 4OCbE, a Came OHOBIEHHS
crneumdikauii 4na 4ONOMIDKHOI pe4OBMHM 3ariisa okeug
yepBoHuI (BMaaneHHs n. Cenex (Selenium — NMT 1
ppm)). BBeaeHHs 3miH npotarom 6-tu micauis nicns
3aTBEPAKEHHS
149, POTATEK PO34MH OpasnbHWN, NO OAHIN Mepk Wapni | LWeenuapi Mepk Wapn i Joym Hipepnangn BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MiHu || 3a UA/18589/01/01
BAKUMHA ONA | gosi (2 mn) y nonepeaHso Hoym IOEA A B.B., Higepnanan / CWWA TUMY - 3as8BHWKOM HaZaHo OHOBrieHun lNnaH ynpaeniHHa | peyenmom
MPO®INAKTUK | 3anoBHeHin Ty6i Ne1 B m6X (mo3Bin Ha Bunyck puavkamu Bepcist 8.0. 3MiHN BHeceHo A0 YacTuH: ||
n 3aXMCHOMY MakeTi B cepii); Mepk LWapn i «Cneundpikauis 3 6esneku» (mogyni CVII
POTABIPYCHO | kapToHHili kopobui Hoym Kopn., CLLA «lgeHTndikoBaHi Ta NnoTeHuinHi pusnkmy, CVIII «Pestome
T IHOEKLI, (BUPOBHMUTBO, npo6nem 6eanekn»), Il «MnaH 3 hapmakoHarnagy», V
XUBA, nepBuHHE Ta «3axoam 3 MiHimisauii pusukie», VI «Pestome nnaHy
NMEPOPAJBHA, BTOPUHHE ynpaeniHHs pusukamuy, VIl «Jogatkun» y 3B’s3Ky 3
NEHTABAJEH nakyBaHHs, BMAAnNeHHAM yCix pUsunKiB Ta BigCyTHBOI iHdhopMaLii 3
THA/ KOHTPOb SKOCTI) nepeniky nuTaHb 3 6e3neku Ha niacTasi pekomeHaaLii
ROTATEQ™ PRACuwogao npusefeHHst ctpyktypu MYPa go sumor
ROTAVIRUS GVP Module V Risk Management Systems Rev.2.
VACCINE, Pestome MNnaHy ynpasniHHa puankamu Bepcis 8.0
LIVE, ORAL, fopaetbes
PENTAVALENT
150., CAPOTEH TabneTku, BKpUTI NNiBKOBOO Tlynn6ek OaHis EypodiHc Biodpapma OaHis BHECEHHS 3MiH 10 peecTpauiiHUX MaTepianis: 3MiHu || 3a UA/2207/01/02
obornoHkKoto, no 25 mr, no Ekcnopt A/C MpopakT TecTiHr TUMY - 3MiHW BHECEHO A0 IHCTpyKLUii AN MeauyHoro peuenmom
100 TabneTok y KOHTEeNHepI; Oenmapk A/C, OaHis 3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
no 1 KOHTEeNHepy B (BunpobyBaHHsi 3a "®apmakonorivHi BnactusocTi", "B3aemogis 3 iHwmMu
KapTOHHIl kopoOLi NOKa3HNKOM nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"MikpobionoriyHa "Cnoci6 3acTocyBaHHS Ta fo3un" (peaaroBaHO TEKCT)
ynctota"); X.
JlyHo6ek A/C, OaHis
(B1pOBHMLTBO
Hepo3adacoBaHOro
NpoAyKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs, BUMyCK
cepin)
151.| CENTE®PUN Tabnetku no 0,2 mr no 10 My6nivyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | be3 UA/7930/01/01
Tabnetok y 6nictepax; no 10 | akuioHepHe akuioHepHe TUMY - 3MiHK Wwoao 6e3neku/edekTMBHOCTI Ta peuenma
Tabnetok y 6nictepi, no 1 TOBapuUCTBO TOBapuUCTBO dapmakoHarnsaay - BBEAEHHS arnbTepHaTUBHOIO TEKCTY
Gnictepy B nauui "HaykoBo- "HaykoBo- MapKyBaHHs1 yMakoBKM NikapCbKoro 3acoby i3
BUPOBOHWYMI BMPOBOHWYMIA LIEHTP 3a3HaYeHHsAM NoroTuny AMcTpmb'ioTopa Ha AoAaToK A0
LeHTp "BopLuariBcbkui BXXe 3aTBEPPKEHOro TeKCTy MapKyBaHHS

"BopLuariscb

XiMiKo-
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KWI Ximiko- dhapmaLleBTUYHNIA
dapmaueBT 3aBoa", YkpaiHa;
NYHUIA TOB "Arpochapm"
3aBog"
152, CENTE®PUN®- | Tabnetkn no 0,2 mr; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | bes UA/6210/01/01
OAPHULA TabneToK y KOHTYPHIN "dapmaueBT "®apmaueBTUYHa TMNYy - BUNy4eHHs 3i cneumdikadii AP| nokasHuka «Baxki | peyenma
YapyHKOBIl ynakosLi, no 1 n4yHa cipma dipma "JapHunua" meTanu». BBegeHHs 3MiH NpoTarom 6-Tu micauis nicns
abo no 2, abo no 4 KOHTYpPHi "NapHuus" 3aTBEPKEHHS; 3MiHU | TUNY: 3MiHK 3 gkocTi. API.
YapyHKOBI YNaKkoBKX B NayL; KoHTponb A®I. 3miHa y meTogax BunpobysaHHst ADI
no 10 TabneTok y KOHTYPHUX abo BuxigHOro Martepiany/npPomiKHOro
YapyHKOBMX ynakoBKax npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y MPOLIECI
BUpPOGHMLUTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPKEHUX
mMeToAax BUNpPobyBaHHSA); CynyTHA 3miHa: 3MiHU 3 SKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauin
Ta/abo JoMyCTUMUX MEX, BU3HAYEHUX Y crneundikalisx
Ha A®I, abo BXiAHNI/MPOMIXHWI MPOAYKT/peareHT, Lwo
BMKOPMCTOBYIOTbCA Y npoueci BupobHuutea A®I, 3amiHmn
0o crneundgikauii Ta meTogiB KoHTponto APl 3a
nokasHukamu: -«PO34MHHICTbY, «laeHTndikauisy, «pH
po3uuHy», «Tutome onTnyHe obepTaHHsa», «BTpaTa B
Maci npy BUCYLLYBaHHI», «3anuLUKOBi KiflbKOCTi
OpraHiYyHMX PO34MHHUKIBY, «KinbKiCHE BU3HAYEHHSA»
BHECEHO pefaKLilHi NnpaBku, ki oPopMIeHi BiANoBiAHO
[0 pekomeHAauin Ta ctunictmkm OdY; -«CynposigHi
OOMILLKM» B METOZi KOHTPOSO 3anponoHOBaHO
[0[AaTKOBE BUKOPUCTaHHA CTaHAapTHUX 3paskiB, a came:
[,eKaMeTOKCUHY AOMILLKU (MEHTUNOBUIA edip
MOHOXITOpOLTOBOI kncnotun) C3 DY Ta
nekameTtokcuHy gomiwwkm (N,N,N',N' retpametnn-1,10-
avamiHogekaHy) ®C3 Y. BeeaeHHs1 3MiH npoTarom 6-
TV MiICALIB Nicnsa 3aTBEpAKEHHS!
153.| CIO®OP® 1000 | TabneTku, BKpUTI NiBKOBOO Jlabopatopi ITanis Bupo6HuuTBO "in Himeuumna/ BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3MiHu | 3a UA/3734/01/01
o6onoHkoto, no 1000 mr; no MpoTri bulk", nepeuHHe Ta Yecbka Tuny - 3MiHu 3 sikocTi. A®Il. CtabinbHicTb. 3miHa nepiogy | peuenmom
15 Tabnetok y 6nictepi; no 2 C.n.A. BTOPUHHE Pecnybnika NOBTOPHUX BUMNpobyBaHb/nepioay 36epiraHHs abo ymoB
abo 4 briictepu B KAPTOHHIN nakyBaHHs, 36epiraHHs A®I (3a BiACYTHOCTI y 3aTBEPHKEHOMY [OCHE

KopoobLi

KOHTPOMb Ta BUNYCK
cepii: MeHapiHi-PoH
XevnipeH M'm6X,
HimeyvuunHa;
[epBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb Ta BUMYCK
cepii: BEPIIH-XEMI
Al', HimeuuunHa;
BupobHuuTBo "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakoneri,
LLIO BKITKOYaE nepios NOBTOPHOro BUNpobyBaHHs) (nepioa
NnoBTOPHOro BUNpobyBaHHsa/nepion 36epiraHHs) -
3MEeHLUEHHS - 3MEHLUEeHHS nepiody NOBTOPHOrO
BMNpoOyBaHHSA 3 5 pokiB 40 3 pokiB ANS Qiloyoi
peyoBMHM METOPMIiHY rigpoxnopua BUpobHuLTBa
Harman Finochem Ltd., India (Chikalthana); 3amiHu | Tuny
- 3miHu 3 akocTi. A®PI. CtabinbHicTb. 3miHa nepioay
NOBTOPHUX BUNpobyBaHb/nepioay 36epiraHHst abo ymoB
36epiraHHst ADI (3a BiACYTHOCTI y 3aTBEPKEHOMY [OChE
cepTudikaTa BiANoBigHOCTI €Bponewichbkin dapmakoneri,
LLIO BKITKOYaE nepios NOBTOPHOro BUNpobyBaHHS) (nepiof
NOBTOPHOro BUNpobyBaHHs/nepion 36epiraHHs) -
306inblueHHs abo BBEAEHHSI Nepiogy NOBTOPHOIO




60 [TponoBkeHHs qomarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMNpobyBaHHs/Nepiody 36epiraHHst Ha OCHOBI

KOHTpOIb cepii:
OpareHodapm
Anotekep Mown
'm6X, HimeuunHa;
Bupo6HuuTBO "in
bulk" Ta kOHTpoOnb
cepii: BEPIH-XEMI
Al', HimeuuunHa;
[NepBuHHE Ta
BTOPUHHE
nakysaHHs: CBICC
KAMC M'v6X,
HimeuuunHa;
KoHTponb cepii: KAlN
TNabopaTtopieH O-p
®pevitar ['M6X,
HimeuumHa; AJ1IC
Yecbka Pecny6nika,
C.p.o., Yecbka
Pecny6nika

pesynbTaTiB AOCHIMKEHb Y peanbHOMY Yaci - BBEAEHHS
nepiofy NOBTOPHOro BMNpoboByBaHHA 5 pokiB Ans
AitoYoI pevoBUHN MeTMOPMIHY riapoxnopuna
BMpobHMUTBa Farmhispania, S.A., Spain; 3mibu | Tuny -
3miHu 3 akocTi. APl. CtabinbHicTb. 3miHa nepiogy
NnoBTOPHUX BUNpobyBaHb/nepioady 36epiraHHst abo ymos
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAXKEHOMY [OChE
cepTudikaTa BignoBigHoOCTI €BponeWnchkin dapmakonei,
LL{O BKIKOYAE Nepios NOBTOPHOro BUnpobyBaHHs) (nepiod
noBTOPHOro BMNpobyBaHHs/nepioa 36epiraHHs) -
36inbLueHHs abo BBegeHHs nepiogy NOBTOPHOrO
BunpobyBaHHsa/nepiody 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCMIMKEHb Y peanbHOMY Yaci - BBEAEHHS
TepMiHy 36epiraHHsi 5 pokiB Ans Aitoyoi pevoBUHU
MeTopMiHy rigpoxnopug BMpobHuuTBa Harman
Finochem Ltd., India gns 060x BUpOGHNYNX AiNbHULb
(Chikalthana, Shendra), 3 BinnosigHumu 3amiHamu y p.
3.2.S.7. C1abinbHicTb; 3MiHM | TMNy - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHKM y BUpobHUUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOIIO AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gogaBaHHs AinbHULI, Ha SKi 30IACHIOETLCSA
KOHTpOnb/BUNPpoByBaHHS cepii) - foaaBaHHs OinbHULI Ha
AKiV 34iKCHIOETLCA KOHTpOnb cepii AIIC Yecbka
Pecny6bnika, c.p.o., Ha Xapge 336/9 190 00 MNpara 9-
Bucouanu, Yecbka Pecny6nika / ALS Czech Republic,
s.r.o., Na Harfe 336/9, 190 00 Praha 9 - Vysocany,
Czech Republic; amiHum | Tuny - 3miHn 3 skocTi. FoToBuMiA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo goaaBaHHS AinbHULI, Ha SKil 30IACHIOETLCA
KOHTPOInb/BUNPOOYBaHHSA cepii) - A0AABaHHS OiNbHUL Ha
AKiV 3aicCHI0ETLCA KOHTpOnb cepii AIIC Yecbka
Pecnybnika, c.p.o., Mogebpaacbka 540/26 190 00 Mpara
9 — BucouaHnu, Yecbka Pecny6nika / ALS Czech
Republic, s.r.0., Podebradska 540/26, 190 00 Praha 9 -
Vysocany, Czech Republic; aminu | Tuny - 3miHu 3
sikocTi. CepTudikaTt BignosigHocTi/l E-cepTudikat
BiAMOBIAHOCTI €Bponencbkin dpapmakonei/MmoHorpadii.
MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUny4eHHs cepTudikata
BiNoBigHOCTI €Bponenchkin dapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIXXHOI peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - HoBui cepTudikat Big
HOBOro BMPOGHMKa (3aMiHa abo OMOBHEHHS) - NOfAHHS




