MEPEJIK
JIKAPCBKHUX 3ACOBIB (MEJNYHUX IMYHOBIOJOI'TYHUX MMPEMAPATIB), IIO10 SIKUX BYJIU BHECEHI
3MIHHU O PEECTPAIIMHUX MATEPIAJIIB, SIKI BHOCSTBHCS IO TEP)KABHOI'O PEECTPY JIKAPCHKHX
3ACOBIB YKPAIHHA

Jonarok 3

A0 Haka3y MiHicTrepcTBa 0X0pOHH

3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpauiiHuX MaTepiaaiB»

Bix 08 mmus 2024 poxy Ne 1181

Ne Hazea dopma eunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20o (nikapcbka ¢hopma, 3asi8HUKa eUpPObHUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
1.| 5- KOHLEeHTpaT anga EBEBE ABCTpis [oBHUIA LmKn AscTpis/ BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/6058/01/01
PTOPYPALUN pPO34mMHy Ans dapma BUpOBHMUTBA: Himevuunna 3MinHn | Tvny - 3MiHK Wwopo peuenmom
"EBEBE" iHdpysin, 50 mr/mm; lec.m.6.X. PAPEBA YHTepax 6e3nekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
no 5 mn (250 wmr) Hdor. K. 'M6X , ABCTpist BBeneHHs abo 3miHM [0 y3aranbHeHWX gaHux
abo no 10 mn (500 Bunyck cepil: npo cuctemy dapmakoHarnagy (BBe4eHHs

Mr) B amnyni; no 5
amnyn y KapTOHHIN
kopobui; no 5 mn
(250 wmr), abo no 10
mn (500 mr), abo no
20 mn (1000 wr),
abo no 100 mn
(5000 mr) y
dnakoHi; no 1
hnakoHy B kKopoOLyi

EBEBE ®apma
lec.m.6.X. Hdpr. KT,
ABCTpis
KoHTponbk/Bunpobys
aHHs cepii:
mrn
Mikpobionoriwec
Mptochbnabop M6X,
ABCTpis
KOHTpOrnb/BMNpoOyB
aHHs cepii:
JTabop J1C CE & Ko.
KI, HimeuunHa

y3aranbHeHUX AaHux Npo cucTtemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUka Ans 34iNCHEHHs
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiANoBiganbHOI 3a 3AiIMCHEHHSA dhapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
pO3MiLLieHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHO|
ocobu 3asBHMKa, BianoBiganbHOI 3a
cbapmakoHarnsg,.

[itoywa pepakuis: Oasig OxoH Jlesic / David John
Lewis. - [ponoHoBaHa pegakuisa: Juergen
Maares / FOpreH Maapec. - 3MiHa KOHTaKTHUX
[AaHuX YyNoBHOBaXEHOI 0cOOU 3asiBHYMKA,
BiAnNoBiganbHoI 3a hapmakoHarnsag. - 3MiHa
KOHTaKTHOT 0cobu 3asBHMKA, BianosigansHoi 3a
bapmakoHarnsg B YkpaiHi. - [litoya pegakuis:
Opnoe B'ayecnas BiktopoBuy. - [ponoHoBaHa
pepakuisi: TaHacoBa 3opsiHa MukonaiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0coou
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. - 3MiHa MicLe3HaxoQKeHHs1 macTep-
hanina cuctemy hapmMakoHarnsgy Ta moro
HoMepa. - 3miHa Micus 34iNCHEHHSI OCHOBHOI
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OisnbHOCTI 3 hapmakoHarnagy
2.| ASUTPOMIUUH | kancynu no 500 mr TOB Ykpaina TOB "Actpadhapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/2390/01/02
-ACTPA®APM no 3 kancynu y "ACTPA®A 3minu | Trny - 3miHu 3 skocTi. FoToBUIA peuenmom
6nictepi; no 1 PM" nikapcbkuit 3aci6. 3MiHM y BUpoBHUUTBI. 3MiHa
6nictepy B kopobui po3mipy cepii (Bkroyao4mn gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (3MeHLUEHHS
0o 10 pasiB) BBeAeHHs1 4OAATKOBOrO po3mipy
cepii I13: TeopeTnyHnin poamip cepii: 78 000
OAnN3; OuikyBaHui po3mip cepii: 75 000 O3,
25 000 Ne3 (3x1).
3.| AKTPANIO® pO34MH Ans iH'ekuin, A/T Hoeo [anis Bupo6Huk Hanis/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a UA/12611/01/01
HM NEH®IN® 100 MO/mn no 3 mn Hopaick Hepo3dpacoBaHoro dpaHuis/ 3MiHn |l Tuny - 3miHn 3 skocTi. ADI. peuenmom
y KapTpuaxi; no 5 NpoayKTy, Bpasunis/ BupobHuuTteo. 3miHn BUNpobyBaHb abo
KapTpuaoXiB y HarnoBHEHHSA B Kutavicbka AonyCcTMMMUX MeX y npoueci BupobHuutea Adl,
KapTOHHiI kopooLi MeHdin®, nepBMHHA HapoaHa L0 BCTaHOBIEHI y cneuudikauisix (BUNy4YeHHs
yrnakoBKa, KOHTPOIb Pecny6nika BMNpoOyBaHHSA B NpoLeci BUpOOHWLUTBA, Lo

AKOCTi Ta
BigNOBiganbHUI 3a
BUMYCK Cepin
KIHLLEEBOro NpoAyKTy:
A/T Hoso Hopaick,
OaHisi; BupobHuk
Hepo3dacoBaHoro
NpoAyKTY, NepBUHHE
nakyBaHHsi Ta
KOHTpOnb Garnky.
KoHTponb sikocTi
©anky rotoBoro
npoaykTy Ta
KiHLLeBOro NpoAyKTy:
HoBo Hopgaick
MpoatokcboH CAC,
®paHuis; BupobHuk
ANa MapKyBaHHA Ta
ynakoBku NeHpin®,
BTOPWHHOIO
nakyBaHHsi: A/T
HoBo Hopaick,
OaHis; BupobHumk
Hepo3dacoBaHol
npoaykKLii, NnepBuHHa
Ta BTOpPWHHA
ynakoBka: Hoso
Hopgick MNMpopaykao
dapmaceyTika 4o
Bpasinb Jltaa.,
Bpasunis; BUpoGHWK
Hepo3cacoBaHOro
NPOAYKTY,
HarnoBHEHHs! B
NEepPBUHHY YNaKOBKy:

MOX€ MaTW iCTOTHWI BNVB Ha 3aranbHy SKiCTb.
BupaneHHs Tecty nnasmigHux nepebynos (FM-
B9501), wo 3acTocoByeTLCS Ha eTani
depmeHTauii B npoueci BUpobHMLTBA Aito4oi
PEYOBUHY iHCYNiHY ntoAacbkoro. 3miHu Il Tuny -
3MiHun 3 akocTi. A®l. BupobHuuTBo. 3MiHM
BunNpobyBaHb abo AONYCTUMMX MEX y NpoLeci
BMpo6HMUTBa AQDI, L0 BCTAHOBNEHI Y
cneumdikauiax (BunyyYeHHs BunpobyBaHHs B
npoueci BUpobHMLTBA, L0 MOXEe MaTu iCTOTHWUI
BMMB Ha 3aranbHy sikictb A®I). BuganeHHs
TecTy Ha deHoTmn (FM-5000), wo
3aCcTOCOBYETLCS Ha eTani doepmeHTaLii B
npoLeci BUpoBGHMLUTBA AiH040i PEHOBUHM iHCYMiHY
TOACHKOTO.
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Hoso Hopaick
(Kutan)
dapmackioTikans
Ko., Jlta., Kutaricbka
HapogHa
Pecny6bnika
4. Anoxon TabneTku, BKpUTI My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/2355/01/01
NniBKOBOO akKujioHepHe aKuioHepHe 3minm | Trny - 3minn 3 akocTi. A®l. KoHTponb peuernma
o6onoHkoto; no 10 TOBapuCTBO TOBapUCTBO A®I|. 3miHa y MeToax BunpobyBaHHA ADIl abo
abo 50 Tabnetok y "HaykoBo- "HaykoBo- BVXifHOro MaTtepiarny/npoMiXxHoro
6nictepax; no 10 BUPOOHMYMIA BUPOOHWYUIA LIEHTP NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
TabneTok y 6nictepi; LeHTp "BopLuariBcbkui npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
no 5 Gnictepis y "BopLuariscb XiMiKO- 3aTBEpOKEHMX MeTofax BUNpobyBaHHS)
navui 3 KapToHy; No KWI XimiKo- dapmaueBTNYHUIA HesHauHi 3miHM y 3aTBEpAXeHnX MeToaax
180 TabneTtok y tapmaueBT 3aBog", YkpaiHa; BunNpobyBaHHs AP x0BY Cyxa 3a NOKa3HUKOM
KOHTelnHepi NYHUI TOB "Arpochapm", «MikpobionoriyHa unctota». 3minum | Tuny -
nnacTMkoBomy; no 1 3aBoa" YkpaiHa AamiHicTpaTuBHI 3MiHW. BunyyeHHs BUpobHuYOi
KOHTenHepy B nayui (dacyBaHHsA Ta AinbHWLUI (BKNoYakoun ginbHuLi anst AdI,
3 KapTOHY nakyBaHHs1) NPOMIDKHOrO NMPOAYKTY abo roToBOro MikapCbKoro
3acoby, AinbHULI ANsi NPOBeAEHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanNbHOro 3a BUMYCK cepin,
MicLe npoBeaeHHs! KOHTPOro cepii) abo
nocTayarnbHvKa BMXiQHOTO Martepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SKLLO 3a3Ha4YeHo y
Oocbe). BunyyeHHs BUpobHuka fjto4oi pe4oBUHM
Byrinns aktuBoBaHe dipmu AT «CopbeHT»,
Pociicbka ®epepadist. 3minu Il Tuny - 3miHun 3
skocTi. A®l. BupobHmutBo. 3miHa BUpobHUuKa
BVXiAHOro/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTBCS Y BUPOBGHMYOMY npoLeci
A®I, abo 3miHa BUpoOHuMKa (BKNtoYaroun, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOITO AKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepakeHoMy
[ocbe)(BBeaEHHS HOBOTO BUpobHMKa ADI 3
HagaHHsSM macTep-ganna Ha Adl)
CynyTHs 3miHa - 3MiHK 3 sikocTi. ADI. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo
OOMYyCTUMUX MEX, BUSHAYEHUX Y crieumdikaLisx
Ha A®I, abo BUXiAHWUIA/NPOMIXXHMIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHLWi 3MiHK)
BBeaeHHs1 HOBOro BUpPOGHMKa Aito40i pevoBUHN
*oBuy cyxa dipmu « TITAN DIOTECH LIMITED»,
IHgis i sk Hacnigok B Cneuundikadii Ta
mMeToamnkax KoHTponio APl B po3ain «pH» Tta
«KinbkicHe BU3HaA4YeHHS» AOMNOBHEHO BMMOramm
[aHoro BUpoGHMKa.
5.| AMnoguniH- TabneTku no 5 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/7940/01/01
OAPHUUA 10 TabneTok y "dapmaueBT "dapmaueBTUYHa 3MiHu | Tuny - 3miHun wopo peuenmom nidnsieae
KOHTYPHil MyHa cipma cipma "OJapHuus” 6e3nekn/edPekTMBHOCTI Ta hapMakoHarnsigy.




4 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YapyHKOBIN "NapHuus" 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
ynakoBui; no 2, no 3 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
abo no 9 KOHTYpHMX ME[MNYHOro 3aCTOCYBaHHs Ha NiacTaBi
YapyHKOBMX perynsipHo OHOBIIOBAHOrO 3BiTy 3 6e3neku
yMaKoBOK y nayui nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pesynbtat
OL|iHKM 3BITYy 3 AOCNigXeHb, NPOBEAEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHUX JocnigkeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBaXEHNM OpraHoMm).
3MiHM BHeceHO A0 [HCTpyKLUii Ans megnyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"Mepeno3yBaHHs" Woa0 6e3nekn 3aCToCyBaHHs
Li0401 peyoBMHU amnoguniH BiANOBIAHO 40
pekomeHgauin PRAC. BeegeHHs 3MiH NpoTSrom
6-TK MicAUiB Nicns 3aTBepAXKEHHS!
6.| AMnoguniH- Tabnetku no 10 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/7940/01/02
OAPHUUA no 10 TabneTok y "dapmaueBT "papmaueBTnyHa 3MiHu | Tuny - 3miHn Wwopo peuenmom nionsieae
KOHTYPHIl n4yHa cipma dipma "JapHunua" 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
YapyHKOBIN "NapHuus" 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
ynakosui; no 2, no 3 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ab0o Mo 9 KOHTYPHMX MeOMYHOro 3aCTOCyBaHHS Ha NiacTaBsi
YapyHKOBMKX perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
yNakoBOK y nayui nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL|iHKM 3BITY 3 AoChigKeHb, NpOBeAeHUX
BiZNOBIOHO [0 NNaHy nejiaTpuyHMX OOCNIoKEHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHoM).
3MiHM BHeCeHO [0 IHCTpyKLUii Ans meguyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"Mepeno3yBaHHs" Wwoao 6e3neky 3acTocyBaHHS
L4401 pevyoBMHU amnoauniH BiANOBIAHO OO
pekomMeHgauin PRAC. BBegeHHst 3MiH MpOTArom
6-TW MicauiB nicna 3aTBepAXKEHHS
7. AMOIUUNIH NMOPOLLOK AN MAT YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH JO peeCTpaLiiHUX maTepianis: 3a UA/2950/02/02
po3ynHy ans iH'ekuin | "Kuismegnp "KuiBmegnpenapat” 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
no 1,0 r; 1 dnakoH 3 enapat” HaliMeHyBaHHs Ta/abo agpecu micus

nopotukom; 10
dnakoHiB 3
MOPOLLKOM Yy
KOHTYPHIli
YapyHKOBIN
ynakosui; no 1
KOHTYPHil
YapyHKOBIN ynakosLi
B nauyui

NPOBaKEHHS OisnbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobXxigHOCTI, MicLe
npoBeeHHs1 KOHTPOrIO AKOCTi), abo BNacHuka
macTep-darina Ha ADI, abo noctayanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTECS Y BUPOOHULITBI
A®I (KO 3a3Ha4YeHO y [OCE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTta BiANOBIgHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) - 3MiHa




5 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NPOMOHYETLCA HAa OCHOBI JIOKYMEHTa
BiANOBIAHOIO YNOBHOBAXXEHOIO OpraHy, y Skomy
3a3HayYeHo HOBe HaliMeHyBaHHS BUPOOHMKa Ta
Ha OCHOBI OHOBNEHWX maTtepianis DMF
BMpobHuKa, a came po3giny 3.2.S.2.1. [itoya
pepnakuisa: Aurobindo Pharma Limited, India
Aypobingo ®apma Jlimiteq, IHais; NponoHoBaHa
pepaxuist: Apitoria Pharma Private Limited, India;
Anitopis ®apma lMpisar JlimiTen, IHaisA
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micaui nicns
3aTBEPAKEHHS.
8.| AMNILUUNIH NOPOLUOK ANsi MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/2950/02/01
po3dnHy ans iH'ekuin | "Kuismegnp "KviBmegnpenapat"” 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
no 0,5r; 1 dnakoH 3 enapart” HanmMeHyBaHHA Ta/abo agpecu micus
nopotukom; 10 NPOBaXeHHs AisribHOCTI BUPOOHMKa
c¢nakoHiB 3 (Bkntovaroum, 3a HeobxigHoOCTI, Micue
MOPOLLKOM Y NpoBeAeHHS KOHTPOIO SKOCTi), abo BnacHuka
KOHTYPHI macTep-daiina Ha AP, abo nocTayanbHuka
YapyHKOBIl Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
ynakosuj; o 1 NpoAyKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHMLITBI
KOHTYPHi AQDI (SKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKuii
YapyHKOBIN ynakosLi 3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
B nauuj €Bponewckki hapMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y O0CbE) - 3MiHa
NPOMOHYETLCA HA OCHOBI AIOKYMEHTa
BiNOBIQHOrO YNOBHOBAXEHOIO OpraHy, y sikomy
3a3Ha4YeHO HOBE HaliMeHyBaHHS BUPOOHMKa Ta
Ha OCHOBI OHOBMEeHUx matepianis DMF
BUpOGHKMKa, a came po3ainy 3.2.5.2.1. [itoua
pepakuis: Aurobindo Pharma Limited, India
AypobiHgo ®apma Jlimitea, IHais; NMponoHoBaHa
pepakuis: Apitoria Pharma Private Limited, India;
Anitopis ®apma [Mpisar JlimiTea, IHAisA
TepmiH BBeOEHHA 3MiH NpOTAroM 6 micauis nicns
3aTBEPOKEHHS.
9.| AHTUKATAPA MOPOLLIOK ANst CninbHe YkpaiHa JIJABOPATOPIOC IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es UA/7810/01/01
n oparnbHOro PO34nHy YKpaiHCbKO- AJTKAJTA ®APMA, 3MiHn | Tuny - 3MmiHn 3 skocTi. CepTuddikaT peuenma
no 10 nakeTukiB 3 icnaHcbke C.n. BignosigHocTi/lE-cepTudikat BignosigHoCTI
MOPOLLKOM Y nayui 3 | NignpuemMmcTs €Bponeiicbkint apmakonei/MmoHorpadii.
KapToHY o "Cnepko MonaHHsa HoBoro abo oHOBIEHOTO cepTudikaTa
YkpaiHa" BignoBigHOCTi abo BUny4eHHs cepTudikata