61 [TponoBkeHHs qomarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HOBOrO cepTudikaTa BignoBigHOCTI €BponenchbKi

dapmakonei Ne R1-CEP 1999-183-Rev 04 ans gito4oi
pevoBUHU MEeTOPMIHY rigpoxnopua Big HOBOrO
BMpOOHMKa Farmhispania, S.A.; 3miHu | TUNY - 3MiHn 3
akocTi. CepTtudikaT BignosigHocTi/l E-cepTudikat
Bi4NOBIgHOCTI €Bponeichkin dhapmakonei/MoHorpadii.
MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BianosigHocTi abo BMNyYeHHsi cepTudikaTta
BigNoOBIigHOCTI €Bponeichkin dhapmakonei: ana A®l; ans
BUXiAHOro mMatepiany/peareHTy/NPOMiKHOro NpoaykTy,
LLIO BMKOPUCTOBYIOTLCS Y BUPoOHULTBI ADl; ans
[OOMOMiXHOT peqoBuHU (cepTudikaT BignoBigHoCTI
€sponelicbkin hbapmakonei) - OHoBNeHnn ceptudikar
Bif] y>Ke 3aTBEPKEHOro BUPOOHWMKA - NOAAHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmakonei Ne R1-CEP 2000-059-Rev 11
(3aTBepmkeHo: R1-CEP 2000-059-Rev 10) gns aitoyoi
pevoBUHU MeT(OPMIHY rigpoxnopug Big BXe
3aTBepaKeHoro BMpobHuka Harman Finochem Limited,
India; 3miHn | Tnny - 3milm 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HOBOro abo oOHoBMNeHOro cepTudikaTa BignoBigHocTi abo
BUITyYeHHs1 cepTudikaTa BignoBigHOCTi EBpoNenchbkin
dapmakonei: gna ADI; onsa BUXigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIrO
cepTudikaTa BiANOBIAHOCTI €Bponechbkin hapmakonei
Ne R1-CEP 1997-049-Rev 08 (3atBepaxeHo: R1-CEP
1997-049-Rev 07) ansa Ailo4oi pe4oBUHY METGOPMIHY
rigpoxnopua Bif BXe 3aTBepaXeHoro BupobHuka USV
PRIVATE LIMITED, India; 3miHn | Tuny - 3MiHu 3 SIKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBNEHOro cepTudikaTa BignoBigHoOCTi abo
BUIyYeHHs1 cepTudikaTa BignoBigHOCTi EBpoNechbkin
dapmakonei: gna APl; ons BUXigHOro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixHOT
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €Bponenchki
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBEPKEHOrO BUPOOHUKA - MOAaHHS OHOBIEHOMO
cepTudcikaTa BignosigHocTi €Bponeiichbkin dhapmakonei
Ne R1-CEP 1999-030-Rev 08 (3atBepaxeHo: R1-CEP
1999-030-Rev 07) ans Ailo4oi pe4oBUHYU METGOPMIHY
rigpoxnopua Bif Bxe 3aTBepakeHoro BupobHuka VISTIN




62

[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PHARMA AS, Norway
154.( CONnIgAro PO34MH AN iH'ekuin; no 2,2 Bionoriwe HimeyuuH Bionoriwe Himeyumna BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu | 3a UA/4374/01/01
KOMMO3UTYM | mn B amnyni; no 5 amnyny Xawnbmitte a XannbmitTenb ™My - 3MiHK Woao besnekn/edekTUBHOCTI Ta peuermom
Cc KOHTYPHIi YapyHKOBIW nb Xeenb Xeenb 'M6X dapmakoHarnsgy - BHeCeHHs iHgopmadii npo
ynakosui; no 1 abo 2, abo no m6X dnyopecueHuijto eTukeTku y n. 6 IHLWE TekcTy
20 KOHTYPHUX YapyHKOBUX MapKyBaHHs1 MEPBMHHOI YNaKoBKM NikapCbKoro 3acofy.
ynakoBOK y KopobLii 3
KapTOHY
155.( CONnigAro PO34MH AN iH'ekuiin; no 2,2 Bionoriwe HimeyuuH Bionoriwe Himeyunna BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu | 3a UA/4374/01/01
KOMNO3UTYM | mn B amnyni; no 5 amnyn y Xannbmitte a Xannbmittenb TUMY - 3MiHW BHOCATLCS 3 METO0 Y3roAXeHHS peuenmom
C KOHTYPHI YapyHKOBIW nb Xeenb Xeenb M'm6X cneumndikauii «Baptisia tinctorial RM» 3 Bumoramm
ynakosui; no 1 abo 2, abo no 6X HauioHanbHoi MoHorpadii HAB Ta EP; 3miHu | Tuny -
20 KOHTYPHUX YapyHKOBUX 3MiHM BHOCATLCS 3 METOI0 Y3rofKeHHs cneuudikadii
ynakoBOK y KopobLii 3 «Baptisia tinctorial MT» 3 BUMoramu HauioHanbHOI
KapTOHY moHorpadii HAB Ta EP
156, cony- MOPOLLIOK Ta PO3YNHHUK OIS NMeAN3EP CLWA EcxiEc I1ab Benbrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu || 3a UA/2047/01/01
MEAOPON pO34unHy Ans iH’ekuin no 40 IHK. CainmoH CA, TUNY - 3MIHN BHECEHO A0 iHCTPYKUiT ANs MeanyHoro peuenmom
mr/mn; 1 donakoH Tuny Act- Benbris (koHTponb 3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
O-Vial (aBOEMHiCHMI SAKOCTi NPV BUMYCKY "MpoTtunokasaHHs", "OcobnnBocCTi 3acTocyBaHHS",
dnakoH) 3 NOPOLLKOM Ta Ta nig vac "8acTocyBaHHs1 y nepog BariTHOCTi abo rogyBaHHsi
pO34MHHUKOM (Boda Ans cTabinbHocTi); rpyaar” (BHECEHHS 4oaaTKOBUX 3acTepexeHb), "MobivHi
iH'ekuin) no 1 mny Mdpanzep peakuii” BignoBigHO 4O MaTepianis peecTpauinHoro
KapTOHHil kopobui MeHtodek4ypuHr nocbe. BBeaeHHs 3MiH NpoTarom 6-Tun micauis nicns
Benbria HB, Benbris 3aTBEPAKEHHS;
(BMPOGHMLTBO, 3MiHu |l TUny - 3MiHWM BHECEHO O0 IHCTPYKUIT Ansa
nakyBaHHs1, Me[IMYHOrO 3aCTOCyBaHHs Nikapcbkoro 3acoby Ao
KOHTPOrb SIKOCTI, po3ainie "®apmakornoriyHi BnactusocTti”, "Baaemopis 3
BUNYCK cepii) iHLIMMK NiKapCcbknMK 3acobamu Ta iHLWi BUam
B3aemogin", "Cnocib 3actocyBaHHsi Ta goa3u", "Oitn"
(BHECEHHSI O0ATKOBMX 3aCTEPEXEHD),
"Mepeno3yBaHHs", "34aTHICTb BNNMBATU Ha LWBUAKICTb
peakuii Npy KepyBaHHi aBTOTpPaHCNopToM abo iHWMMK
MexaHiamamu", "YMoBM 36epiraHHa" (NepeHeCceHHHs BXxe
3aTBepkeHoi iHdopmaLii 3 posginy "Cnocib
3acTocyBaHHsi Ta 4o3n") BiANoOBIgHO A0 MaTepianis
peecTpauiiHoro gocke. BBegeHHs 3MiH NpoTarom 6-tu
MicsLiB nicnsi 3aTBepOKEHHS
157.| cony- NMOPOLLIOK Ta PO3YUHHUK AN NeANIEP CLA EcOxiEc a6 Benbris BHECEHHS 3MiH 10 peecTpauiHMX maTepianis: 3MiHu || 3a UA/2047/01/02
MEAOPON pO34mnHy Ans iH’exuini no 125 IHK. CainmoH CA, TUNY - 3MiHN BHECEHO A0 iHCTPYKUiT ANs MeanyYHOro peuenmom

Mr/2 mn; 1 cdonakoH Tuny Act-
O-Vial (nBoEMHiCHMI
nakoH) 3 NOPOLLKOM Ta
PO34MHHMKOM (BoAa Ans
iH'ekUin) no 2 mn y
KapTOHHiI kopobui

Benbris (koHTponb
AKOCTi NPV BUNYCKY
Ta nig Yac
cTabinbHocTi);
Mdpansep
MeHtodek4ypuHr
Benbria HB, benbris
(BUpoBHULITBO,

3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"MpoTtunokasaHHs", "OcobnmnBocTi 3acTocyBaHHS",
"8acTocyBaHHs1 y nepog BariTHocTi abo rogyBaHHs

rpyAAr" (BHECEHHS 4OAAaTKOBUX 3acTepexeHb), "MobivHi
peakuii” BignoBigHO 40 mMaTepianiB peecTpaLinHoro
gocbe. BBegeHHs 3MiH NpoTArom 6-Tv Micsilis nicns
3aTBEPAKEHHS;
3MiHu |l TNy - 3MiHWM BHECEHO A0 IHCTPYKUIT Ansa




63 [TponoBkeHHs qomarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBaHHs, MELMYHOrO 3aCTOCYBaHHs! NikapCbKoro 3acoby Ao
KOHTPOIb SIKOCTI, posainie "®apmakornoriyHi BnactusocTti”, "Baaemopis 3
BUNYCK cepii) iHLIMMKM NiKapcbkMMK 3acobamu Ta iHLWi BUuam
B3aemogin", "Cnocib 3actocyBaHHs Ta gosu", "Oitn"
(BHECEHHSI 4OOATKOBUX 3aCTEPEXEHD),
"Mepepno3yBaHHs", "3aaTHiCTb BNNMBaTK Ha WBUAKICTb
peakujii Npy KepyBaHHi aBTOTPaHCNoOpToM abo iHLWMMK
mexaHiamamu", "YMoBu 36epiraHHs" (NnepeHeceHHHs Bxe
3aTBepakeHoi iHdopmaLii 3 posginy "Cnocib
3acTocyBaHHs Ta 4o3un") BianoBigHO A0 MaTepianis
peecTpauiiHoro gocbe. BBegeHHs 3MiH NpoTsirom 6-tu
MicAUiB Nicnsa 3aTBepAXeHHA
158, cony- MOPOLLIOK Ta PO3YNHHUK OIS NMeAN3EP CLWA EcxiEc I1ab Benbrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu || 3a UA/2047/01/03
MEOPON PO34MHY ANS iH’EKLiN MO IHK. CanmoH CA, TUMY - 3MiHW BHECEHO A0 iHCTPYKLIT ANS MeanyHOro peuernmom
1000 wmr; 1 donakoH 3 Benbris (koHTponb 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
nopoLuKoM Ta 1 crnakoH 3 AKOCTi NPV BUMYCKY "MpoTtunokasaHHs", "OcobnnBocCTi 3acTocyBaHHS",
PO3YNHHUKOM (CNUPT Ta nig vac "3acTocyBaHHSA y Nepof BariTHOCTi abo rogyBaHHsi
6eHaunosui (9 mr/mn), Boga cTabinbHocTi); rpyaar” (BHECEHHS 4oaaTKOBUX 3acTepexeHb), "MobivHi
Ans iH'ekuin) no 15,6 mny Mdpanszep peakuii” BignoBigHO A0 MaTepianis peecTpauifiHOro
KapTOHHIN kopobLi MeHtodek1ypuHr Aocbe. BBeaeHHs 3MiH npoTsarom 6-Tu micauis nicns
Benbria HB, Benbris 3aTBEPAKEHHS;
(BMpOGHMLTBO, 3MiHu |l TUny - 3MiHWM BHECEHO [0 IHCTPYKUIT Ansa
nakyBaHHs, MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby oo
KOHTPOIb SKOCTI, po3ainie "®apmakornoriyHi Bnactueocrti”, "Baaemogis 3
BUNYCK cepili) iHLIMMK NiKapCbknMK 3acobamu Ta iHLWi BUam
B3aemogin", "Cnocib 3actocysaHHs Ta goau", "Oitn"
(BHECEHHS1 O00ATKOBMX 3aCTEPEXEHD),
"Mepeno3yBaHHs", "34aTHICTb BNNMBATU Ha LWBUAKICTb
peakuii Npu KkepyBaHHiI aBTOTPaAHCMOPTOM abo iHWMMU
MexaHiamamu", "YMoBM 36epiraHHa" (NepeHeceHHHs BXxe
3aTBepmkeHoi iHdopmaLii 3 posainy "Cnocib
3acToCyBaHHA Ta Jo3uK") BiBNoBiAHO A0 MaTepianis
peecTpauiiHoro gocbe. BBegeHHs 3MiH NpoTarom 6-tu
MicsLiB nicnsi 3aTBepOKEHHS
159, cony- MOPOLLIOK Ta PO3YMHHUK OIS MN®ANIEP CLA EcxiEc J1ab Benbrisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu || 3a UA/2047/01/04
MEOPON po34mnHy Ans iv’exuini no 500 IHK. CaimoH CA, TUNY - 3MiHN BHECEHO A0 iHCTPYKUiT ANs MeanyYHoro peuenmom
Mmr; 1 onakoH 3 MOPOLLKOM Benbria (koHTpOnb 3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
Ta 1 onakoH 3 PO34YMHHUKOM SIKOCTi MpW BUMYCKY "MpoTtunokasaHHs", "OcobnnBoCTi 3acTocyBaHHS",
(cnupT 6eH3unoBuii (9 Ta nig vac "3acTocyBaHHs1 y nepog BariTHoOCTi abo roayBaHHsi
Mr/mMn), Boga Ans iH'eKuin) cTabinbHocTi); rpyAAr" (BHECEHHS 4OAAaTKOBUX 3acTepexeHb), "MobivHi
no 7,8 Mn y KapTOHHil Mdparnzep peakuii” BignoBigHoO 40 maTepianiB peecTpaLiiHoro
KopoOGLi MeHtodek4ypuHr nocbe. BBegeHHs 3MiH NpoTArom 6-Tv Micsilis nicns
Benbria HB, benbris 3aTBEpPAKEHHS;
(BMPOGHMLTBO, 3MiHu |l TUny - 3MiHM BHECEHO [0 IHCTPYKUIT Ansa
nakyBaHHs1, MELIMYHOrO 3aCTOCYBaHHs NikapcbKoro 3acoby Ao
KOHTPOIb SIKOCTI, po3ginie "®apmakonoriyHi Bnactueocti”, "Baaemogis 3
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUNYCK cepil) iHWMMK nikapcbkuMmn 3acobamu Ta iHWi BUAn
B3aemogin", "Cnocib 3actocyBaHHs Ta gosu", "Oitn"
(BHECEHHSA [OAATKOBUX 3aCTEPEXEHD),
"Mepeno3yBaHHs", "34aTHICTb BNNMBATK Ha LUBUAKICTb
peakuii npy KepyBaHHi aBTOTPaHCNoOpToM abo iHLWMMK
MexaHiamamu", "YMoBM 36epiraHHa" (nepeHeceHHHs Bxe
3aTBepAkeHoi iHdbopmaii 3 poaainy "Cnocid
3acTocyBaHHs Ta 4o3u1") BianoBigHO A0 MaTepianis
peecTpaLiiHoro gocke. BBegeHHs aMiH NpoTsirom 6-tm
MicsLiB nicns 3aTBepOKEHHS
160 COHOBAH TabneTku, BKpUTI NNiBKOBOO dapmacanH Kanapga dapmacanHc IHk. Kanaga BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/6089/01/01
obonoHkoto, no 7,5 mr no 10 c IHk. BUMNPABIEHO TEXHIYHY NOMUIIKY B TEKCTi MapKyBaHHS peuenmom
Tabnetok y 6nictepi; no 1 BTOpUHHOI ynakosku. SANIPOMOHOBAHO: 3. MEPENIK
abo no 2 6nictepu B OOMOMPKHNX PEHOBWH gonomixHi pe4oBUHM:
KapTOHHIl kopobui Lentonosa MikpokpucTaniyHa, nakrosa 6essogHa,
KpoXmarb npexenaTuHi3aoBaHum, kanbLito docdar,
HaTpil0 Kpockapmernosa, MarHito creapart; MriBkoBa
obonoHka: rinpomenosa, TuTany giokeug (E 171),
nonietTunenrnikonb, nonicopbat 80, 6apBHMK KOBTUIA
3axig FCF (E 110), 6apBHuk 6punbaHToBui cunin FCF
(E 133). 3asHauyeHe BUNpaBreHHs BianoBigae apxiBHUM
martepianam peecTpauiniHoro Jocke
161.| CNNAPK® Karncynv nporoHroBaHoi aii AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/15443/01/01
TBepai no 200 mr; no 10 "®papmak” TUNY - BHECEHHS 3MiH 0 cneundikalii Ta aHaniTuiHUX | peyenmom
Kancyn y 6nictepi; no 3 abo MeTOoZiB BXiAHOro KOHTPOMIO Ha Kancynu Teepai
5 6nicTepiB y nayui 3 XenaTWHOBI, a caMme BUIYyYeHHs TecTy «Baxki meTanuny;
KapTOHY 3MiHu | TUNY - BHECEHHS 3MiH A0 cneumdikauii Ta
aHaniTMYHUX MeTOAIB BXiAHOrO KOHTPOIO Ha Kancymnm
TBEPAi XenaTuHOBI, a cCame BUIyYeHHS NoKasHuKa
«eomeTpuyHi po3mipun»; 3miHW | TUNY - BHECEHHS 3MiH
0o crneundikauii Ta aHaniTMYHMX METOAIB BXiAHOMO
KOHTPOJIO Ha Karncynu TBepAi XenaTuHoBi, a came
chopMyInoBaHHSA Ta YUCIOBE BUPAXKEHHS KpUTEPIto
NPUAHATHOCTI 3a NokasHukom «MikpobionoriyHa
yncToTa» npueegeHo oo Bumor Y, ailode BUAaAHHSA
(po3gin 5.1.4.)
162.| CNACKYNPEN pPO34MH Ans iH'ekyin; no 1,1 Bionoriwe HimeyuuH Bionoriwe Himeyunna BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3miHu | 3a UA/11194/01/01
b MA B amnyni; no 5 amnyn y Xannbmitre a Xannbmittenb My - 3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta peuernmom
KOHTYPHIV YapyHKOBIW nb Xeenb Xeenb 'M6X dapmakoHarnagy - BHeceHHs iHgopmadii npo
ynakosLi; no 1, abo no 2, m6X dnyopecueHujio eTukeTku y n. 6 IHLWE TekcTty
abo no 20 KOHTYPHUX MapKyBaHHs1 NEPBMHHOI YNakoBKW NikapCcbkoro 3acoby
YapyHKOBUX YNaKoBOK Y
KOpOOLi 3 KAPTOHY
163.| CTPENCIIC® NbOASHMWKM; No 12 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | be3 UA/13607/01/01
Aana OITEN 6+ NbOAsAHUKIB y BriicTepi; no 1 BeHkizep Bputanisi Xenckep BpuTtaHis TUMY - 3MiHU BHECEHO B iHCTPYKLIitOo AN MEANYHOIO peuenma
abo 2 briicTepu B KAPTOHHIN Xenckep IHTepHewHn JimiTeq 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3giny "MobiyHi