BignoBigHOCTi €Bponenchkii hapmakonei: aons
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADIl; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKEHOro
BMpo6GHUWKa. MNogaHHs oHoBNeHoro ceptudikara
BignoBigHocTi EBponenchkit papmakonei Ne
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
CEP 2008-154 - Rev 03 (3atBepaxeHo: R1-CEP
2008-154 - Rev 02) ana A®| xnopdeHipamiHy
Maneary Bif BXe 3aTBepXeHOro BUpobHuKa
SUPRIYA LIFESCIENCE LTD., IHgis.
10.| AP®A3ETUH 36ip no 75 r abo no MpAT Ykpaina MpAT "Niktpasun" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: bes UA/5966/01/01
100 r y naykax 3 "NikTpasun" 3minu | TUNY - 3miHun wopo peuenma
BHYTPILLHIM 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
naketom; mo 1,5ry (iHWi 3MiHK). 3MiHM BHeceHo y n. 17. IHLLE
dinbTp-nakeTi; No TEKCTY MapKyBaHHS YNakoBOK NiKapCbKoro
20 inbTp-nakeTiB y 3acoby. BBegeHHs 3MiH npoTsiroM 6-Tu MicsAuiB
nayui; no 1,5ry nicns 3aTBEpAXEHHS.
dinbTp-nakeTi; no
20 cpinbTp-nakeTiB y
navui 3 BHYTPILWHIM
naketom; no 1,5ry
dinbTp-nakeTi B
iHOvBIQyansHOMY
nakeTuky; no 20
dinbTp-nakeTiB y
nayui
11.| ATAPAKC® TabneTkn, BKpUTI HOCb Benbris BupobHMLTBO 3a Benbris BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/1872/01/01
NniBKOBOO dapma C.A. NOBHWUM LIMKITOM: 3MmiHu | TUny - 3miHu Wwopo peuenmom | nidnszae
obornoHkoto, no 25 OCB ®apma, 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
Mr no 25 TabneTtok y Benebrisi; (iHwWi 3MiHK) 3MiHM BHECEHO A0 IHCTPYKUiT Ans
onictepi; no 1 HopatkoBa MeOMYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby
6nictepy y BMPOGHMYa Ao po3sginy "MobivHi peakuii" a came, BHECEHHS
KapTOHHiI kopobui OiNbHULSA, Ha SAKin iHdbopMaUii LLoao BaXnNMBOCTI NOBIAOMIIEHb MPO
30iNCHIOETLCS noGiyvHi peakuii. BBeaeHHs 3MiH npoTarom 6-tn
KOHTpOrb cepii: MicauiB nicnsa 3aTBepaXeHHs. 3minHu | Tuny -
AHabioTuk HB, 3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
Benebris; dapmakoHarnsaay. 3miHu y KOpoTKil
CI'C a6 CimoH CA, XapaKTepucTuLi nikapcbkoro 3acoby, TeKcTi
Benbris MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHs! y 3B’A3KY i3 HOBUMMW AaHUMU 3
SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMK JaHUMK Ta
AaHuMu 3 papmMakoHarnsgy. 3MiHM BHECEHO A0
IHCTPYKUiT ANS MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginy "Cnocio
3acTocyBaHHA Ta Jo3u" BignoBigHoO 40
iHcpopmawii 3 6e3nekn nikapcbkoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHSI.
12.| ATOPUC® TabneTtkn, BKpUTI KPKA, a.4., CrnioBeHis BUPOBHMUTBO "in CrnioBeHis BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/5302/01/02
NniBKOBOI HoBo mecTo bulk", nepBuHHe Ta 3MinHn | TMny - 3MiHKM Wwopo peuenmom nionsizae
obornoHkoto, no 10 BTOPUHHE 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr no 10 TabneTtok 'y nakyBaHHS, (iHLWi 3MiHWM) 3MiHM BHECEHO [0 HCTPYKLUIii ANns
6nictepi, no 3 abo KOHTpOrb cepii Ta MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
no 9 Gnictepis y BUWMNYCK cepil: po3ginu "OcobnueocTi 3actocyBaHHs", "lMobiyHi
KapTOHHiI kopooLi KPKA, a.a., Hoso peakuii” BignoBigHO 4O OHOBMEHOI iHhbopmallii 3
mecTo, CrnoBeHis 0e3neku fito4oi pevoBnHU. BBeaeHHs 3MiH
KOHTpOnb cepil: NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KPKA, a.4., HoBo
mecTo, CrnoBeHis
Keminab g.o.o0.,
CnoBeHis
13.| ATOPUC® TabneTku, BKPUTI KPKA, a.a., CrnoBeHis BMPOGHMUTBO "in CnoBeHis BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a He UA/8671/01/01
nniBKOBOK HoBo mecTto bulk", nepBuHHe Ta 3minu | TUNY - 3miHun wopo peuenmom nionsieae
obonoHkoto, no 40 BTOPUHHE 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
mr no 10 Tabnetok y nakyBaHHs, (iHwWi 3MiHWM) 3MiHM BHECEHO A0 IHCTPYKUii ANs
6nictepi, no 1 abo KOHTpOrb cepii Ta ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
no 3 abo no 9 BUWMNYCK cepil: po3ginu "OcobnueocTi 3actocyBaHHs", "lMobiyHi
6nictepiB y KPKA, a.4., Hoeo peakuii” BiANoBiAHO 4O OHOBMEHOI iHbopMmalLii 3
KapTOHHiI kopooLi mecTo, CrnoBeHis Ge3neku fito4oi pevoBnHU. BBeaeHHs 3miH
KOHTpPOIb cepii: npoTSarom 6-Tu MicAaUiB Nicnsa 3aTBepaAXEHHS
KPKA, a.a., HoBo
MecTto, CrioBeHisi
Keminab g.o.o0.,
CnoBeHisi
14.| ATOPUC® TabneTkn, BKpUTI KPKA, a.4., CnoBseHis BUPOBHMUTBO "in CnoBeHis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/8671/01/02
NniBKOBOKO HoBo mecTO bulk", nepBuHHe Ta 3MiHn | Tvny - 3MiHM Wwopo peuenmom nidnseae
obornoHkoto, no 30 BTOPWHHE 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
mr, no 10 TabneTok nakyBaHHs, (iHLWi 3MiHWM) 3MiHM BHECEHO [0 IHCTPYKLUii ANnst
y Bnictepi; no 3 abo KOHTpOrb cepii Ta MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
no 6, abo no 9 BUMNYCK Cepil: po3ginu "OcobnueocTi 3actocyBaHHs", "lNMobiyHi
GnicTepie B KPKA, a.4., HoBo peakuii” BianoBigHO 4O OHOBNEHOI iHGdopMmauii 3
KapTOHHiIN kopobLi mecTo, CrnoBeHis 6esneku fitoyoi pevoBrHU. BBeaeHHs 3miH
KOHTpOrb cepii: nNpoTArom 6-Tn MicALiB Nicns 3aTBepOXKEHHS
KPKA, a.a., HoBo
mecTo, CrnoBeHis
Keminab g.o.o.,
CnoBeHis
15.| ATOPUC® TabneTkn, BKpUTI KPKA, o.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/8671/01/03
NniBKOBOIO HoBo mecTo bulk", nepBuHHe Ta 3MinHn | Tuny - 3MiHK Wwopo peuenmom nidnsieae
obornoHkoto, 60 Mr, BTOPUHHE 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
no 10 TabneTtok y nakyBaHHs, (iHwWi 3MiHWM) 3MiHM BHECEHO [0 HCTPYKUii ANs
6nictepi; no 3 abo KOHTpOrb cepii Ta MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
no 6, abo no 9 BUWMNYCK cepil: po3ginu "OcobnueocTi 3actocyBaHHs", "lMobiyHi
6nictepis B KPKA, a.a., HoBo peakuii” BignoBigHO 4O OHOBMEHOI iHpopmallii 3
KapTOHHIN kopooLi mecTo, CrnoBeHis 6e3neku fito4oi pevoBrHU. BBeaeHHs 3MiH
KOHTpOrb cepil: NPOTArom 6-T MicAUIB NiCNsA 3aTBEPAKEHHS
KPKA, a.a., Hoso
mecTo, CrnoBeHis
Keminab g.o.0.,
CnoBeHisi
16.| ATOPUC® TabneTtkn, BKpUTI KPKA, a.4., CrnioBeHis BUPOBHMUTBO "in CrnioBeHis BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/8671/01/04
nniBKOBOI HoBo mecTto bulk", nepsuHHe Ta 3miHu | TUNY - 3miHun Wwopo peuenmom nionsieae
obornoHkoto, 80 wmr, BTOPWHHE 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
no 10 TabneTtoky nakyBaHHs, (iHLWi 3MiHW) 3MiHM BHECEHO [0 HCTPYKLUii ANns
6nicTepi; no 3 abo KOHTpOrb cepii Ta ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
no 6, abo no 9 BUWMYCK Cepil: po3ginu "OcobnueocTi 3actocyBaHHs", "lNMobiyHi
6nictepis B KPKA, a.a., Hoso peakuii” BignoBigHO 4O OHOBMEHOI iHbopmallii 3
KapTOHHI kopobui mecTto, CroBeHisa 6e3neku fitoyoi peyoBuHU. BBeAEHHS 3MiH
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOHTpOrb cepil: NpOTArom 6-T MicsILiB Nicns 3aTBepAKEHHS
KPKA, a.a., Hoso
MecTo, CrioBeHisi
Keminab g.o.o0.,
CnoseHisi
17.| ATOPUC® TabneTku, BKpUTI KPKA, a.4., CnoBeHis BUPOBHMUTBO "in CnoBeHis BHECEHHS1 3MiH O peecTpaLiiHMX maTtepianis: 3a He UA/5302/01/03
NniBKOBOIO HoBo mecTO bulk", nepBuHHe Ta 3MinHn | Tvny - 3MiHn Wwoao peuernmom nidnseae
obonoHkoto, 20 Mr BTOPUHHE 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
no 10 TabneTok y nakyBaHHs, (iHLWi 3MiHWM) 3MiHM BHECEHO [0 HCTPYKLUii ANst
6nictepi, no 3 abo KOHTpOrb cepii Ta ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
no 9 bnictepis y BUMNYCK cepil: po3ainu "OcobnueocTi 3acTocyBaHHs", "MobiuHi
KapTOHHiI kopooLi KPKA, a.4., HoBo peakuii” BianoBigHO 4O OHOBNEHOI iHGdopMmauii 3
mecTo, CrnoBeHis Ge3neku fitoyoi pevoBnHU. BBeaeHHs 3MiH
KOHTpPOIb cepii: npoTArom 6-Tn MicsLiB nicns 3aTBepOXKEeHHS
KPKA, a.4., HoBo
MecTto, CrioBeHisi
Keminab g.o.o.,
CnoBeHis
18.| AYTMEHTUH™ NOPOLUOK Ans makcoCwmit Benwuka nakco Bennkom DdpaHuis/Be BHECEHHS! 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/0987/04/01
ES oparnbHOI CycneHsil, KnanH BputaHis MpoaakLuH, nvka 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuernmom
600 mr/42,9 mr/5 mn; EkcropT ®paHuis; CMiTKnsanH BpuTaHis BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
1 donakoH 3 Timiteq Bivem €sponevicbkin apmakonei/moHorpadii.
MOPOLLKOM 3 dPapmacboTukanc, [MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa

anoMiHIiEBOIO
KPULLIEYKOLO, LLIO
HaKpy4yeTbCH
(micTuTb BcepeneHi
nonimepHy
(nomisiHiNxnopuaHy
abo nonionediHoBy)
nnieky), 3
KOHTpOrem nepLuoro
BiaKpWTTA abo 3
NnacTMKOBOLO
KPULLIKOIO i3
3axucToMm Bif
BiOKPUTTA OiTbMU Ta
NnacTMKOBO
MipHOO FTOXKOIO 3
nosHaykamu 2,5 mn
Ta 5 M, y KapTOHHIN
kopooui

Benuka bBputaHia

BignoBigHocCTi abo BUny4eHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMIXKHOI peqoBuHM (cepTudikar
BignoBigHocTi €Bponenchkii hapmakonei) -
HoBwuin cepTudikat Big HOBOro BUpo6HMKa
(3amiHa abo JONOBHEHHS) - BBEAEHHS
anbTepHaTMBHOrO BUPOBHMKA aMOKCULIMIHY
TpurigpaTy Centrient Pharmaceuticals India
Private Limited, IHgis 3 nogaHHsam cepTudikaTy
BianosiaHocTi €® CEP Ne R1-CEP 2007-226
Rev 03. logaTkoBo, peaakuinHi npaBkv B agpeci
3aTBepakeHoro BupobHuka Beecham
Pharmaceuticals (PTE) Ltd., Singapore. 3miHu |
TMny - 3MiHK 3 siKOCTi. [OTOBMIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHSI roTOBOro
nikapcbkoro 3acoby (iHWi 3MiHW y MeTodax
BMNpobyBaHb (BKMOYao4n 3amiHy abo
[OMOBHEHHS)) - 3MiHa MeToAy BUNPobyBaHHsI
N3 3a noka3HukoM «Br3Ha4YeHHs cynyTHIX
OOMILLIOK amokeuumniHy metogom BEPX». 3MiHun
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuin
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3mMiHa y MeTogax BUNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (HesHayHa 3miHa y
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3aTBepOKeHVX MeTofax BUNpobyBaHHS) -
BHECEHHS1 HE3HaYHMX 3MiH B MeToq
BMNPoOyBaHHsA «BunsHavyeHHs CynyTHIX AOMILLOK
amokcuumunivy metogom BEPX», a came
noaasaHHA gomiwok K Ta L i3 3a3HayeHHsIM
yacis yTpUMyBaHHS Ta BiHOCHWUX YaciB
YyTPUMyBaHHS Y BiANoBIiQHOCTI O MOHorpadii
Ph.Eur. Amoxicillin Trihydrate 0260.
Cneundikauisi I'J13 3anuwaeTcbst HE3MiIHHOH.

19.

BAPAITIH®

PO3YMH ON1A iH'EKUiN;
no 2 mn abo 5 mn B
amnyni; no 5 amnyn
B 6nictepi; no 1 abo
2 6nictepu B
KapTOHHIN navui

AJIEKCOAP
M 'MBX
nTa

CnonyyeH
e
KoponiscT
BO

CK barnkaH
dapmacbioTikanc
CPN

Pecnybnika
MonpoBa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis:
3MiHm |l Tuny - 3miHn woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
Buaadi peectpauiiHoro NocBig4YeHHs,
BKNtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
[00aTKOBMM AaHMU, L0 MakoTb HagaBaTucst
KOMMETEHTHNM OpraHoM, OCKiNlbKM BUMaraeTbCsl
CYTTEBA OLiHKa KOMMETEHTHNM OpPraHoM).
3asBHMKOM HaflaHO OHOBIEHWI MNaH
ynpaBsniHHA pusmkamm Bepcis 2.1
3MiHu BHeceHo Ao YacTuH: | «3aranbHa
iHdbopmaisi», Il «Cneundikauis 3 6eanekm», V
«3axoau 3 MiHimizauii puaukiey, VI «Pestome
nnaHy ynpaeniHHa puaukamny, VII «Jogatkmy» y
3B’A3KYy 3 OHOBMEHHSIM crieumdikaLii 3 6e3neku
Ons nikapcbkoro 3aco6y bapanriH.
Pestome nnaHy ynpasniHHS pu3vkamn Bepcisa 2.1
[0[aeTbes.

3a
peuenmom

UA/19987/01/01

20.

BAPBOBAN®

Kancynu TBepgi no
10 kancyn y
6nicTtepi; no 1 abo 3
Gnictepu y navui 3
KapToHY

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro
3acoby, a came: BUIy4eHo iHdopmalLito,
3a3HaYeHy POCINCLKOI0 MOBOIO; YTOYHEHO
iHcbopmaLito LWoao norotTuny 3asiBHUKa Ta
BHECEHO He3HauHi pefakLuiviHi NpaBKku B TEKCT
MapKyBaHHS BTOPUHHOI YNaKOBKW MikapCbKoro
3aco0y. TepmiH BBeIeHHS 3MiH - NpoTArom 6
MicsLiB nicns iX 3aTBEpOXEHHS.

6e3
peuenma

UA/1196/02/01

21.

BEAPBOBAN®

Kpanni oparnbHi no
25 mn y cnakoHi 3
npo6bkoto-
KpanenbHuLeto; no 1
nakoHy B nayi 3
KapToOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MinHn | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS
NEepPBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro
3acoby, a came: BUny4eHo iHdopmalLito,
3a3HayeHy POCiCbKOK MOBO; YTOYHEHO
iHbopMaLito LWoao noroTuny 3asiBHUKa Ta
BHECEHO He3HauyHi pefakLuiviHi NpaBkun B TEKCT

be3
peuenma

UA/1196/01/01
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n/n

JliKapCcbKO20
3acoby

(nikapcbka ¢ghopma,
ynakoeka)

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

22.| BENNOAEPM

Mas3sb ans

Benyno,

Xopsaris

MapKyBaHHsi BTOPUHHOI YNaKoBKU MikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicAUiB Nicnsa 3aTBEPAXEHHS.

23.| BEPNINPUN®

30BHILUHLOIO
3acrocyBaHHs, 0,05
%;no15ra6o30r
y Ty6i; no 1 1y6i B
KapTOHHiIN kopooLi

Tabnetkn no 10 mr

nikn Ta
KOCMeTUuKa
a.o.

Benyno, niku Ta
KoCcMeTuKa A.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | Tvny - 3MiHmM Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHNX gaHUx
npo cuctemy dapmakoHarnagy (BBeAeHHs
y3aranbHeHNX AaHuX Npo cUcTemy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 30iNCHEHHS

dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
(BKITHOYAIOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-daina cuctemm
hapmakoHarnsigy) - 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOI 0Cobu 3asiBHMKa,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MicLie3HaXOQKEHHA MacTep-ganna cuctemm
bapmakoHarnsgy. 3MiHa micus 30iNCHEHHS
OCHOBHOI isiNIbHOCTi 3 dhapmakoHarnsgy.

3a
peuenmom

UA/9695/02/01

10

no 10 Tabnetok y
6nictepi; no 3
Gnictepny
KapTOHHIN kopobui

BEPIIH-
XEMI A

Himeuumn
a

MakyBaHHs:
MeHapiHi-®PoH
XeligeH M'moX,

HimeuuuHa;

BEPJIIH-XEMI AT,
Himeyunna
Knoke ®epnakyHrc-
Cepsic 'mbX,
HimeuvuuHa;
Bupo6HuuTBO "in
bulk" Ta kOHTpONb
cepin:
BEPJIIH-XEMI ATl',

HimeuuuHa;
Knoke ®apma-
Cepgic N'M6X,
HimeyuunHa;

KoHTponb Ta Bunyck
cepint:
BEPJIIH-XEMI AT,
Himeyunna

Himevuunna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaui Ta/abo JonycTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (BUMyYeHHS He3Ha4YHOro
nokasHuKa (Hanpukag 3actapinoro nokasHvka,

TakKoro Sk 3anax Ta cMak, abo igeHTudikauis

6apBHUKIB Y/ cMakoBKXx Jo6aBokK)) BunyyeHHs

He3HayHoro napameTpy “laeHTudikauis 3anisa

okcmay kopuuHesoro (E 172)” 3i cneundikauii

npu BUNYCKY cepii roTOBOro Nikapcbkoro 3acoby.
3miHa BHOCUTbLCA A0 po3ainis “Cneundikauis

(npw Bunycky cepii)’ Ta “MeToau koHTpono”

MKA N3. 3minm | Tvny - 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax

BUNPOBYBaHHS roToBOro Nikapcbkoro 3acoby

(He3HayHa 3MiHa y 3aTBepAKEHUX MeToAax

BMNPOBYBaHHA) HE3HaYHa 3MiHa y
3aTBEpAKEHUX MeToaax BUNpobyBaHHA 3a
nokasHvkom «OAHOPIAHICTE 4030BaHMX
OOVHMLbY.
3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat

BignosigHocTi/lE-cepTudikat BignoigHoCTi

€Bponenickkin hapmakonei/MoHorpadii.

3a
peuenmom

MogaHHs HoBOro abo OHOBMEHOTO cepTudikaTa

UA/7553/01/01
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[IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BignoBigHoCTi abo BUny4eHHs cepTudikata
BiQNOBIQHOCTI €BponeWchbkin hapmakonei: ans
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADl; ans
[OOMNOMIXHOT peqoBuHU (cepTudikaT
BignoBigHoCTi €Bponencokii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHoro
BMpobHMKa. [MogaHHA OHOBIEHOro cepTudikaTa
BignoBigHOCTI €Bponeickkin hapmakonei R1-
CEP 2000-053-Rev 06 (3atBepmxeHuin: R1-CEP
2000-053-Rev 05) anst A®| eHananpuny
Mareary Bif y>e 3aTBepA>KEHOro BUpoOHMKa
ZHEJIANG HUAHAI PHARMACEUTICAL CO.,
LTD., China. 3minu | Tuny - 3MiHu 3 siKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €BpONEenchKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BianoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro Matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
AQI; ona gonomixHoi pevyoBuHu (FE-cepTudikat
BiNOBIgHOCTI €BponeWchkin hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo JONOMiXHOI pevoBUHN) -
OHoBneHuIn cepTudikar Bif BXe 3aTBEPAKEHOrO
BUpobHuka. MogaHHsa oHoBneHoro ME-
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmakonei R1-CEP 2003-172-Rev 03
(3aTBepmkeHo: R1-CEP 2003-172-Rev 02) Big
BXe 3aTBepaAxeHoro BupobHuka GELITA
GROUP gns ponomixHoi peyoBuHM gelatin.
3minu | Trny - 3miHm 3 AkocTi. APl KoHTponb
A®Il. 3miHa y meToaax BunpobysaHHA AD| abo
BMXiAHOro MaTtepiany/npoMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npotieci BUpobHuuTea AP (iHWi 3MiHN Y
MeTofax BUNpoOyBaHHS (BKMHOYAKUM 3aMiHy
abo gonoBHeHHSA) APl abo
BVXifHOro/npomiXXHOro NpoAyKTy) 3amiHa
3acTapinoro metoay BunpobyBaHHsS po3mipy
YaCTUHOK eHananpury marneaTty MeToAoM
nasepHoi agndpakuii ans sBupobHuka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., China
Ha HoBWI. 3MiHn | Tuny - 3MiHK 3 gkocTi. ADI.
KoHTponb A®I. 3miHa y meTodax BUNpobyBaHHS
A®I| abo BuxigHOro Matepiany/npomMixxHoro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y

npoueci BUpobHuuTea AP (iHWi 3MiHK Y




12

[IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
mMeToAax BUNpoOyBaHHA (BKNOYaYMN 3amiHy
abo gonoBHeHHs1) Ad| abo
BVXifHOro/npoMmi>kKHOro NpoAayKTy). 3amiHa
3acTapifioro metogy BunpobyBaHHA po3mipy
YaCTUHOK eHananpuny maneaTty MeToAoM
nasepHoi andpakuii ans BupobHuka INKE S.A.,
Spain Ha HOBUWIA.
24.| BNOripP-3 TabneTku, LWo Benyno, XopsarTis Brpo6Huk rotoBoro peuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/15359/01/01
AncnepryTbLes B nikn Ta nikapcbkoro 3acoby, Xopsaris 3MiHn | Tuny - 3miHn Wwopo peuenma
POTOBIV NOPOXKHWHI, KOCMETUKa, nepBuHHE 6e3nekn/edekTMBHOCTI Ta bapMakoHarnsay.
no 5 mr; no 10 a.o. nakyBaHHs: BBeneHHs abo 3mMiHM 40 y3aranbHeHVX AaHux
TabneTok y 6nictepi; IxeHedapm CA, npo cuctemy papmakoHarnsgy (BBegeHHs
no 1 aéo no 3 [peunis; BropuHHe y3aranbHeHUX AaHux npo cuctemy
6nictepny nakyBaHHs, dapmakoHarnsay, 3MiHa YNnoBHOBaXXeHOi ocobu,
KapTOHHIN navui BigNOBiganbHUIM 3a BiAMNOBigaNbHOI 3a 34INCHEHHS
BUNYCK cepii: hapmakoHarnsigy; KOHTakTHoi ocobu 3
Benyno, niku Ta apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
KOCMeTuKa, a.4a., dapmakoHarnagy B YkpaiHi, Ko BoHa
Xopsaris BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHnX
yNoBHOBaXeHOI 0cobu 3asiBHMKa,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MiCLie3HaxXOMKeHHS MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiNCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
25.| Bnorip-3 PO34UH OparnbHUiA, Benyno, XopsarTis BMPOGHWK roTOBOroO peuis/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: bes UA/15359/02/01
0,5 mr/mn; no 60 mn nikn Ta nikapcbkoro 3acoby, Xopsaris 3MiHu | Tuny - 3miHn Wwopo peuenma
abo 120 mny KOCMEeTUKa, nepBrYHHE, BTOPUHHE 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
dnakoHi; no 1 o.a. nakyBaHHsi: PAMAP BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
dnakoHy pasom 3 A.B.E., lpeuis; npo cuctemy dapmakoHarnsgy (BBegeHHs
MiPHOIO FTOXXEYKOHO BiAnoBiganbHWA 3a y3aranbHeHWX faHnX Npo cucTemy
(Ha 2,5 mn abo 5 BTOPUHHE cbapmakoHarnsigy, 3mMiHa ynoBHOBaXkeHoi ocobu,
MI) B KQPTOHHIM nakyBaHHS, BUMYCK BignoBiganbHoI 3a 34iNCHEHHS
navui cepii: benyno, nikn hapmakoHarnsigy; KOHTakTHoi ocobu 3
Ta KocMmeTuka, A.A4., apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
Xopsaris dapmakoHarnagy B YKpaiHi, Ko BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi macTep-channa cuctemm
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHuX
yMNOBHOBaXeHOI 0cobY 3asiBHMKa,
BignoBiganbHoI 3a chapmakoHarnsg. 3MiHa
MicLie3HaxXOMKeHHs MacTep-canna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiINCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
26.| BPAMITOB po34uH Ans K'esi ABcTpis BTOPUHHE ITanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/15301/01/01
iHransuin, 300 mr/4 Papmac'ioTik nakyBaHHS, HimeyuunHa 3minu | TMny - 3miHu 3 sikocTi. CepTudikat peuyenmom




13 [TponoBkeHHs qoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Mn no 4 mn B en3 'mM6X KOHTPOIb AKOCTi Ta BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
amnyni; no 4 Bunyck cepii: K'esi €sponevicbkin apmakonei/moHorpadii.
amnynu B dPapmaueyTuLi MogaHHA HoBoro abo oHoBeHoro cepTudikara
repmMeTnyHO C.n.A., ltanisi; BignoBigHocCTi abo BuUny4eHHs cepTudikata
3anasHoMy cTpwni; BMPOBOHMLTBO in- BiANoOBIiAHOCTI €Bponencokivi hapmakonei: ans
no 16, 28 a6o 56 bulk, nepBuHHE Ta A®l; onsa BuxigHoro
amnyn y KapTOHHiW BTOPUHHE maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
kopobuLi nakyBaHHs, BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
KOHTPOIb cepii: [OOMNOMIXHOI peqoBuHU (cepTudikaT
leHeTik C.n.A., BignoBigHOCTi €Bponencokii hapmakonei) -
ITanis; BUpoOHMK OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHoro
npoaykuii in-bulk, BUpPOBHMKA, NofaHHS OHOBIEHOro cepTudikata
nepBuHHE Ta BignoBigHocTi €Bponencokii papmakonei Ne R1-
BTOPUHHE CEP 1997-046-Rev 06 (3atBepmxeHo: R1-CEP
nakyBaHHS Ta 1997-046-Rev 05) ans Aito4oi pevoBrHU
KOHTPOIb SKOCTi: Tobramycin Big BXe 3aTBepKEHOro BUPOOHMKa
Xononak TEVA Pharmaceutical Works Private Limited
depnakyHrcTexHik Company, YropLuHa.
'm6X, HimeuunHa;
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi: Xononak
PepnaKkyHrcTexHik
'm6X, HimeuunHa;
KOHTPOMb SIKOCTI:
nuwe
BMNpoOYyBaHHS Ha
CTEPUnbHICTb:
JTabop J1C CE & Ko.
KI', Himewynna
27.| BPOHXOPUN® | cupon no 100 mny [>xeHom IHpia D>xeHom BioTek NBT. IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/7422/01/01
dnakoHi, no 1 BioTek MBT. Nta. 3MinHn | Tuny - 3MiHK Wwopo peuenmom
dnakoHy 3 MipHUM Inra. 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

KOBMa4ykoM B
KapTOHHIN kopobui

BBepneHHsa abo 3mMiHn 4o y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHWX faHnX Npo cucTemy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiAnoBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay
(BKNIOYAOYN KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi macTep-thanna cuctemu
hapmakoHarnsigy) - 3MiHa KOHTaKkTHOI ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. Oitova pegakuis: LUnHkapeHko
Tlrogmuna KOpiiBHa. MNMponoHoBaHa peaakuisi:
Binin CiHrx Tomap. 3miHa KOHTaKTHVX AaHUX
KOHTaKTHOI 0cobu 3asBHUKA, BianoBiaansHoi 3a
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Haszea

3acoby

JliKapCcbKO20

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

28.