65 [TponoBkeHHs qomarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KopobuLi IHTEepHeLwHN peakuii" BianoBigHO 40 OHOBNEHOI iHdbopmalii 3 6eaneku
Timiteq 3acTOCyBaHHS Ait040i pevoBuHU. BBeAeHHs 3MiH
npoTArom 6 micsAUiB Nicns 3aTBepKEHHS
164.| CTPENCHIC® 3 | nboasHuku; no 12 PekkiTT Benuka PekxiTT BeHkizep Benuka BHECEHHS 3MiH 0 peecTpaLinHMx maTtepianis: 3miHn | bes UA/6400/01/01
MEOOM TA NbOASHUKIB y GricTepi; no 2 BeHkizep BpuTaHis Xenckep BpuTaHis TUNY - 3MiHN BHECEHO B IHCTPYKLilO ANS MEeAUYHOro peuenma
NTMMOHOM GricTepu B KAPTOHHIN Xenckep IHTepHewwHn JlimiTeq 3acTocyBaHHS nikapcbkoro 3acoby Ao po3giny "MobiyHi
KopobLi IHTEepHeLwHN peakuii" BianoBigHO A0 oHoBReHoi iHdbopmalii 3 6e3nekn
TimiTeq 3acTocyBaHHS [jto40i peqyoBuHU. BBeaeHHs 3MiH
NpOTSArom 6-Tn MicsLB Nicnsi 3aTBEpPAKEHHS
165.| TEPBIHA®IHY nopoLUok (cybcTaHuis) B AT Ykpaina LWAHBOYH Kutan BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | - UA/14370/01/01
rIOPOXNOPUL | nakeTax NoaBiHUX "dapmak” AHXOHI TMny - B npoueci 3miHu Bepcii CEP 3 R1-CEP 2007-279-
nonieTuneHosux ons OAPMACBIOTIKAN Rev 00 Ha R1-CEP 2007-279-Rev 01 Big6ynocb
dapmaLleBTU4HOro KO., NTA. YTOYHEHHS B TEXHOMOTYHMI npoLec BMpobHuuTea AdI
3acTocyBaHHS Ta A40[aHO 3BIT 3 OLIHKM PU3WKIB €MEMEHTHUX JOMILLOK
arigHo Bumor ICH Q3D; 3miHn | Tuny - B npoueci 3miHn
Bepcii CEP 3 R1-CEP 2007-279-Rev 01 Ha R1-CEP
2007-279-Rev 02, Binbynuck 3mMiHn y posgini MKA J13
«YnakoBka»: [litoya pegakuis: YINAKOBKA B noagiviHi
nonieTuneHoBi nakeTun, 3abesneyveHi eTukeTkamu,
BKnageHi B 6apabaHu. MNponoHoBaHa peaakuis:
YMNAKOBKA Y noapiiHux nonieTuneHoBmx naketax
nomiweHnx y 6apabann 3 BornokHa; amiim | Tuny - B
npoueci 3miHn Bepcii CEP 3 R1-CEP 2007-279-Rev 02
Ha R1-CEP 2007-279-Rev 03 KpUTUYHUX 3MiH HE
Biabynock; 3mMiHM | TMNy - B npoueci 3miHn Bepcii CEP 3
R1-CEP 2007-279-Rev 03 Ha R1-CEP 2007-279-Rev
04, Binbynacbk 3MiHa agpecu ipmu BUpoGHuKa, 6e3
3MiHN (haKTUYHOTO po3TallyBaHHS. [NponoHoBaHa
pepakuisa: No. 29 Huayuan Street, Linyi County, China-
251 500, Dezhou City, Shandong Province Ne 29
XyatoaHb CtpiT, JliHbi KaHTpi, Kutan-251 500, Oeuwkoy
CiTi, lWlaHbayH MpoBiHc; 3MiHK | TUNY - B npoueci 3MiHn
Bepcii CEP 3 R1-CEP 2007-279-Rev 04 Ha R1-CEP
2007-279-Rev 05, Binbynack 3miHa Ha3Bu dipmu
BMpo6HuKa. MNponoHoBaHa peaakuis: BupobHuk, kpaiHa:
Shandong Anhong Pharmaceutical Co., Ltd., China
LaHbayH AuxoHr @apmacktoTikan Ko., llta, Kntan
166.[ TECTIC PO34mnH ANS iH'ekuin; no 2,2 Bionoriwe HimeyuuH Bionoriwe Himeyumna BHECEHHS 3MiH [0 peecTpauinHuX maTtepianis: 3miHu | 3a UA/0791/01/01
KOMMO3UTYM | mn B amnyni; no 5 amnyny Xainbmitte a XannbmitTenb T™Mny - 3MiHu Woao 6esnekn/edekTMBHOCTI Ta peuernmom
KOHTYPHili YapyHKOBIN nb Xeenb Xeenb M'vb6X dapmakoHarnsgy - BHECEeHHs iHgopmadii npo
ynakosLi; no 1, no 2 abo no 6X dnyopecueHuito eTukeTkn y n. 6 IHLLE TekcTy
20 KOHTYPHUX YapyHKOBUX MapKyBaHHS1 NEPBMHHOI YNakoBKW NikapCcbkoro 3acoby
ynakoBOK 'y KOpooui 3
KapTOHY
167.| TELUEHTPUK® KOHLIEHTPAT Ans pO34nHy ®.XocpdpmaH | LUsenuapi Bupo6HuuTBO Himeuumna/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | 3a UA/15872/01/01
ans iHgysin no 1200 mr/20 H-Ia Poww ] Hepo3dhacoBaHoi LLiseviLapis TUMNY - HE3HaYHa 3MiHa y npoueci BUpobHuutea APl peuenmom
M, no 20 Mn y dNakoHi; no It npoAayKLii, nepBuHHe aTe3onisymaby, a came peecTpallisi 404aTKOBOrO
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1 pnakoHy y KapTOHHIV nakyBaHHs, 3He3apaxytoyoro posdmHy (PAB-solution, 120 mM
KopobLi BUNPOBYBaHHsI Phosphoric acid, 167 mM Acetic acid, 2.2 % Benzyl
KOHTPOIO SKOCTI: alcohol) 3 nokpaLLeHMKN NPOTUMIKPOBHUMMU
Pow [iarHocTuke BacTUBOCTAMU
'ME6X, HimeyumHa
BupobHuLTBO
Hepo3dhacoBaHoi
npoaykLii, nepsuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNpPoOYBaHHs
KOHTPOIIO AKOCTI,
BMNYCK cepii:
®.XopdpmaHH-J1s
Pow I,
LLIsevinapisa
168.| TU3NH® BIO cnpei Ha3anbHUI, PO34nH MakHin AHrnia damap Xenc Keap IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu || bes UA/14228/01/01
0,1 % no 10 mn y cpnakoHi; MpopakTc Cepsicna Mappvg, TUMY - 3MiHU BHECEHO A0 IHCTPYKLiT ANS MeQnyHoro peuenma
no 1 nakoHy y KapTOHHIN Nimiteq CAY. 3acTocyBaHHS nikapcbkoro 3acoby Ao po3giny "MobiyHi
ynakoBLUi peakuii” BiANOBIAHO OO MaTepianis peecTpauinHoro
nocbe. BBegeHHs 3MiH NpoTArom 6-1v MicsiLiB micnsi
3aTBEpPKEHHSA
169. TIAPA TPIO® TabneTkun, BKpUTI NMiBKOBOKO MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3MiHu | 3a UA/15070/01/01
obornoHkoto, no 5 mr/12,5 "®apmaneBT "®apmaueBTniHa TMNYy - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkun 3acib. peuenmom
Mr/160 mr, no 14 TabneToky | u4yHa chipma cipma "OapHuus” KoHTponb AonomixxHUx pevoBuH. 3MiHa napameTpis
KOHTYPHI YapyHKOBIW "OapHuus” cneuudikauin Ta/abo JonycTUMUX MEX NS JONOMKHOT
ynakosui, no 1 abo no 2 PEYOBVH; CYyNnyTHS 3MiHa - 3MiHM 3 AKocTi. FoToBUIA
KOHTYPHI YapyHKOBI nikapcbkuii 3aci6. KOHTponb JOMOMiIXKHUX PEYOBUH.
yrnakoBKU B navui; no 7 3miHa y meTogax BMNpobyBaHHS AOMOMIXKHOI PEYOBUHM
TabneToK y KOHTYPHIN (iHWi 3MiHM y MeTofdax BUNPOByBaHHS (BKIOYa4n
YapyHKOBIN ynakoBsLi; no 2 3amiHy abo gofaBaHHs1)) - IPUBEAEHHS
ab0o No 4 KOHTYpHi YapyHKOBI Cneuudikauii’/MeTogiB BunpobyBaHHS Ans AOMOMKHOI
YMaKoOBKU B Nayi peyoBuHy Onagpai |l 85 F poxeBuid o BUMOr Ta
pekomeHaaui AdPY Ta Bumor ajtoyoi moHorpadii EP
170.| TPOKCEFENb® | renb 2 %, no 40 ry Ty6i; no MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | bes UA/1083/01/01
1 1y6i y nayui i3 kapToHy "KviBmegnp "KniBmegnpenapat” TMny - 3MiHK Wwopao 6esnekn/edeKTMBHOCTI Ta peuenma
enapat” dapmakoHarnsgy. 3mMiHu y KopoTKil XxapakTepucTui

nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKLT
ANst MEAUYHOTO 3aCTOCYBaHHS

reHepu4HuX/ribpnaHnx/GionoaibHMx nikapcbkmx 3acobis
nicns BHECEHHS TiEl camoi 3MiHU Ha pedepeHTHUI

npenapar (3MiHa He nNoTpebye HagaHHSA XXOAHUX HOBUX

[04AaTKOBUX AaHMX) - 3MiHW BHECEHO A0 IHCTpYKUiT Ans
MeaMYHOro 3acToCyBaHHS NikapCcbkoro 3acoby Ao
po3ginis "lNokasaHHs" (ONOBHEHO: remopoifgansbHa
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
xBopoba-y cknafi KOMMNEKCHOro NikyBaHHS; MS30Bi
Kpamni (CyAOMHE CTArHEHHS NMUTKOBUX MS3iB)),
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaa" (yTOUHEHHS
iHcbopmawii), "Cnoci6 3actocyBaHHsA Ta 4o3un"
(yTOouYHeHHs iHdpopmalLii) BignoBigHO [0 OHOBEHOT
iHcpopmaii pecbepeHTHOro npenapaTy TpokceBasuH,
renb 2%. BBeaeHHst 3MiH npoTarom 6-Tu micsAuiB nicns
3aTBEPAKEHHS
171, YBIXIHOH pPO34nH Ans iH'ekuin, no 2,2 Bionoriwe Hime4uuH Bionoriwe Himeuunna BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu || 3a UA/0018/01/01
KOMNO3UTYM | mn B amnyni; no 5 amnyn y Xannbmitte a Xannbmittenb TMMy - 3MiHM B cneumdikadii Ha Ubidecarenonum D3 peuenmom
KOHTYPHIil YapyHKOBIN nb Xeenb Xeenb 'M6X dilution 3a noka3HUKOM «30BHILLHIN BUMMNSA PO34nHY /
ynakoBLi; Mo 1 KOHTYpPHIn m6X 3abapBneHHs» 4N CUPOBUHHOIO Martepiany, a came:
YapyHKOBIW ynakosL,i B HWKHS Mexa cneuudikauii «po3BefeHHs He mae byTn
KopobLi 3 KapToHy; Mo 2,2 cnabLue 3abapBrieHnM, Hixk pedepeHTHUIN Po3UnH Y4»
MI B amnyni; no 5 amnyny BMAanseTbcs. BepxHsa mexa cneuudikauii «po3BeaeHHs
KOHTYPHIil1 YapyHKOBIN He mae OyTu cunbHilwe 3abapBneHnM, Hixk pedepeHTHUI
ynakosLi; No 20 KOHTYPHUX po34mH Y3» 3anuwaeTbest HeamiHHUM. CpoBUHa
YapyHKOBUX YNaKOBOK Y Ubidecarenonum onucaHa B MoHorpadii €Bponeicbkin
KopoO6Li 3 KapTOHY; Mo 2,2 dapmackonei (Ph.Eur. 1578: Ubidecarenone), B fkin
M B amnyni; no 5 amnyny KOnip onMcaHuii sk «>XOBTUI abo opaHXeBuUn» 3
KOHTYPHIii YapyHKOBIW [oAaBaHHAM «KOrip NOCTYNOBO 3MIHIOETBCS | TEMHIE Nig,
YMaKoBLi; MO 2 KOHTYPHUX BNAvBOM cBiTna». Omxke, ansa posseaeHHs D3, BepxHbOI
YapyHKOBUX YNaKkoBOK y Mexi cneumdikauii 3a NoKkas3HWKOM «30BHILLHbOIO
KOpoO6Li 3 KapTOHY BUIMNSQY Po3yvH / 3abapBreHHs» 4OoCTaTHLO, Wob
BVKIMOYUTM MOYATOK 3MiHW KONbOpPY
172.| YMAH NOPOLLIOK Af1A1 PO34YUHY Ans KenpioH ITanisa KepnpioH C.n.A. ITanisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/13092/01/01
KOMMNEKC iHdpysin, no 500 MO y C.n.A. TUMY - 4OAaBaHHS BUPOOHMYOT AinbHULI 3 dyHKUIE peuernmom
500 MO/20 MJ1/ | dnakoHi Ne1y komnnekTi 3 BTOPWHHOIO NakyBaHHS rOTOBOrO Nikapcbkoro 3acoby.
UMAN PO34MHHUKOM (BoAa Ans 3anponoHoBaHo:
COMPLEX 500 iH ekuin) no 20 mn y ®APMA MAPTHEPC C.P.J1., BIA E.CTPOBIHO, 55/57,
1U/20 ML dnakoHi Ne1 Ta Habopom 59100 — MPATO (MNO), Itania (PHARMA PARTNERS
ONS PO3YNHEHHS | BBEAEHHS S.R.L., VIA E.STROBINO, 55/57, 59100 — PRATO (PO),
Y KAPTOHHI KopobLi Italy); 3amiHn | TMNy - gooaBaHHA BUPOOHMYOT OinNbHUL 3
bYHKLi€0 BTOPMHHOIO NakyBaHHSA roTOBOIO NiKapcbKoro
3acoby. 3anponoHosaHo: KEOPIOH C.M.A., C.C.7 BIC
KM. 19,5 — 80029 CAHT’AHTIMO (HA), ITANIA
(KEDRION S.P.A., S.S.7 BIS KM. 19,5 — 80029
SANTANTIMO (NA), ITALY)

173. YHINAT Kpanni o4Hi, po3yuH 50 TOB CrnoBaLbk TOB "YHimepq CrnoBalbka BHECEHHS 3MiH 10 peecTpauiiH1x maTtepianis: 3miHu | 3a UA/14038/01/01
MKr/mn, no 2,5 mny "YHimeq a dapma" Pecny6bnika TUNY - BHECEHHS He3HaYHUX 3MiH o MeToAiB KOHTponto | peuernmom
dnakoHi-kpanenbHui; no 1 dapma” Pecny6bnik akocTi 13 n. 9.1 «JlaTaHonpocT cBo6oAHas kncnoTay» Ta
nakoHy-kpanenbHuLi B a n.11.2 «KonuyecteeHHOe onpeaeneHne nataHonpocTay
KapTOHHiI kopobui

174.| ®APMACYNIH cycneHsis ans iH'ekuin, 100 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/2320/01/01

® HNP MO/mn no 3 mn B "®apmak” TUMY - BHECEHHS 3MiH y Cneuudikauito/ MeToauky peuyenmom
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n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTpumxi; No 5 kKapTpuaxis BMNpobyBaHHs M3 3a nokasHukom "CTepunbHICTB",
y 6nictepi; no 1 6nictepy B 30Kpema: BUIMy4eHHs MOBHOIo Onucy npoBefeHHs
navui 3 KapToHy; MeTOAMKN BUNPOBYBaHHS; 3MiHW | TUMY - BHECEHHS 3MiH
no 5 mn a6o no 10 mny Ao p. 3.2.P.7. Cuctema koHTenHep/3akynoproBarnbHWiA
dnakoHi; no 1 donakoHy B 3acib, 3okpema: 3MiHa KOrnbopy MnacTUKOBOro KoBMNayka
nayui 3 KapToHy 3 BNaKWTHOrO Ha CWHIN; 3MiHM | TUNY - BHECEHHS 3MiH A0
MeTopais BunpobyBsaHHsi 13, 3okpema: MeToanky
BMNpoOYyBaHHS 3a noka3HnKom "LIMHK" npuBepeHo y
BigNoBIgHICTb A0 MOHorpadii EP
175, ®EPCIHON po34mnH ANns iH'ekuin, 100 yorng Benuka ®apmaBixH CaH. Be TypeyunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a UA/14652/01/01
Mr/2 MR, N0 2 MI PO34MHY B MEOWLWMH Bputanis Tigx. A.LL. TUMY - 3MiHW BHECEHO A0 IHCTPYKLiT ANS MeanyHoro peuenmom
amnyni; no 5 amnyn y TIMITEQ 3aCTOCyBaHHS! NikapCcbKoro 3acoby y po3ainu:
YapyHKOBOMY FOTKy Ta "OcobnuBocTi 3actocyBaHHs", "MobivHi peakuii”
KapTOHHIN kopobLi BiANOBIAHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku gitoyoi
peyvoBuHN. BBegeHHs 3MiH NpoTsarom 6-Tu micauis nicnsa
3aTBEPOKEHHS
176.| ®INIOKCIYM® pPO34unH Ang iHdysin, 5 mr/mn MAT YkpaiHa MAT "Tanuucapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn | 3a UA/11163/01/01
no 100 mn y nnsAwui, no 1 "KviBmegnp TUNY - 3MIHN BHECEHO A0 iHCTPYKUiT ANs MeanyHoro peuenmom
NAAWLUi B navui enapart” 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"OcobnusocTi 3acTocyBaHHA", "MobiuHi peakuii”
BiMNoBigHO 4O OHOBMEHOI iHpopmalii 3 6e3nekn aitoyoi
peyoBMHW. BBEAEHHS 3MiH NpOTSIrom 6-Tu MicsLiB nicns
3aTBEPOKEHHS
177 ®NYKOHA30 kancynu no 50 mr, no 7 abo TOB YkpaiHa TOB "Actpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/9065/01/01
10 kancyn y 6nictepi, no 1 "AcTtpacdapm TMny - 3MiHM 3 siKOCTi. FoTOBUIA NikapCbkMi 3acib. peuenmom
6nictepy B kopobui 3 " CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
KapTOHY yMoBax 30epiraHHs roTOBOro NikapCbKoro 3acoby
(36inbLUeHHSA TepMiHY NPpUMAATHOCTI FOTOBOrO NiKapCbKOro
3acoby) - [ins ToproBoi ynakoBku (MiATBEPAXKYETLCS
OaHnMK pearnbHoro Yacy) - 36inbLeHHs TepMiHy
npuaaTHOCTI NMikapcbKkoro 3acoby. 3aTBepaxeHo: 2 poKu.
3anponoHoBaHo: 5 pokiB. 3MiHW BHECEHI B iHCTPYKLIitO
ANA MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3gin "TepmiH npugatHocTi"
178.| ®PNNYKOHA301 | kancynu no 100 wmr, no 10 TOB YkpaiHa TOB "Actpadapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | 3a UA/9065/01/02
kancyn y 6nictepi, no 1 "AcTpadapm TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
Gnictepy y kopobui 3 " CTabinbHicTb. 3miHa y TepMiHax npuaaTtHocTi abo
KapTOHY yMoBax 30epiraHHs rOTOBOrO NikapCbKoro 3acoby
(36inbLUeHHs1 TepMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOro
3acoby) - [1na Toprosoi ynakoBku (MiaTBEPMHKYETLCS
OaHnMKU peanbHoro Yacy) - 36inbLeHHs TepMiHy
npuaaTHOCTI Nikapcbkoro 3acoby. 3aTBepAXKeHO: 2 poku.
3anponoHoBaHo: 5 pokiB. 3MiHWN BHECEHI B iHCTPYKLIitO
AN MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ain "TepmiH npugaTtHocTi”
179, ®NYKOHA301 | kancynu no 150 mr, no 1 TOB YkpaiHa TOB "Actpadapm" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Ne1 6e3 UA/9065/01/03
kancyni B 6nictepi; no 1 abo | "Actpadapm TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenma
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 2, abo no 3, abo no 4 " CrabinbHicTb. 3MmiHa y TepMiHax npuaaTHocTi abo Ne 2,3,4 3a
6nictepu y kopobui 3 yMoBax 36epiraHHsi FOTOBOrO NikapCbKoro 3acoby peuenmom
KapTOHY (36inbLUeHHs TepMiHY NpUAATHOCTI FOTOBOrO NiKapCbKOro
3acoby) - [ins ToproBoi ynakoBku (MiATBEPMKYETLCS
AaHUMK peanbHoro Yacy) - 36inbLUeHHs TepMiHy
NpUAATHOCTI Nikapcbkoro 3acoby. 3aTBepAXKEeHO: 2 PoKu.
3anponoHoBaHo: 5 pokiB. 3MiHV BHECEHI B iHCTPYKLIitO
AN MEAUYHOTO 3acTOCYBaHHS NikapcbKoro 3acoby y
po3gin "TepmiH npugaTHoCTi"
180.| ®JIIOAHKCON TabneTku, BKPUTI NNIBKOBOO JlyHpbek HaHis EypodiHc Biodapma HaHis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a UA/10197/01/01
o6onoHkoto, no 0,5 Mr no Ekcnopt A/C MpopakT TecTiHr TUMY - BHECEHHS HE3HAYHWNX 3MiH Y METOAMKY peuenmom
100 TabneTok y Henmapk A/C, OaHis BuUNpobyBaHHs 3a nokasHukoM " lgeHTudikauis", wono
NNacTKOBOMY KOHTENHEPI; (BunpobysaHHs 3a nigrotoekn CtaHaapTy H (ctangapTis YytnusocTi Lu 28-
no 1 NnacTukoBomy NMOKa3HUKOM 159 i Lu 00-012) a came oHOBReHHS koHUeHTpauii Lu 00-
KOHTEMHepy B KapTOHHIM "MikpobionoriyHa 012, sika € Ha piBHi 0,1% w/w go 0,05 % w/w
KopobLi yucrora"); X.
JlyHo6ek A/C, OaHis
(BupobHuuTteo
Hepo3dacoBaHoro
NpoAyKTYy, NepBUHHE
Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepin)
181.| ®JIKOAHKCON TabneTkun, BKpUTI NMiBKOBOKO Jlynp6ek HaHia EypodiHc Biodpapma HaHia BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/10197/01/02
obornoHkoto, no 1 mr, no 100 | Ekcnopt A/C MpopakT TecTiHr TUMY - BHECEHHS HE3HAYHWNX 3MiH Y METOAMKY peuernmom
TabneTok y nnacTMkoBomy Oenmapk A/C, OaHis BUNpobyBaHHs 3a NnokasHukoM " lgeHTudikauis", wono
KOHTeWHepi; no 1 (BunpobyBaHHs 3a nigrotoBku CtaHaapTy H (ctaHgapTis yytnueocTi Lu 28-
NnacTKOBOMY KOHTENHepy MOKa3HUKOM 159 i Lu 00-012) a came oHOBNeHHSA KoHUeHTpauii Lu 00-
B KapTOHHIl kopobui "mikpobionoriyHa 012, ska € Ha piBHi 0,1% w/w go 0,05 % w/w
ynctota"); X.
JlyHo6ek A/C, OaHis
(BupobHuuTteo
Hepo3adacoBaHOro
NpoAyKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepin)
182.| ®YPATIH Tabnetku no 50 wmr, no 10 MNAT YkpaiHa MAT "Fanuudpapm”, YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3MiHu | 3a UA/5198/01/01
Tabnetok y 6nictepi; no 3 "Manuudapm Ykpaina; MNAT TUNY - 3MiHN BHECeHO A0 IHCTpyKLUii Ans MeanyHoro peuenmom
Gnictpu B nayui " "KuiBmegnpenapat”, 3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
YkpaiHa "MpoTtunokasaHHs", "OcobnmnBocTi 3acTocyBaHHS",
"Mo6iyHi peakuii" BigNOBiAHO [0 OHOBNEHTOI iIHOpMaLLi
pedepeHTHOro nikapcbkoro 3acoby ®PypariH, TabneTku
no 50 mr (AT «OnaiHdpapmy», Natsin). BBeaeHHst 3aMiH
NpoTHArom 6-Tu MicsLiB Nicnsi 3aTBepoXKEHHS
183.| XAPBOHI TabneTkn, BKpUTI MiBKOBOKO lneag CLWA lneap CaiieHcus Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | 3a UA/15873/01/01
o6onoHkoto, no 90 mr/400 CalieHcus, Arienenp HOC, CLIA/ TUMY - 3MiHU BHECEHO [0 IHCTPYKLIT ANns MeanyHoro peuenmom
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IHK. IpnaHaisa (Bunyck Kanaga 3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainy
«OcobnuBi 3axoau 6e3nekn» curHanbHi pekomeHaauii

Mr; no 28 TabneTok y
dnakoHi; no 1 cdonakoHy B
KapTOHHIl kopobui

cepil, BTOPMHHA
ynakoBKa, KOHTPOmb
cepii); MNneag
CaweHcus, IHk.,
CLUA (BTOpUWHHa
ynakoBka); [neag
CaweHcus, IHK.,
CLUA (koHTponb
cepii); MinmayHT
Xenckea Jlta.,
IpnaHgis (BTOpuHHA
ynakoBka); MNareoH
IHk., Kanaga
(BupoBHULTBO,
nepBrHHa Ta
BTOPWHHA YMaKOBKa,
KOHTpOnb cepii);
nng OesenonmeHrT,
JM, CLA (koHTponb
cepii)

Ans nauieHTiB i3 LyKpoBUM AiabeToM, Ski noyanu
OTPVMYBaTK JiKyBaHHS NPOTMBIPYCHUMMW Npenapatamu
npsiMoi Aii, BignosigHo 4o pekomeHaauii PRAC.
BBepgeHHs 3MiH NnpoTsaArom 6 Micsiuie nicnsi
3aTBEPAKEHHST; 3MiHM | TMNY - 3MiHM BHECEHO A0
IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby go po3aginis «MpoTunokasaHHA» Ta «[10o6ivHi
peakuii» LoAo nawieHTiB SKi npuimMany nikapcbkuii 3acio
y cknagi kombiHoBaHoi Tepanii 3 pubasipuHoM,
BignoBigHo 4o pekomeHaauin PRAC. BBeaeHHst 3aMiH
npoTArom 6 MicAUIB MiCNA 3aTBEPMKEHHS; 3MiHM | Tuny -
3MiHWM BHECEHO A0 iHCTPYKLUii ANt MEAUYHOTOo
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
«Ocobnuei 3axoan 6e3nekn» Ta «B3aemopgis 3 iHWKMMK
nikapcbknuMmy 3acobamu Ta iHLWWi BUAW B3aEMOSin»,
CTOCOBHO CXEM TliKyBaHHS, WO MiCTATb codocHyBip,
pa3om i3 amiogapoHOM 3apeecTPOBaHO BUMAOKM TSHKKOI
©Opagwvkapgaii Ta 6nokagm cepueBoi NPoBIAHOCTI, WO
CTaHOBWMM 3arpo3y AN XWUTTS, BiANOBIgHO 0
pexomeHaauii PRAC. BeegeHHst 3MiH npoTsarom 6
MicsLiB nicnsi 3aTBEpOKEHHS; 3MiHM | TUny - 3MiHK
BHECEHO [0 IHCTPYKUiT ANs MEANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby fo posainy «Bsaemogis 3 iHwmmn
nikapcbknuMuy 3acobamu Ta iHLWWi BUAY B3aeMOSin»,
CTOCOBHO BMMnuBY iKyBaHHS NPOTUBIPYCHUMM
npenapatamu NpaMoi Aii Ha iMyHocynpecaHTu
(umknocnopwuH, Takponimyc), BiANoBiAHO A0
pekomMeHpauin PRAC. BBegeHHst 3MiH npoTsirom 6
MiCsILiB Micnsi 3aTBEPAXKEHHS; 3MiHM |l TUNYy - 3MiHK
BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3gainis «PapmakonoriyHi
BnacTuBocTi», «Ocobnuei 3axoau 6e3nekn», «Cnocio
3acTocyBaHHA Ta Jo3u» Ta «[obivHi peakuii» CTOCOBHO
BMMMBY HUPKOBOI HEQOCTATHOCTI Pi3HUX CTYMNeHIB
TSKKOCTI Ha ekcnoauuito (AUC) codpocbysipy Ha OCHOBI
KiHLEeBUX pe3ynbTaTiB gocnigxkeHb GS-US-338-1125.
BBeaeHHs 3MiH npoTsArom 6 Micsilis nicns
3aTBEPAKEHHS; 3MiHM Il TUNy - 3mMiHM BHeceHo o
iHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby Ao posainy «Bsaemogis 3 iHWMMU nikapcbkumm
3acobamu Ta iHLWi BUAM B3aemMopiny, Woao
3acTocyBaHHS Tepanii Ha ocHoBi cococbyBipy i3
CynyTHIMW NpenapaTammn Ha OCHOBI KiHLEBUX

3MiH NPOTSArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS

pesynbTaTiB gocnimxeHb GS-US-334-2130. BeeaeHHs
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n 3acoby ynakoeka) noceio4yeHHs1
184.| XJIOPOBYTAH MOPOLLIOK KpUCTanivyHmm AT INaTtBis AT "OnanHdapm” INaTtBis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | - UA/6787/01/01
OnrigPAT (cybeTaHuis) y milwkax 3 "OnanHdap TUMY - NPOMOHYETLCA AOAATKOBUM anbTepHATUBHUIA TVN
NniBky1 NonieTuneHoBoi Ans m" NepBUHHOI yNakoBKK, a came: « CybcTaHumio
BMPOOHMLTBA CTEPUIBHMX i ynakoBbIBaIOT B MELLIOK U3 NlaM1HaTta, KoTopbin
HEeCTepUIbHUX NiKapCbKUX 3anauBatoT C NOMOLLbIO CneumanbHOro 06opyaoBaHus
dopm 6e3 Bakyyma. QTUKETKY NPUKPENNSIoT K MeLUKy 13
namvHata, obkneviBasi npo3payvHoi neHTomn. Metuok
noMeLaT B NONMITUMNEHOBLIN UMK NONUMNPOMNUIEHOBLIN
KOHTEMHEpP, KOTOPbIN NAOTHO 3aKPbIBaKOT KPbILWKOW. Ha
KOHTENHEep NPUKPENnmsoT 3TUKETKY»; 3MiHU | TURY - 3MiHK
0o crneundikauii Ta meTtogiB KoHTponto A®I 3a
NnokasHukamu: -po3ain «laeHtudikauia», a came metoq
A.,B.,C AkicHa peakuist 3aMmiHeHO Ha MeToq
BunpobyBaHHs IK-cnekTp BignosiaHo go sumor Ph.Eur.
monograph «Chlorobutanol hemihydrate» -3miHa Ha3Bu
po3giny «3anuLIKoBi OpraHiyHi PO34YMHHUKN» Ha PO3Ain
«[Jowmiwkun A i B» Ta npuBeaeHHs KpUtepii NPUAHATHOCTI
BignosigHo Ao sumor Ph.Eur. monograph
«Chlorobutanol hemihydrate»
185. ULEPEBPYM PO34MH Anis iH'ekuin, no 2,2 Bionoriwe HimeyuuH Bionoriwe Himeuumna BHECEHHS 3MiH O peecTpauinHMX maTepianis: 3MiHu | 3a UA/7791/01/01
KOMMO3UTYM | mn B amnyni; no 5 amnyny Xannbmitte a Xaunnbmittenb TUNY - BHECEHHS iHdopMaLii Npo driyopecLeHLito peuenmom
H KOHTYPHIili YapyHKOBIN nb Xeenb Xeenb 'M6X eTukeTkn y n. 6 IHWE TekcTy mapkyBaHHS NEpBUHHOI
ynakoBLi; Mo 1 KOHTYpHIN m6X yNaKkoBKW fikapcbKoro 3acoby
YapyHKOBIN ynakoBLi B
KopobLi 3 kKapToHy; no 2,2
MI B amnyni; no 5 amnyn y
KOHTYPHI YapyHKOBIW
yNakoBLii; MO 2 KOHTYPHI
YapyHKOBI YNaKoBKM B
KopobLi 3 KapToHy; Mo 2,2
MI B amnyni; no 5 amnyn y
KOHTYPHili YapyHKOBIN
ynakoBLi; No 20 KOHTYPHUX
YapyHKOBWX YNaKoOBOK Y
KOpObLi 3 KAPTOHY
186.| LE®A3OIIH- NOPOLLIOK ANS PO34YUNHY Anst MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/6216/01/01
OAPHUUA iH'exuin no 0,51, 1 onakoH 3 | "dPapmauesT "®apmaueBTiHa TUMY - BUNYYeHHS pipmn-BupobHUKa cybcTaHuii peuenmom
NMOPOLLKOM B nayi; 5 n4yHa cipma dipma "JapHunua” uedasoniHy HaTpieBOI comi y nepepaxyBaHHi Ha
pNaKkoHiB 3 MOPOLLKOM B "OapHuus" uedasoniH ACS DOBFAR, S.p.A., Italy;

KOHTYPHili YapyHKOBIN
ynakoBLi; Mo 1 KOHTYpHIl
YapyHKOBIN ynakoBLi B
navui; 1 donakoH 3
MOPOLLKOM Y KOMMNeKTi 3 1
amnynoto po3ynHHuka (Boaa
ans iH'ekuin-JdapHuus) no 5
MIT B KOHTYPHIll YapyHKOBIl
ynakosLi; No 1 KOHTYpPHin
YapyHKOBIN ynakoBLii B

3anponoHoBaHo: Qilu Antibiotics Pharmaceutical Co.,
Ltd., China
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navui; 40 conakoHiB 3
NMOPOLLIKOM y Kopobui

187.

LE®A3OIJIIH-
OAPHULUA

MOPOLLOK A5 PO34UNHY ANs
iH'exuin no 1,0 r, 1 conakoH 3
NOPOLLKOM B nauui; 5
bnakoHiB 3 NOPOLLKOM B
KOHTYPHIl1 YapyHKOBIN
ynakoBLi; Mo 1 KOHTYpHIl
YapyHKOBIN ynakoBsLi B
navui; 1 donakoH 3
MOPOLLKOM Y KOMMNeKTi 3 1
amnynoto po3ynHHuKa (Boaa
ans iH'ekyin-dapHuuys) no 10
MIT B KOHTYPHIll YapyHKOBIl
ynakoBLi; No 1 KOHTYpPHIn
YapyHKOBIN ynakoBLi B
navui; 40 donakoHiB 3
NMOPOLLKOM Yy Kopobui

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT
"®apmaueBTnYHa
cipma "dapHuuqa”

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu |
MYy - BUNYYeHHs PipMn-BUPOGHUKa cybcTaHuii
LedasoniHy HaTpieBOI comi y nepepaxyBaHHi Ha

uedasoniH ACS DOBFAR, S.p.A., Italy;
3anponoHoBaHo: Qilu Antibiotics Pharmaceutical Co.,
Ltd., China

3a
peuenmom

UA/6216/01/02

188.