BAHATEKC

chapmakoHarnsg B YkpaiHi.

KOMBI

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, no 160
mr/25 mr; no 14
TabneTok y 6nictepi;
no 2 bnictepun y
KapTOHHiN Kopobui

dapmauesT
WNYHUI
3aBog
«Monbdapm
a» C. A.

Monbwa

dapmaueBTUYHUIA
3aBop
«Monbdapmar» C. A.

MNonbwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHm 3 gkocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€sponewicbkin apmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BiANoBigHOCTI abo BUnyYeHHsi cepTudikata
BigNOBIQHOCTI €BponeWnchbkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADI; ans
[OOMOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponencokii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHoro
BUpo6HMKa. [MogaHHA OHOBEHOro cepTudikaTa
BignoBigHOCTI €Bponeickkin hapmakonei R1-
CEP 2010-100-Rev-05 (3aTBepaxeHo: R1-CEP
2010-100-Rev-04) ons [ito4oi pe4oBuHM
BancapTaH, Big 3aTBepgkeHoro BUpobHuka
IPCA LABORATORIES LIMITED, India. 3miHa
Bigbynach y 3B'A3Ky 3MiHV MOLLTOBOTO iHAEKCA.
3miHu | TUny - 3miHu 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponeickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIigHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHoCTi €Bponenchkii hapmakonei: aons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBLCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxxe 3aTBepaKeHOro
BMpOGHUWKa. MNogaHHs oHoBNEeHoro ceptudikata
BiAnoBigHOCTI €Bponencoki papmakonei R1-
CEP 2010-100-Rev-04 (3aTBepaxeHo: R1-CEP
2010-100-Rev-03) ons ito4oi pe4oBUHMU
BancapTaH, Big 3aTBepmxeHoro BUpobHvka
IPCA LABORATORIES LIMITED, India. 3miHa
Biabynack y 3B'A3Ky 3i 3BY>KEHHSIM NMOKa3HMKa
NDEA.

3a
peuyerimom

UA/12839/01/03

29.

BAHATEKC
KOMBI

TabneTku, BKPUTI
NniBKOBOIO
oboroHkoto, no 80
mr/12,5 wmr; no 14
TabneTok y 6nictepi;
no 2 6nictepuy
KapTOHHIl kopobui

dapmauesT
WNYHUIA
3aBog
«lMonbdapm
a» C. A.

MonbLia

dapmaueBTU4HUA
3aBog
«Monbdapmar» C. A.

MNonblia

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTI
€Bponeiicbkint apmakonei/MmoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUnyyeHHs ceptudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPWCTOBYOTbCS Y BUPoBHMUTBI API; ans

3a
peuerimom

UA/12839/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

[OOMNOMIXHOT peqoBuHU (cepTudikaT
BigMNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHWn cepTudikaT Bif yxXe 3aTBepaKeHoro
BMpobHMKa. [MogaHHA OHOBIEHOro cepTudikaTa
BiAnoBigHOCTI €Bponenceki papmakonei R1-
CEP 2010-100-Rev-05 (3aTBepaxeHo: R1-CEP
2010-100-Rev-04) ons [itoyoi pe4oBuHM
BancaprtaH, Bif 3aTBepakeHoro BUpobHuka
IPCA LABORATORIES LIMITED, India. 3miHa
Biabynach y 3B'A3Ky 3MiHW NOLLTOBOTO iHAEKCA.
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponeickkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHocTi abo BUny4eHHs cepTudikata
BignoBigHOCTI €BponeWchkin hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponencokii hapmakonei) -
OHoBneHun cepTudikaT Bif ye 3aTBepaXeHOro
BUpo6HMKa. [ogaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI €Bponeiickkin hapmakonei R1-
CEP 2010-100-Rev-04 (3aTBepaxeHo: R1-CEP
2010-100-Rev-03) gna [itoyoi pevoBuHM
BancapTaH, Big 3aTBepakeHoro BUpobHuka
IPCA LABORATORIES LIMITED, India. 3miHa
BiAOynach y 3B'A3Ky 3i 3BY)KEHHAM NOKa3HMKa
NDEA.

30.

BE3OMHI

TabneTtku 3
MoaundikoBaHUM
BUBINbHEHHAM, 6
mr/0,4 mr; no 10
TabneTtok y bnicrepi;
no 1 abo no 3
Gnictepu B
KapTOHHIN ynakoBLji

Actennac
dapma
tOpon B.B.

HigepnaH
an

BUPOGHMLTBO bulk:

ABapa
dapmachbtoTikan
TekHonoaxuc IHk.,
CLUA; nepsuHHe i
BTOPWHHE
nakyBaHHs,
KOHTPOMb SKOCTI,
BUNYCK cepii:
Actennac ®apma
Opon B.B.,
Higepnanaun

CLUA/
Hinepnanamn

BHECEHHS1 3MiH O peecTpauinHMX maTtepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUpOBHWULTBI. 3MiHM
BuUnNpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIIEHMX Yy cneumdikauisx, nig yac
BMPOGHMLTBA roTOBOrO flikapcbkoro 3acoby (iHLwui
3MiHN) - BHeceHHs 3miH go p.3.2.P.3.3 Onwuc
BMPOBHMYOro NpoLecy Ta KOHTPOMIO NpoLecy, a
came - OHOBIEHHS Biabopy 3pa3ka B NpoLeci
PO3NUMEHHS LWapy TaMcyno3uHy. 3MiHum | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI EBPONENChKIN
papmakonei/MoHorpadii. 3mMiHK, NoB'sA3aHi 3
HeOoOXiAHICTIO NpMBeAEHHS Yy BigNoOBIAHICTL A0
MoHorpadgii AdPY abo €sponencbkoi
hapmakonei, abo iHLoi HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedapmakoneriHoro A®| ans npuBegeHHs y
BignoBigHicTb fo BuMor AdY abo €Bponeiicbkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
apmakonei aepxasu E€C) - ADI - MpuseaeHHs