LE®ENIM

MOPOLLIOK AN PO3YUHY Ast
iH ekuin no 1000 wmr; 1
NaKkoH 3 NMOPOLLKOM Y
KopobLi 3 KapTOHY

BITA CAH
nTa

Benukobp
UTaHia

Csicc lNepeHTepanc
J1a., IHaia; AHaHTa
Megikeap Nimiteq,

IHaisa

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUMYCKY Cepii Ta KOHTPOIO SKOCTi FOTOBOTO JlikapCbKOro

3acoby (3amiHa abo gogaBaHHs BUPOOHWMKA, LLO
BigMNoBigae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkntoyatoun koHTponb/BunpobyBaHHs cepii. BBeaeHHs
[0[aTKoBOT BUPOOHUYOT AinbHULI ANs BCbOro
BMPOGHMYOro NpoLEeCy roToBOro fikapcbkoro 3acoby -
AnaHTa Mepgikeap JlimiTea, IHais. BBeaeHHs 3miH
npoTarom 3-x MicauiB nicnsi 3aTBepAXeHHs. 3miHu | Tuny

- 3MiHu 3 sikocTi. [oTOBMIA Nikapcbkuii 3acib. 3miHn y

BUpPOGHMUTBI. 3amiHa abo BBeAEeHHS A0AaTKOBOI
AinbHWLi BUpoBHULTBA ANst YacTUHKM abo BCbOro

BMPOGHMYOro NPOLECY rOTOBOrO MikapcbKoro 3acoby

(BinbHUUS, Ha KM NPpoBOAATLCH Oyab-siki BUPOOHUYI
cTagii, 38 BUHATKOM BUMYCKY Cepii, KOHTPOIIO AKOCTi Ta

BTOPWHHOIO MaKyBaHHS AN CTEPUINbHUX NiKapCbKNUX
3acobiB (BKkNOYa4M BUPOOneHi acenTuyHMM METOLOM),

KpiM nikapcbknx 3acobiB BionoriyHoro/iMmyHomnori4Horo
noxogxeHHs). CynyTHs 3miHa - 3MiHu 3 sikocTi. [oToBMNIA

nikapcbkuit 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa abo

BBEAEHHS [OAATKOBOI AiNbHUL BUpobHMUTBA NS
YacTuHU abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbKkoro 3acoby (AinbHWUS ANst BTOPUHHOTO
nakyBaHHs1) - BBEIeHHS JOAAaTKOBOI BUPOOHNYOI

OinbHWL ANst BCbOro BUPOBGHUYOro npoLecy roToBoro
nikapcbkoro 3acoby - AHaHTa Megikeap Jliviteq, IHais.

BBepneHHs 3MiH npoTarom 3-x micauiB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta papmakoHarnagy (iHLwi 3MiHW)

3a
peuernmom

UA/15345/01/01
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- BHECEHI WOoA0 pefaryBaHHs iHCTPYKUIT ANs MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby 3a posginamu
"BupobHuk" Ta "MicuesHaxomkeHHs BUPOOHMKa Ta
agpeca Micusi NPOBaMKEHHS WOro AisnbHOCTI" Ans
MOXITMBOCTi APYKyBaTMN iHCTPYKUIT A KOXXHOIO
BUPOGHMKA okpemo. BBeaeHHs 3MiH npoTsarom 3-x
MiCsILiB Micnsi 3aTBEPAXKEHHS.

189.| LE®ENIM NMOPOLLIOK ANS PO34YnNHYy ANnst AHaHTa Benvka Csicc lMNepeHTepanc IHais BHECEHHS 3MiH [0 peecTpauinHmx martepianis: 3miHn | 3a UA/16849/01/01
AHAHTA iH'ekuin no 1 r; 1 donakoH 3 Megikeap BpuTaHis Nta., lHais; AHanTa Tuny - 3MiHK 3 siKoCTi. [O0TOBMI Nikapcbkuin 3aci6. 3MiHn | peuernmom
NOPOLLUKOM B KOpobuUi Iiro. Megikeap Jlimiten, y BUpOBHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTLCA
IHAisA BWMNYCKY Cepii Ta KOHTPOSO AKOCTi FOTOBOTO NiKapCbKOro

3acoby (3amiHa abo gogaBaHHs BUPOOHWMKA, LLO
BiAMOBiAae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkntoyatoun koHTponb/BunpobyBaHHs cepii. BBeaeHHs
[04aTKOBOI BUPOBHUYOT AinNbHULI ANs BCbOro
BMPOBHMYOro NpoLiecy roToBOro fikapcbkoro 3acoby -
AnaHTa Mepgikeap JlimiTea, IHais. BBeaeHHst 3miH
npoTarom 3-x MicauiB nicnsi 3aTBepaAXeHHs. 3miHu | Tuny
- 3MiHK 3 AKkocTi. [oToBMIA Nikapcbknii 3acib. 3miHn y
BUpPO6HMUTBI. 3amiHa abo BBeAeHHS A0AaTKOBOI
OinbHUL| BUpobHUUTBA ANst YacTuHKM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro fikapcbkoro 3acoby
(BiNbHUUS, Ha SAKiIN NPOBOAATLCH Oyab-siki BUPOOHUYI
cTagii, 3a BUHATKOM BUNYCKY Cepii, KOHTPOIO AKOCTi Ta
BTOPUHHOTO NaKyBaHHS AN CTEPUITbHUX NiKapCbKNX
3acobiB (BKkNoYa4M BUPOOeHi acenTuyHMM METOLOM),
KpiM nikapcbkux 3acobiB Gionori4Horo/iMmyHomnori4Horo
noxogxeHHs). CynyTHA 3miHa - 3miHu 3 skocTi. [oToBuMNIA
nikapcbkui 3aci6. 3MiHn y BUpobHMUTBi. 3amiHa abo
BBEJIEHHS [OAATKOBOI AiNbHWLI BUpOOHMLTBA Ans
YacTMHU abo BCbOro BUPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHULA ANS BTOPUHHOIO
nakyBaHHs1) - BBEIEHHS 4OAATKOBOI BUPOBHUYOI
[inbHUUi Ans BCbOro BUpoHHMYOro npoLecy rotoBoro
nikapcbkoro 3acoby - AHaHTa Megikeap Jliviteq, IHais.
BBeaeHHs 3MiH npoTsArom 3-x micAuiB nicns
3aTBEPAKEHHS.
3MmiHun | Tuny - 3MiHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
apmakoHarnsgy (iHwi amiHu). 3MiHM BHeceHi B
iHCTPYKLiO AN MEQMYHOrO 3aCTOCYBaHHSI IiKapCbKOro
3acoby y po3ainu "BupobHuk" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta apeca Micusi IPOBagXeHHS A0Oro
OisnbHOCTI" 3 BiANOBIAHUMMY 3MiHAMKU B TEKCTI
MapKyBaHHS ynakoBoK. 3MiHN BHECEHI o0
pedaryBaHHs iHCTPYKLUIii ANs MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby 3a posginamu "BupobHuk" Ta
"MicuesHaxomkeHHs BUpOOHMKa Ta agpeca micus
NPOBaXXeHHs1 NOro AifnbHOCTI" ANt MOXIUBOCTI
OPYKYBaTU IHCTPYKLIT 4115 KOXHOro BUPOBHMKA OKPEMO.
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190.

LE®ENIM

BBeaeHHs 3miH npoTArom 3-x micauiB nicnsa
3aTBEPAKEHHS

191,

AHAHTA

LLE®OTAKCUM

NMOPOLLIOK ANS PO34YnNHYy ANst
iH'ekuin no 2 r; 1 donakoH 3
NOPOLLKOM B KOpOOLj

AHaHTa
Megikeap
NTo.

Benuka
Bputanis

Csicc lMNepeHTepanc
JIta., IHais; AHanTa
Megikeap Nimiteq,

IHgia

IHgia

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu |
TNy - 3MiHK 3 sKoCTi. FoTOBMIA nikapcbkuii 3aci6. 3miHn
y BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOTO NiKapCbKOro

3acoby (3amMiHa abo JopaBaHHs BUPOOHWMKA, L0
BigMoBigae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkntoyatoun koHTponb/BunpobyBaHHs cepii. BBeaeHHs
[0[aTKoBOT BUPOBHWUYOT AiNbHUL ANs BCbOro
BMPOOHMYOro npouecy rotToBoro nikapcbkoro 3acoby -
AnaHTa Megikeap Iimiteq, IHaia. BBegeHHS 3MiH

npoTarom 3-x MicAuiB Nicns 3aTBepAXeHHsA. 3MiHu | Tuny

- 3MiHK 3 AKkocTi. [oToBMIA Mikapcbknii 3aci6. 3miHn y
BMPOGHMUTBI. 3amMiHa abo BBeAeHHs 40AaTKOBOI
OinbHWLi BUpOOHUUTBA ANst YacTuHU abo BCbOro

BUPOBHMYOro NpoLecy roToBOro nikapcbkoro 3acoby

(minbHUUSRA, Ha AKiN NpoBOAATECS ByAb-sKi BUPOGHMYI

cTagii, 38 BUHATKOM BUMYCKY Cepii, KOHTPOIIO AKOCTi Ta

BTOPVHHOIO MaKyBaHHSA A1 CTEPUIbHUX NiKapChKUX

3acobiB (BKMOYa4M BUpOOEHi acenTUYHUM METOAOM),
KpiM nikapcbknx 3acobis 6ionori4yHoro/iMmyHonoriYHoro
noxogxeHHs). CynyTHA 3miHa - 3miHu 3 akocTi. [oToBuMI
nikapcbkuii 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa abo
BBEOEHHS OAATKOBOI AiNbHULI BUpObHMUTBA ANs
YacTMHU abo BCbOro BUPOBHMYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (4inbHWULSA ANt BTOPUHHOIO
naKkyBaHHs) - BBEAEHHSA AOAATKOBOI BUPOOHNYOI
[inbHULI Ans BCbOro BUpOBHMYOro npoLecy rotoBoro
nikapcbkoro 3acoby - AHaHTa Megikeap Jlimiteq, IHais.
BBeneHHs 3MiH npoTarom 3-x micauiB nicnsa
3aTBEPPKEHHS.
3MiHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHn). 3MiHW BHeceHi B
IHCTPYKLUIiO ANS MeANYHOTrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainu "BupobHuk" Ta "MicuesHaxomKeHHs
BMpOBHVKa Ta agpeca Micus NpoBagXXeHHs 1oro
OisnbHOCTI" 3 BiANOBIAHUMM 3MiHAMKW B TEKCTI
MapKyBaHHSs! ynakoBoK. 3MiHN BHECEHI W00
pefaryBaHHs iHCTPYKLiT Ans MeQU4HOro 3acToCyBaHHS
nikapcbkoro 3acoby 3a posginamu "BupobHuk" Ta

"Micue3HaxoaeHHs1 BUpoOHMKa Ta agpeca Micus

NPOBaXXEHHs1 NOro AisNbHOCTI" ANs1 MOXIMBOCTI
APYKYBaTU IHCTPYKLIT ANS KOXHOro BUPOBOHMKA OKPEeMo.
BBeaeHHs 3MiH npoTsArom 3-x micauiB nicnsa
3aTBEPKEHHS

3a
peuenmom

UA/16849/01/02

KOMBI

NMOPOLLIOK ANSA PO3YNHY ANst
iH'ekuin no 0,5 r nopoLuky y

cdnakoHi; 1 abo 10, abo 50

MpuBaTtHe
akuioHepHe

TOBApUCTBO

YkpaiHa

MpuBaTtHe
akuioHepHe

YkpaiHa/
Kutawncbka

TOBApPUCTBO

HapogHa

BHECEHHS 3MiH IO peecTpauiiHiX mMaTepianis:
BMMNPaBIEHO TeXHI4YHi MOMUIKMN Y TEKCTi MapKyBaHHSI
BTOPUWHHOI YNaKOBKM NiKapCbKoro 3acoby: 3a3HayeHe

3a
peuernmom

UA/18260/01/01
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nakoHiB y nayuj; abo 1 "JTekxim- "Ilekxim-Xapkis", Pecny6nika BUMNpaBreHHs BiAnoBigae martepianam peectpauiiHoro
dnaKkoH 3 NopoLukom Ta 1 Xapkis" YkpaiHa aocbe
amnyna 3 po34MHHUKOM (BMpPOOHMLTBO Ta
(Boga ans iH'exuin no 5 mn B nepBuHHe
amnyni) B Gnictepi, 1 nakyBaHHsi
6nictep y nayui PO3YMHHUKIB;
BTOPUHHE
nakyBaHHs,
KOHTPOMb Ta BUMYCK
cepii rotoBoro
nikapcbkoro
3acoby); PetoHr
dapmacbioTukan
Ko., Jlta, Kutaiicbka
HapoaHa
Pecny6nika
(BMpPOBHMLTBO Ta
nepBuHHe
nakyBaHHs!
NOPOLLIKY)
192.| UE®OTAKCUM | nopoLuok Anst po3ynHy Ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/18260/01/01
KOMBI iH'exuin no 0,5 r mopoLuky y aKuioHepHe akKujioHepHe Kuraricbka BWMPAaBIIEHO TEXHIYHI MOMWITKM B iIHCTPYKLIi ANs peuernmom
cdnakoHi; 1 abo 10, abo 50 TOBapucTBO TOBapuCTBO HapogHa MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby:
dnakoHiB y nayui; abo 1 "Nekxim- "Nekxim-Xapkis", Pecny6bnika 3artBepoykeHo: Jlikapcbka dhopma. MNopoLuok gns
dnakoH 3 NopoLLKom Ta 1 Xapkis" YkpaiHa PO34uHy ANns iH’ekuin. OCHOBHI i3NKO-XiMiYHI
amMnyna 3 po34MHHUKOM (BMpPOOHMLTBO Ta BMacTMBOCTI: NOpoLUOK Ginoro abo 3nerka XOBTaBoro
(Bopga ons iH'ekuinn no 5 mn B nepBUHHE Konbopy. Po3unHHMK: nigokaiH, po34uH Ans iH’ekuin, 10
amnyni) B 6nictepi, 1 nakyBaHHsi mr/mn no 5 mn B amnyni; OCHOBHI di3nKo-XiMiYHi
bnictep y navui PO34YNHHUKIB; BIACTMBOCTI: Npo3opa, 6e3bapsBHa abo 3nerka
BTOPUHHE 3abapsneHa pignHa. abo Po3unHHUK: Boda Ans iH ekuii,
nakyBaHHs, PO3YMHHMK ANS NapeHTepanbHOro 3acTocyBaHHs, no 10

KOHTPOMb Ta BUMYCK
cepii rotoBOro
nikapcbkoro
3acoby); PetoHr
dapmacbioTukan
Ko., Jlta, Kutaiicbka
HapogHa
Pecnybnika
(BMpPOOHMLTBO Ta
nepBuHHe
nakyBaHHs
NMOPOLLIKY)

mn B amnyni. OCHOBHi (i3nKo-XiMi4Hi BNacTUBOCTI:
6e36apBHa npo3opa piguHa. TepMiH npyuaaTHocTi. 3
poku. 3anponoHosaHo: Jlikapcbka dopma. MopoLuok aAns
PO34uMHy ANs iH’ekuin. OCHOBHI di3NKO-XiMiYHi
BMaCcTUBOCTI: MOPOLLIOK Binoro abo 3nerka »oBTaBoro
Konbopy. Po3unHHWK: nigokaiH, po3vunH ans iH’exuin, 10
mr/mn no 5 mn B amnyni; OCHOBHI di3nKo-XiMiYHi
BNacTMBOCTI: Npo3opa, 6e3bapeHa abo 3nerka
3abapeneHa pignHa. abo Po34nHHUK: BOAa Anst iH'ekuin,
PO3YMHHWK ANS NapeHTeparnbHOro 3acTocyBaHHs, No 5
mn a6o no 10 mn B amnyni. OCHOBHI ¢i3VKO-XiMiYHi
BnacTmBocTi: 6e3bapBHa npo3opa piguHa. TepmiH
npuaaTtHocTi. LlechoTakcm, nopoLUok Ans po3yunHy Ansi
iH’ekuin — 3 poku. JligokaiH, po3uuH Ans iH’exuin, 10
mr/mn — 3 poku. Boga ans iH’ekuin — 4 poku. TepmiH
npuAATHOCTI BU3HAYa€eThLCS BiGHOCHO TOTO KOMMOHEHTA
npenaparty (nopoLok abo po34MHHMK), TEPMIH
NpuaaTHOCTI SIKOro 3aKiHYYETBCS paHilue.
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n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
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3a3HayeHe BMNpaBneHHs BignoBigae maTtepianam
peecTpaLiiHoro 4ocbe
193.| UE®OTAKCUM | nopoLuok Ansi po3ynHy Ans MpuBaTHe YkpaiHa MpuBaTHe Ykpaina/ BHECEHHS 3MiH 0 peecTpauinHux maTepianis: 3a UA/18260/01/02
KOMBI iH'exUin Mo 1 r NopoLuKy y akKuioHepHe akuioHepHe Kutaricbka BUMNPAaBIEHO TEXHIYHI MOMWUIKN Y TEKCTi MapKyBaHHS peuenmom
dnakoHi; 1 donakoH 3 TOBapuCTBO TOBapWCTBO HapoaHa BTOPVHHOI yNaKoBKW NikapCcbKoro 3acoby: 3a3HayeHe
nopoLukomM Ta 1 amnyna 3 "Nekxim- "INekxim-Xapkis", Pecnybnika BUMNpaBfieHHs BignoBigae maTepianam peecTpauinHoro
po34unHHuKoM (Boga ans Xapkis" YkpaiHa aocbe
iH'exuin no 10 mn B amnyni) (BMpPOOHMLTBO Ta
B bnicTepi, 1 6nictep y NnepBUHHE
navui; 1 donakoH 3 nakyBaHHS
nopoLukom Ta 1 amnyna 3 PO3YMHHWKIB;
po34nHHUKOM (JigokaiH, BTOPUHHE
PO34nH Ans iH'exuin 10 nakyBaHHs,
mr/mMn no 5 mn B amnyni) B KOHTPOIb Ta BUMYCK
6nictepi, 1 6nictep y nayui cepil rotToBoro
nikapcbkoro
3acoby); PetoHr
dapmacbioTukan
Ko., Jlta, Kutaicbka
HapogHa
Pecnybnika
(BMpPOBHMLTBO Ta
nepBuHHe
nakyBaHHs
MOPOLLIKY)
194.| UE®OTAKCUM | nopoLuok Ansi po3ynHy Ans MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa/ BHECEHHS 3MiH 10 peecTpauiiHiX maTtepianis: 3a UA/18260/01/02
KOMBI iH'eKkUin No 1 r NOpoLLKY Yy akuioHepHe akuioHepHe Kutanceka BUMPAaBIEHO TEXHIYHI MOMWUIKM B IHCTPYKLIT Ans peuernmom
cdnakoHi; 1 conakoH 3 TOBapUCTBO TOBapUCTBO HapogHa MeOMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby:
nopotukom Ta 1 amnyna 3 "Iekxim- "INekxim-Xapkis", Pecnybnika B3aTBepaxeHo: Jlikapcbka dopma. Mopoluok ansi
po34nHHuUKoM (Boga ans Xapkis" YkpaiHa PO34unHy Ans iH’ekuin. OCHOBHI i3nKO-XiMiYHi
iH'exuin no 10 mn B amnyni) (BMpOOHMLTBO Ta BMacTMBOCTI: NOpoLlok Ginoro abo 3nerka XOBTaBoro
B BnicTepi, 1 6nictep y nepBUHHE Konbopy. Po34nHHMK: nigokaiH, po34mH Ans iv’ekuin, 10
nadui; 1 donakoH 3 nakyBaHHs mr/mMn no 5 mn B amnyni; OCHOBHi ¢i3nKo-XiMiYHi
nopoLukomM Ta 1 amnyna 3 PO3YMHHWKIB; BNacTuBOCTI: Npo3opa, 6e3bapeHa abo 3nerka
po34nHHUKOM (JigokaiH, BTOPUHHE 3abapeneHa pignHa. abo Po3unHHUK: Boda Ans iH kUi,
po34nH Ans iH'ekuin 10 nakyBaHHs, PO3YMHHMK AN NapeHTepanbHOro 3actocysaHHs, no 10

mr/mMn no 5 mn B amnyni) B
6nictepi, 1 6nictep y nayui

KOHTPOSb Ta BUNYCK
cepii rotoBoro
nikapcbkoro
3acoby); PetoHr
dapmacbioTukan
Ko., ta, Kutancbka
HapogHa
Pecnybnika
(BMpPOGHMLTBO Ta
nepBuHHE
nakyBaHHs

mn B amnyni. OCHOBHi i3nKo-XiMi4Hi BNacTUBOCTI:
6e3bapeHa npo3opa piavHa. TepmiH npugaTtHocTi. 3
poku. 3anponoHoBaHo: Jlikapcbka cdopma. MopoLuok ans
PO34MHy Anis iH'ekuii. OCHOBHI (Di3UKO-XiMiYHi
BACTMBOCTI: NOPOLUOK Binoro abo 3nerka »xoBTaBoro
Konbopy. Po3unHHMK: nigokaiH, po3vnH Ans iv’ekuin, 10
mr/mn no 5 mn B amnyni; OCHOBHI ¢Pi3nKO-XiMiYHi
BJIACTMBOCTI: Npo3opa, 6e3bapBHa abo 3nerka
3abapeneHa pignHa. abo Po3unHHUK: Boda Ans iH ekuii,
PO3YMHHWK AN NapeHTeparnbHOro 3acToCyBaHHs, No 5
mn abo no 10 mn B amnyrni. OCHOBHI di3VKO-XiMiYHi
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NOPOLLIKY)

BrnacTneocTi: 6esbapsHa npo3opa pianHa. TepmiH
npuaaTHocTi. LiedoTakcmm, nopoLlok AN po3unHy Ans
iH’ekui — 3 poku. JligokaiH, po3unH gns iH’ekuin, 10
mr/mn — 3 poku. Boga ans iH’exuin — 4 poku. TepmiH
nNpuaaTHOCTI BU3HAYaETLCS BIOHOCHO TOTO KOMMOHEHTa
npenaparty (nopoLok abo po3YNHHKK), TEPMIH
npuaaTHOCTI AKOrO 3aKiHYYETLCH paHilue.
3a3HayeHe BMNpaBneHHs BignoBigae maTtepianam
peecTpauinHoro ocbe

195,

LE®TA3NONM

NOPOLLIOK AN pO34UHY Ansi
iH ekuii no 1 1; 1 pnakoH 3
NopoLLKOM Y kopobui 3
KapTOHY

BITA CAH
nTa

Benukobp
UTaHisa

Csicc NepeHTepanc

Nta., lHais; AHanTa

Megikeap Nimiteq,
IHaisa

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu |
Tuny - 3MiHM 3 SKOCTi. [0TOBMI Nikapcbkui 3aci6. 3MiHK
y BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUMYCKY Cepii Ta KOHTPOIIO SKOCTi FOTOBOTO JiKapCbKOro

3acoby (3amiHa abo goaaBaHHSA BUPOOHMKA, LLO
BigMNoBigae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkrtoyatoumn koHTponb/BunpobyBaHHs cepii - BBEAEHHS
[0AaTKOBOI BUPOOHUYOT AiNbHULI ANs BCbOro
BMPOGHMYOro NpoLEeCy roToBOro fikapcbkoro 3acoby -
AnanTa Megikeap Jlivitea, IHais (BBeaeHHs 3miH
npoTArom 3-x MICALIB MiCNSA 3aTBEPKEHHS); 3MiHM |
Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMUTBI. 3amiHa abo BBeAEHHS1 OAATKOBOI
OinbHWLi BUpOOHUUTBA ANst YacTuHU abo BCbOro
BMPOGHMYOro NpOoLECy rOTOBOIO fikapCbKoro 3acoby
(BinbHUUS, Ha KM NpoBOAATLCH Oyab-siki BUPOOHUYI
cTagii, 38 BUHATKOM BUMYCKY Cepii, KOHTPOIIO AKOCTi Ta
BTOPWHHOIO NaKyBaHHS AN CTEPUINbHUX NiKapCbKNX
3acobiB (BKkNoYa4M BUPOOeHi acenTuyHMM METOLOM),
KpiM nikapcbkux 3acobiB 6ionoriyHoro/iMmyHomnoriYHoro
NMOXOXKEHHS1)
CynyTHS 3MiHa
- 3MiHK 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS 4oAaTKOBOI
OinbHULi BUpOOHULTBA ANst YacTUHU abo BCbOro
BUPOBHMYOro NpoLecy roToBoro nikapcbkoro 3acoby
(BiNbHUUS ANs BTOPUHHOTO NakKyBaHHS) - BBEAEHHS
[0AaTKOBOI BUPOOHUYOT AiNbHULI ANs BCbOro
BMPOBHMYOro NpoLiecy roToBOro fikapcbkoro 3acoby -
AHaHTa Megikeap Jliviten, IHais (BBeaeHHs 3amiH
npoTArom 3-x MicAUIB MiCNsa 3aTBEPKEHHST); 3MiHM |
TMny - 3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
papmakoHarnsigy (iHwi 3amiHu) - 3MiHWM BHECeHi Wwoao
pefaryBaHHs iHCTPYKLiT Ans MeAUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby 3a posginamu "BupobHuk" Ta
"Micue3HaxoaeHHs1 BUpoOHWKa Ta agpeca Micus
NPOBaXEHHs1 NOro AisnbHOCTI" ANt MOXIMBOCTI
OPYKyBaTu iHCTPYKUIT ANSA KOXHOro BUpOBHUKa OKpeMo

3a
peuenmom

UA/15346/01/01
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®dopma eunycky 3asieHuK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(BBegeHHs 3miH npoTarom 3-x micauiB nicns
3aTBEPAKEHHS)
196. ULUTEPAN® TabneTkun, BKpUTI NMiBKOBOKO AITKANOIA Pecny6bnik ANKANOIO AL Pecnybnika BHECEHHS1 3MiH JO peecTpauiiHux maTtepianis: 3MiHu | 3a UA/1079/01/01
obonoHkoto, no 250 mr no 10 Al Ckor’e a NisHivHa Ckon’e lMiBHiYHa TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
Tabnetok y 6nictepi; no 1 MakepnoHis MakenoHis Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
BnicTepy y nayui KapTOHHIN noceigyeHHs) 3miHa Ha3Bu Ta agpecy 3asiBHuKa 113,
3MiHn | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HanMmeHyBaHHS Ta/abo agpecu Micusa npoBagXeHHS
LisinbHOCTI BUPOGHMKa/iMnopTepa rotoBoro fikapcbkoro
3acoby, Bknovaoum AinbHULI BUMycky cepii abo micue
NpoBeAeHHS KOHTPOMIO SKOCTI. (AIANbHICTb, 3a SKy
BigMNoBigae BUPOOHMK/iMNopTEp, BKNOYAKUN BUMYCK
cepin) 3miHa Ha3Bu Ta agpecu BupobHuka M3, 6e3
3MiHM MiCLisi BUPOOHMLITBA
197.| ULUTEPAN® TabneTkun, BKpUTI NMiBKOBOKO AITKANOIA, Pecny6bnik AINKANOIO AL Pecnybnika BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/1079/01/02
obonoHkoto, no 500 mr no 10 Al Ckor’e a NisHiyHa Ckon’e lMiBHiYHa TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuyenmom
Tabnetok y 6nictepi; no 1 MakenoHisa MakenoHis Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
GnicTepy y nayui KapTOHHIN noceigyeHHs) 3miHa Ha3Bu Ta agpecu 3asiBHuKa [T13.
3MiHn | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus NpoBagXeHHs
LisinbHOCTI BUpOGHMKa/iMnopTepa rotoBoro fikapcbkoro
3acoby, BKMIOYao4m AinbHULI BUNYCKy cepii abo micue
NpoBeAEHHS! KOHTPOIIO SIKOCTI. (QiSNbHICTb, 3a SKy
BigMNoBigae BUPOOHMK/iMNopTEp, BKNOYAKUN BUMYCK
cepin) 3miHa Ha3Bu Ta agpecy BupobHuka M3, 6e3
3MiHU MicLs BUPOGHMUTBA
198.| ULUTEPAN® TabneTku, BKpUTI NNiBKOBOO AITKANOIA, Pecny6bnik ANKANOIO AL Pecnybnika BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3miHu | 3a UA/1079/01/01
obornoHkoto, no 250 mr; no Al Ckon'e a NisHiyHa Ckon'e lMiBHiuHa TMny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenmom
10 Tabnetok y 6nictepi; no 1 MakepnoHis MakepgoHist dapmakoHarnsgy. 3miHa y KopoTkiii xapakTepucTui