3a
peuenmom

UA/14359/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

KPUTEPIiB MPUAHATHOCTI Ta aHaniTUYHKX
meToauk ana APl ConideHaunH cykumHaTt ao
MoHorpadii EP. Kpim Toro, ans saabeaneveHHs
piBHs sikocTi AD| , 3anNponoHOBaHO 3anuLWnTH
3aTBEepPAKEHi 4OAaTKOBI MOKa3HWKM A4S
3arnu1LIKOBMX po34nHHUKIB: Tonyony (NMT
0.08%) Ta N,N-aumetundopmamigy (NMT
0.08%). Takox, Ans BM3Ha4YeHHs Isomeric
impurity Ta Related substances moxe
BMKOPUCTOBYBATUCH SIK MEeTOA, onucaHun y EP
Tak i in-house HPLC method. 3minu | Tvny -
3MiHun 3 skocTi. CepTudikat BignosigaHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BianoBigHoCTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BMXigHOro Matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIDKHOT peyYoBMHUM (CepTudikat
BignoBigHocTi €Bponencokii hapmakonei) -
OHoBneHun cepTudikaT Bif ye 3aTBepaXeHOro
BUpobHMKa - 3aTBepmkeHHs HoBoro CEP gnis
TamcynosuHy rigpoxnopuay Ne R1-CEP 2007-
253-Rev 03 (nonepegHii Ne R1-CEP 2007-253-
Rev 02) Big Bxe 3aTBepaXeHOro BUpobHuka
ASTELLAS PHARMA TECH CO., Ltd. Takahagi
Technology Center. 3minu | Tuny - 3miHun 3
sKocTi. [oToBMI nikapcbkuii 3aci6. KoHTpornb
[OOMOMiXHMX pevyoBuH. 3MiHa y meToaax
BUNPoBYyBaHHs1 AOMOMIXXHOI PEYOBUHU
(BUNYYEeHHS MeToAy BUMPOOYBaHHS, SKLLO
anbTepHaTUBHWUIA METOZ BUNPOOYBaHHS BXe
3aTBepOkeHo) - Cneuudikauiio Ta aHaniTUYHi
meToamkm makporony 7 000 000 oHoBrEHO.
BupaneHHs BHyTpIlWHiIX cneuudikauin Ta
OHOBIIEHHS crneundikauii Ta MeTodiB Makporony
7000 000 ans y3romkeHHs 3 MoHorpadieto EP.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponelickki hapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHOBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHOCTI €BponeWicbkin hapmakonei: ons
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBReHn cepTudikat Bif, y>ke 3aTBEpAXEHOro
BMpo6HWKa - 3aTBepaxeHHst HoBoro CEP ans
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Tamcynosuny rigpoxnopugy Ne R1-CEP 2007-
253-Rev 04 (nonepepgHin Ne R1-CEP 2007-253-
Rev 03), y 38’3Ky 3i 3MiHOlO Ha3BM BUpODOHUKa 3
ASTELLAS PHARMA TECH CO., Ltd. Takahagi
Technology Center Ha ASTELLAS PHARMA
INC. Takahagi Technology Center. 3minu | Tny
- AOMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaum AinbHULI Ans
A®I, npomixxHoro npoaykTy abo rorosoro
nikapcbKkoro 3acoby, AinbHuULi AN NpoBeAeHHS
nakyBaHHsl, BUpo6GHWKa, BiANoBiaaneHOro 3a
BUMYCK Cepir, MicLie NpoBeAEeHHS KOHTPOS0
cepii) abo nocTayanbHWKa BUXigHOrO matepiany,
peareHTy abo AONOMDKHOI PEYOBUHM (SKLLO
3a3HayeHo y Aocbe) - BupobHuya ainbHuus
Astellas Pharma Tech Co., Ltd Takahagi
Technology Center, Japan 6inbLue He
BMKOPUCTOBYETLCS ANSA BUPOOHMLITBA
coniheHauunHy CyKuuHaTy, TOMY Ti BUNy4eHo.
BUpOGHWK, L0 3anuLINBCS, BUKOHYE Ti X cami
YHKUIT Wo i BunyyeHuin. 3minm | Tuny - 3miHm 3
akocTi. A®l. CtabinbHicTb. 3MiHa nepioay
NOBTOPHMX BUNpobyBaHb/Mepioay 36epiraHHs
abo ymoB 36epiraHHst ADI (3a BigcyTHOCTI y
3aTBEepAKEHOMY A0Cbe cepTudikaTa
BiZNOBIgHOCTI €Bponenchkin hapmakonei, LWo
BKIIOYaE nepiof NoBTOPHOIo BUNPoByBaHHS)
(nepiog noBTOpHOrO BUNPoByBaHHs/nepios
30epiraHHs) - 36inbLeHHsa abo BBeAEHHS
nepiody noBTOpHOro BunNpobyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB A4OCNiAXeHb Yy
peanbHOMy 4aci - lNogoBxeHHs nepiogy
NOBTOPHOIO BMMNPOBYBaHHS MikapCbKoi pe4OBUHN
conideHauunHy cykumHaTty 3 36 micauis go 60
MicsILiB, O NiATBEPAKYETLCA AaHNUMMU
cTabinbHOCTI B peanbHOMY 4vaci. Takox,
BUMNPaBIEHHS APYKapCbKUX MOMUIOK Y
p.3.2.8.2.2.

31.

BMHOY3A

niodpinizat ans
PO34MHy Ans

iH ekuin no 100 mr; 1
dnakoH 3
niocpinizatom y
KapTOHHiIN kopobui

A-p Peapi'c
JlabopaTopi
chtp

IHaia

A-p Peapi'c
Ta6bopatopic T
(BupobHuuui Bigain

_7)

IHAis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3minu | Trny - 3miHm 3 sikocTi. ADl. KoHTponb
A®I. 3miHa y napameTpax cneundikadivi Ta/abo
OOMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisx
Ha A®I, abo BUXiAHWUIA/NMPOMIXHMIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoteci BUpobHMuTBa AD| (BUNYYEHHSI
He3Ha4yHOro nokasHuka sKocTi (Hanpuknag
BUITyYEeHHs 3acTapinoro nokasHuka)) - CynyTtHs
3MiHa
- 3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y
meTogax BunpobysaHHa AD| abo BuxigHoro
maTepiany/npoMixxHOro NpoAyKTy/peareHTy, Wwo

3a
peuerimom

He
nidnsieae

UA/16042/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHNX MeToAax
BUNPOOYBaHHS) - BUNyYEHHs NMokasHuka «Heavy
metals» 3i cneuundikauii APl asaunTnamHy Ha
nigctasi 3BiTy ICH Q3D. BBeaeHHsi 3miH
NPOTArom 6-Tu MicsALB NiCNs 3aTBEPYKEHHS.
3minu | Trny - 3minm 3 AkocTi. APl. KoHTponb
A®I. 3miHa y meTogax BunpobysaHHsi APl abo
BVXifHOro MaTtepiarny/npoMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHuutea A®! (iHLWi 3miHN y
MeToAdax BUNpobyBaHHS (BKMOYaKUM 3aMiHy
abo gonoBHeHHs) APl abo
BVIXiAHOro/NpOMIDKHOTO MPOAYKTY) - 3MiHW B
mMeTogi koHTponto AD| 3a nokasHMKOM
«3anuLIKoBi PO3YMHHUKMY, @ came
BMNpobyBaHHS MPOBOANTUMETLCH ABOMA
MeToAaMu: ra3oBoi xpomartorpadii ans
MeTaHony, AUXIOpMeTaHy, eTunauerary,
Tonyony Ta metogom BEPX gnis
aumMeTuncynbgokeuay 3amicTe 04HOro
3aTBEPKEHOro MeToAy rasoBol XxpomaTorpadir.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi.
["oToBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo OMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHwi 3MiHK) - CynyTHs 3MiHa
- 3MiHu 3 akocTi. FOTOBMIA NiKapCbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPoOyBaHHS rOTOBOIO NikapCbKOro
3acoby (iHwi 3MiHK) - 3MiHK B cneumdikauii M3
3a NnokasHukoM «[1po3opicTb PO3UNHY METOAOM
HedenomeTpii», a came 3MiHa NOCUMaHHA Ha
meTtoq 3 USP <851> Ha USP <855> 6e3 3miHun
KpUTepiiB NPUNHATHOCTI. BBEAeHHsA 3MiH
NPOTArom 6-T MicsLIB NiCNS 3aTBEPOXKEHHS.
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHK B MeToai KoHTponto 13 3a
rnokasHukom «Po3noain YyacTok BiAHOBMEHOI
cycneHsii (3a ManeBepHom)» Ha nigcrasi
OTPUMAaHMX eKCriepMMEHTarNbHUX AaHUX MPO
obnagHaHHA Malvern 3000. BeeaeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOKEHHS.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NMiKapCbKoro 3acoby (36inbLieHHs
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

TEePMiHy NpuAATHOCTI FOTOBOrO NikapCbKoro
3acoby) - [ins ToproBoi ynakoBku
(niaTBEPAXKYETLCS AaHNMMN pearnbHOro Yyacy) -
36inbLueHHs TepmiHy npugaTHocTi 113 Ha ocHoBi
pesynbTaTiB 4OCHiMKEHHsI CTabinbHOCTI B
peanbHoMy 4aci. 3aTBepAXKeHO: 2 POKM.
3anponoHoBaHo: 3 pokn. 3MiHM BHECEHO B
iHCTPYKLUiO AN MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y posgin "TepMiH
npugaTHocTi". BBeaeHHs1 3MiH npoTarom 6-u
MicAUiB Micnsa 3aTBepAXEHHSA. 3MiHuM | Tuny -
3MiHM Wwoao 6e3nekun/eekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHW) - 3MiHK BHECEHO
B TEKCT MapKyBaHHS Ha MEPBWHHIN Ta BTOPUHHIN
ynakoBLi, 8 caMme YTOYHEHHS BUKIaaeHHs
iHdbopMaUii Wwoao AaTn TepmiHy NpuaaTHOCTI.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTi.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHwWi 3MiHN) - nepeknag
TekcTy MKA ykpaiHcbkolo MoBOIO. BBeaeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBepMKEeHHA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntoyatoum 3amiHy abo AOMOBHEHHS)) - 3MiHM B
meTogi BUnpobysaHHst « CynyTHI AOMILLKU»
(BEPX), a came Ha ocHoBI BanigauiiHol
nepeBipKku Ta 3BiTy 3 OKA30M eKBiBaneHTHOCTi
[ofaeTbes xpomarorpacdpiyHa konoHka Cosmicsil
Adza ODS 250 x4,6 mm, 3 Mkm abo
ekBiBaneHTHa. BeegeHHs 3MiH NpoTaroMm 6-tn
MicAUiB Micnsa 3aTBepaXeHHS. 3miHu | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nnikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLi
3MiHW) -

BHECEHHS 3MiHM B po3ain «MapkyBaHHa» MKA
3. 3atBepmxeHo: MapkupoBka. B
COOTBETCTBUU C NPUINOKEHHBIM TEKCTOM
MapKUPOBKM
B3anponoHoBaHo: MapkyBaHHsi. 3rigHo
3aTBEPPKEHOr0 TEKCTY MapKyBaHHS. BBeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBEPOKEHHS.

32.

BIBAVPA

TabneTku xyBarnbHi
no 50 wmr, no 1 abo 4
TabneTku y 6nictepi;
no 1 Gnictepy y
KapTOHHIN nayui

Benyno,
nikn Ta
KOCMETUKa,
n.n.