GnicTepy y nayui KapTOHHIN

nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
ANs MEAMYHOro 3aCTOCYBaHHSA Ha NiAcTaBsi perynspHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnifgxeHb 3 6e3nekn 3acTocyBaHHA Nikapcbkoro
3acoby B nicnspeecTpauiiini nepioa, abo sk pesynetart
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaHy negiaTpuyHmx gocnimkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHom) -
3MiHu BHeCeHi A0 iHCTPYKLiT Ans MeanyHoro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y posgin
"OcobnuBocTi 3acTocyBaHHA" BiANOBIAHO [0 OHOBEHOT
iHcpopMmalii Lwoao Gesneku Aitodoi pevoBUHU; 3MiHM |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKii XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKLT
ANs MEAUYHOrO 3acCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBJHOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acTocyBaHHSA Nikapcbkoro
3acoby B nicnsipeecTpauiiHnii nepioa, abo sik peaynbtart

OLliHKM 3BITY 3 AoCNigKeHb, NPOBEAEHMX BiANOBIAHO A0
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nnaHy negiatpuynHmx gocnimkers (PIP) (3miny
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHNM OpraHom) -
3MiHW BHECEHI [0 iHCTPYKLii ANs MegnyHoro
3aCTOCyBaHHS fnikapcbkoro 3acoby y po3ainu
"MokasaHHsA" (3 BIANOBIAHMM peaaryBaHHAM TEKCTY
po3sginy "Cnocib 3actocyBaHHs Ta fo3u"), "OcobnmsocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO oo
OHOBMEHOT iHhopMaLlii Wwoao 6e3neky Qito4oi pe4oBUHMY;
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTKili xapakrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKUi
ONst MEQVYHOrO 3aCTOCYBaHHS Ha NiAcTaBi perynsipHo
OHOBJHOBAHOrO 3BiTY 3 He3neku nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnii nepiog, abo sk peaynbTart
OLIiHKM 3BITY 3 AOCHiAXEHb, MPOBEAEHUX BiAMOBIAHO A0
nnaHy negiatpuynHmx gocnimkers (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVUM OpraHom) -
3MiHN BHECeHI A0 iHCTPYKLiT Ans MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
Buau B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
"Mepeno3yBaHHS" BIANOBIAHO A0 OHOBIEHOI iHopMaLlii
wopo 6e3neku Aito4oi pe4oBUHM

199 UMTEPAI® TabneTkun, BKPUTI MIiBKOBOIO ANKANOIO | Pecny6nik ANKANOIO AQ Pecny6nika BHECEHHS 3MiH [10 PEECTPALiNHNX MaTepianis: 3MiHu | 3a UA/1079/01/02
obornoHkoto, no 500 mr; no Al Ckon'e a NisHiyHa Ckon'e lMiBHiuHa TMny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenmom
10 Tabnetok y 6nictepi; no 1 MakepnoHis MakepgoHist dapmakoHarnsgy. 3miHa y KopoTkil xapakTepucTui
GnicTepy y nayui KapTOHHIN nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii

ONst MEAMYHOrO 3aCTOCYBaHHS Ha NiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiiuii nepion, abo sk pesynbtat
OLiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaHy negiatpuynmx gocnimpkers (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YMOBHOBAXXEHVM OpraHoMm) -
3MiHu BHeCeHi A0 iHCTPYKLiT Ans MeanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
"OcobnmBocTi 3acTocyBaHHSA" BiANOBIAHO 4O OHOBIEHOT
iHcpopMmaii Lwoao 6esnekm Aitodoi pevoBUHU; 3MiHM |
TMny - 3MiHM Wwopao 6e3nekn/edpeKkTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKLT
ONst MEAMYHOro 3aCTOCYBaHHA Ha NiAcTaBsi perynspHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neku nikapcobkoro 3acoby, abo
nocnimxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaviiiuii nepion, abo sk pesynbtat
OLliHKM 3BITY 3 AoCHigKeHb, NPOBEAEHMX BIAMNOBIAHO A0
nnaHy negiaTpuyHmx gocnimkeHrs (PIP) (3miHy
Y3ro[keHO 3 KOMMNETEHTHVUM YNOBHOBaXXEHUM OpraHoM) -
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3MiHWN BHECEHI [0 IHCTPYKLiT ANS MeanyHoro
3aCTOCyBaHHS fnikapcbkoro 3acoby y po3ginu
"MokasaHHs" (3 BIQNOBIAHMM peaaryBaHHAM TEKCTY
po3giny "Cnocib 3acTocyBaHHs Ta fo3un"), "OcobnmBoCTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO oo
OHOBIEHOI iHcpopMmalii Wwoao 6e3neku Aitoyoi pevoBUHY;
3miHu | Tuny - 3miHn wopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTKili xapakrepuctuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
AN MeQU4HOro 3aCTOoCyBaHHS Ha NiacTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnifgxeHb 3 6e3nekn 3acTocyBaHHA Nikapcbkoro
3acoby B nicnsipeecTpauiiiui nepioa, abo sik pesynbtat
OLliHKM 3BITY 3 AOCMiIXEHb, MPOBEAEHUX BiAMOBIAHO A0
nnaHy negiaTpuyHmx gocnimkers (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHom) -
3MiHN BHECeHI A0 iHCTPYKLiT Ans MeanyHoro
3aCcTOCyBaHHS fikapcbKoro 3acoby y posginu
"B3aemogisi 3 iHWMMM nikapcbkumuy 3acobamm Ta iHLwi
Buam B3aemogin”, "OcobnmBocCTi 3acTocyBaHHS",
"Mepeno3syBaHHS" BiANOBIAHO 4O OHOBMEHOI iHGopMaLii
oo 6e3nekmn 4itoyoi pevoBUHN

200.

LUMTEPAN®

TabneTtkn, BKpUTI MMiBKOBOKO
o6onoHkoto, no 250 mr; no
10 TabnieTok y 6nictepi; no 1
Gnictepy y nayui

ANKANOIL
ALl Ckon'e

Pecny6bnik
a lNiBHiYHa
MakepnoHis

ANKANOIO AQ
Ckon'e

Pecnybnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
TMMy - 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3miHm oo
y3aranbHeHUX AaHux Npo cucTemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
cbapmakoHarnsigy, 3MiHa ynoBHOBaXKeHoi ocobu,
BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignoBigansHoi 3a
3[iCHeHHs hapmakoHarnagy (BKMHYayn KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi macTep-danna
cucTemMu hapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOT
ocobu 3asiBHUKa, BiANOBiAanbHOI 3a hapmakoHarnsag.
[MponoHoBaHa pepakuis: Aue KyamaHoBcki. 3MiHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BignosiganbHoI 3a hapMakoHarnsg

3a
peuernmom

UA/1079/01/01

201,

LUMTEPAN®

TabneTkun, BKpUTI MMiBKOBOKO
obonoHkoto, no 500 mr; no
10 TabneTok y 6nictepi; no 1
6nictepy y nayui

AJTKANOIN,
ALl Ckon'e

Pecny6bnik
a lNiBHiyHa
MakenoHis

AJTKANOIO AL
Ckon'e

Pecny6bnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3MiHu |
TUMy - 3MiHM Wwopao 6eanekun/edpekTMBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHnX Npo cucTeMy bapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTeMy
dapmakoHarnsigy, 3aMiHa ynoBHOBaxeHoi ocobu,
BignoBiganbHoi 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa Ans

3a
peuernmom

UA/1079/01/02
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLLO BOHA
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBiganbHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKIHYayn KOHTaKTHI
AaHi) Ta/abo 3miHM y po3milleHHi MacTep-danna
cucTemMun chapmakoHarnsgy) - 3MiHa ynoBHOBaXeHO!
ocobu 3asBHMKa, BiANOBIfaNbHOI 3a dhapMakoHarnsa,.
[MponoHoBaHa pepakuis: Aue KyamaHoBcki. 3MiHa
KOHTaKTHMX JaHNX YNOBHOBaXXEHOI 0cObU 3asiBHUKA,
BignoBigansHoI 3a chapMakoHarnsg
202.| UATIMAKC- pO34mnH ANs iH'ekuin, 250 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis 3miHu | 3a UA/13737/01/01
OAPHULA mr/mn; no 2 mn (500 mr) abo "®apmaueBT "®apmaueBTNYHa TMNYy - 3MiHW Woao 6e3nekun/edheKTMBHOCTI Ta peuenmom
no 4 mn (1000 mr) B amnyni; nyHa dipma cipma "dapHuuya” dhapmakoHarnagy - 3MiHM BHECEHO B TEKCT MapKyBaHHS
no 3 amnynu y KOHTYpPHIW "NapHuug" yNaKkoBKW fikapcbKoro 3acoby
YapyHKOBIl ynakosLi; no 1
KOHTYPHIV YapyHKOBIW
ynakoBLi B nayui; no 5
amnyn y KOHTYPHin
YapyHKOBIN ynakosLi; no 1
KOHTYPHIili YapyHKOBIN
ynakoBLi B nayui; no 5
aMmnyn y KOHTYpPHin
YapyHKOBIl ynakosLi; no 2
KOHTYPHi YapyHKOBI
YNaKOBKU B Nauli
203 ULUTPAMOH Tabnetkun no 10 TabneTok y MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes UA/3984/01/01
EKCTPA KOHTYPHili YapyHKOBIN "®apmaneBT "®apmaueBTUYHa TMny - Ans BUpo6HUKa Aitoyoi pevoBuHM KodeiH peuenma
ynakoBLi; N0 1 KOHTYpHil n4yHa cipma dipma "JapHuusa” Shandong Xinhua Pharmaceutical Co., Ltd., China
YapyHKOBI ynakoBLi B nayi "NapHuug" nokasHuk « TepmiH NpuaaTHOCTI» NPUBEAEHO Y

BiQMNOBIAHICTb A0 MaTepianiB BUpoOHWMKa i npeacTaBneHo
B HacCTYMHIN peaakuii: «4 poku — TepMiH
nepekoHTponto»; 3miHu | Tuny - B TecTi «Baxki meTtanu»
ans BupobHuka Shandong Xinhua Pharmaceutical Co.,
Ltd., China TecT Buny4eHo 3 po3ainy Ha niacrtasi aHanisy
pu3ukiB Big BUpOOHUKA i BUMOTr MoHorpadii «Caffeine»
€sponericbkoi Papmakonei (10.0).

TecT «AHOManbHa TOKCUYHICTbY BUMYyYEHUI 3 po3Ainy,
Tak Ak cybcTaHuia NpusHayYeHa Ans BUKOPUCTaHHS Y
BMPOGHMLTBI HECTEPUINBbHMX NiKapCbknx 3acobis. [faHnn
NoKasHUK He KOHTporntoeTbest B API npu BUpoBHULTBI
TBepAMX Nikapcbkux opm; 3miHu | Tuny - ao
cneuudikauii Ans BXiQHOO KOHTPOIO Ha Ajitovy
peyoBuHy KodeiH B TecTi «KUCNOTHICTb» HOPMYBaHHS
3anuweHo 6e3 3miH. BHeceHi pegakuiviHi npaBku, Aki
odhopMIieHi BiANOBIAHO 4O pekOMeHAALiN Ta CTUMICTUKK
O®Y; 3amiHn | TMny - y Tectax «po3opicTb pO34MHY»,
«Cynbdatny, «BTpaTa B Maci npy BUCyLLYBaHHiI»,
«CynpoBigHi OMILLKM» METOAMKM 3anuLueHi 6e3 3MiH.
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[IponoBxeHHs nonarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

BHeceHi pepakuiiHi npaBku, siki odopmMIeHi BignosigHo
00 pekomMeHaauin Ta ctunictukn AdY; aminm | Tuny:
3MiHu 3 gkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuugikadin Ta/abo JonycTMMUX MEX,
BM3Ha4eHuX y cneundikauisx Ha API, abo
BVXiQHWU/NPOMIKHUIA NpoayKT/peareHT, Lo
BMKOPWUCTOBYIOTBCS Y NpoLeci BupobHuutea Adl;
cynyTHA 3miHa: 3MiHu 3 akocTi. A®l. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHA AD| abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHMuUTBa AP (iHLLi
3MiHW y MeToaax BUNpobyBaHHA (BKMOYao4n 3amiHy
abo ponoBHeHHs) ADI abo BUXiZAHOro/NPOMIXKHOIO
npoaykTy). [lo cneumndikauii Ta aHaniTM4HMX METOANK Ha
Airovy peyoBuHy KodeiH y Tectax «lgeHTudikauisy,
«3anuLKoBi KiNbKOCTi OPraHiYHNX PO3YNHHWKIBY,
«KinbkicHe BU3HAYEHHSI» HOPMYBaHHSI 3anuieHo 6e3
3MiH. BHeceHi pegakuiviHi npaBku, ski odopMneHi
BiANOBIQHO [0 pekoMeHaaLiv Ta cTunictukm JoY.
BunyyeHa iHcbopmaLis npo TemnepaTtypy nraBneHHs
cybcTaHuii 3 TecTy «Onucy. TecT «PO34MHHICTEY
BignosigHo 4o Bumor A®Y 1.4 «MoHorpadii» Takox mae
pekoMeHAaUIHMIA XapakTep, Ha NiAcTasi Yoro
3anponoHOBaHO BUKOHYBATW TECT TiNbku ANs
po3unHHUKIB Boga P Ta etaHon (96 %) P, wo He
cynepeuntb Bumoram A®Y. B TecTi «Baxki meTanu» ans
BMpobHuKa «Jilin Shulan Synthetic Pharmaceutical Co.,
Ltd.», China HopmyBaHHs 3anuieHo 6e3 3miH. BHeceHi
peAakuinHi Nnpasku, siki opopmneri BignoBiaHO A0
pekomeHgauin Ta ctunictukn Y. HopmyBaHHS TecTy
«MikpobionoriyHa uncToTa» NpMBELEHO Y BIAMOBIAHICTb
0o sumor €9, 5.1.4.

B.o. leHepanbHOro aupekropa [ijupekroparty

dapmaueBTUYHOro 3abe3neyeHHs

IBaH 3AIBOPHUX