XopBaris

Bupo6Huk rotoBoro
nikapcbkoro 3acoby,
nepBuHHE
nakyBaHHs,
KOHTPOIb SKOCTi:

peuis/
Xopsaris

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHUX
npo cuctemy dapmakoHarnsgy (BBegeHHs

3a
peuerimom

UA/15370/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
IxeHedapm CA, y3aranbHeHUX AaHux npo cuctemy
peuis; BropuHHe hapmMakoHarnsagy, amiHa ynoBHoOBaxeHoi ocobu,
nakyBaHHS, BiAnNoBiganbHOI 3a 3AiNCHEHHS
BigNOBiganbHUM 3a hapmakoHarnsiay; KOHTakTHoi ocobu 3
BUMNYCK cepil: hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
Benyno, nikv Ta dapmakoHarnsgy B YkpaiHi, SKWwo BoHa
KOCMeTWKa, a.4., BigMiHHa Bif yNoBHOBaXeHOi ocobu,
Xopearis BiAMNOBiAanbHOI 3a 3aiNCHeHHs hbapmakoHarnsaay
(BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEeHHi MmacTep-ainna cuctemm
dapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHuX
yNoBHOBaXeHOI 0cobu 3asiBHMKa,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MiCLie3HaxOMKeHHs MacTep-anna cuctemm
apmakoHarnsagy. 3miHa micusi 3AiNCHEHHS
OCHOBHOI isiNIbHOCTi 3 dhapmakoHarnsgy.
33.| BIBAUPA TabneTku xyBarnbHi Benyno, XopsarTis Bupo6Huk rotoBoro peuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15370/01/02
no 100 mr; no 1 a6o nikn Ta nikapcbkoro 3acoby, Xopsaris 3MiHu | Tuny - 3miHn Wwopo peuenmom
4 TabneTtkn y KOCMeTMKa, nepBUHHE 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
6nicTepi; mo 1 a.o. nakyBaHHs, BeeaeHHs abo 3miHn Jo y3aranbHeHVX faHux
Gnictepy y KOHTPOMb SIKOCTI: npo cuctemy papmakoHarnsgy (BBegeHHs
KapTOHHIN navui IxeHedapm CA, y3aranbHeHUX AaHux nNpo cuctemy
peuis; BropuHHe dapmakoHarnsay, 3MiHa yNnoBHOBaXeHOi ocobu,
nakyBaHHS, BiAMNOBigaNbHOI 3a 34INCHEHHS
BigNOBiganbHUI 3a hapmakoHarnsigy; KOHTakTHoi ocobu 3
BUWMYCK Cepil: apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
Benyno, nikv Ta dapmakoHarnagy B YkpaiHi, Ko BoHa
KOCMeTuKa, a.4a., BigMiHHa Bi ynoBHOBaXeHOi ocobu,
Xopgaris BiAMOBiAanbHOI 3a 3aincHeHHs hapmakoHarnagy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXeHOI 0coby 3asiBHMKa,
BignoBiganbHoI 3a hapmakoHarnsg. 3miHa
MiCLie3HaxXOMKeHHS MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiINCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
34.| BIKTO3A® PO34UH ANS iH'eKuin, A/T HoBo Nania Brpo6HuK, Nania BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a UA/12124/01/01
6 mr/mn, no 3 mny Hopgaick Hepo3dpacoBaHoro 3minu Il Tuny - 3miHu 3 axkocTi. API. peuenmom
KapTpumKax, npoaykTy, Bupo6HuuTBo. 3MiHM BUNpobyBaHbL abo
BKNageHuXx y HarnoBHEHHS, [onyCcTMMMUX MeX y npoueci BupobHuutea Adl,
nonepeaHLo nepBUHHA YNaKkoBKa, LLI0 BCTAHOBIEHI y cneuudikauisx (BUny4YeHHs
3anoBHEHY KOHTPOMb SIKOCTi Ta BUNpobyBaHHs B Npoueci BUpOGHWULUTBA, L0
6aratoposoBy BiAnoBiganbHUI 3a MOXe MaTW iCTOTHMI BMMB Ha 3ararnbHy SKiCTb
0fHOpa3oBy LUMNPUL- BUNYCK cepin AQI) - BuganeHHs TecTy nna3mMigHux nepebynos
pyuyKy; no 1 abo no 2 KiHLLeBOro NpoayKTy: (FM-B9501), Lo 3acTOCOBY€ETLCS HA eTani
nonepeaHL0 A/T Hoeo Hopaick, depMeHTaLii B npoueci BMpobHUUTBA Aitoyoi
3anoBHeHI Wnpuu- OaHis; peyoBuHM niparnytuay. 3miHu Il Tuny - 3miHu 3
PYYKM B KAPTOHHIV BupobHuk ans sikocTi. A®l. BupobHmUTBO. 3MiHM BUNpobyBaHb
Kopooui MapKyBaHHs Ta abo gonycTMmMmnx Mex y npoueci BUpobHuuTBa
YNaKoOBKH, AQI, Wo BcTaHOBNEHI ¥ cneumndikauisx
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BTOPWHHOIO (BunyyeHHs BunpobyBaHHS B NpoLeci
nakyBaHHsi: BMPOBOHMLTBA, LLIO MOXE MaTW iCTOTHWIA BNMB Ha
A/T Hoo Hopgick, 3aranbHy skicte API) - BuganeHHs Tecty Ha
HaHis; deHoTtun (FM-5000), Lo 3acTocoBy€eTbCS Ha
BupobHuk ansi eTani pepmeHTaLii B npoueci BUpobHMLTBA
30MpaHHs, LitoY0i peqoBUHM NiparnyTnay
MapKyBaHHS Ta
yNaKoBKH,
BTOPVHHOIO
nakyBaHHs:
A/T Hoso Hopagick,
[aHia
35.| BITAKCOH® TabneTkn, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/10507/02/01
NniBKOBOKO "®apmak” 3MinHn | Tuny - 3MiHK Wwopo peuenma
o6onoHkoto, no 10 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
TabneTok B bricTepi; (iHwWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS
no 3 abo 6 6nictepis NEePBNHHOI Ta BTOPUHHOI YMAKOBOK MikapCbKoro
y nayui 3 KapToHy 3acoby, a came: BUIy4eHo iHdopmaLito,
3a3HaYeHy POCINCLKOI0 MOBOIO; YTOYHEHO
iHcpopmaLito Woao norotTuny 3asiBHUKa Ta
BHECEHO He3HauYHi peaakuiiHi NpaBku B TEKCT
MapKyBaHHSA BTOPUHHOI YNaKOBKW fikapCbKoro
3acoby. TepMiH BBEEHHS 3MiH MPOTAroM 6
MicAUiB Nicnsa 3aTBEPAXEHHS.
36.| BITAKCOH® PO34UH ANS iH'EKLiR; AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/10507/01/01
no 2 mn B amnyni; "®apmak” 3MinHn | TMny - 3MiHM Wwopo peuenmom
no 5 amnyny 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
6nictepi; no 1 abo 2 (iHLWi 3MiHW) - OHOBNEHHA TEKCTY MapKyBaHHS
6nictepu B nayui; no NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKOro
2 mn B amnyni; no 5 3acoby, a came: BUIy4eHo iHdopmaLito,
abo no 10 amnyny 3a3HayeHy POCifCbKOK MOBOI; YTOYHEHO
nauui 3 KApTOHy iHbopMmaLito LWoao noroTuny 3asiBHUKa Ta
BHECEHO He3HauHi pefakLuiviHi NpaBku B TEKCT
MapKyBaHHSA BTOPUHHOI YNaKOBKW fikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH NpOTArom 6
MicsiLiB micnsi 3aTBEpPOXKEHHS.
37.| BITAMIH-E- piogvuHa MmacnsiHucTa BAC® CE HimeuunH BAC® CE HimeyunHa BHECEHHS 3MiH O peeCcTpaLiHMX maTepianis: - UA/6069/01/01
ALEETAT (cybcTaHuis) y a 3miHu | TUny - 3miHm 3 akocTi. CepTudikar
repMeTUYHNX BignosigHocTi/lE-cepTudikat BignosigHoCTi
KOHTeWHepax 3i €Bponewicbkin dapmakonei/MmoHorpadii.
CTarnbHOK KPULLKOHO, MonaHHsa HoBoro abo oHOBrEHOTO cepTudikaTa
LLIO0 BUpOBNeHui i3 BignoBigHOCTi abo BUny4eHHsi cepTudikata
nonietuneHy/noniam BiANoOBIAHOCTI €Bponenceki apmakonei: Ans
iny abo nonietunexy A®I; ansa BuxigHoOro
Ans BUpobHuuTBa maTepiany/peareHTy/npoMiKHOrO NPoaykKTy, Lo
HecTepunbHUX BMKOPWCTOBYIOTBECS Y BUPOOHMUTBI APl; ang
nikapcbkux hopm [OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBneHn cepTudikat Bif, y>ke 3aTBEpAXEHOro
BMPOBHVKa NoAaHHS OHOBIEHOro cepTudikaTa
BignoBigHoCTi €Bponenchkii papmakonei Ne R1-
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
CEP 2005-040 - Rev 02 (3atBepaxeHo: R1-CEP
2005-040 - Rev 01). Ak Hacnigok 3miHW y
cneundikauii Ta MeTogax KoOHTponto skocTti ADI.
38.| BOJIIbTAPEH® nnactmp XaneoH KX LLsenuapi Bupo6Huk M3, Anowis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/9383/03/01
MINACTUP 24 TpaHcaepMarnbHUi CAPI a nepBuHHe Ipeuis 3Mminu | TUny - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa peuernma
roanHu 15 mr; no 2 abo 5 nakyBaHHs, HaliMeHyBaHHSA Ta/abo agpecu 3asiBHUKa
nnacTupiB y nakeTi; KOHTPOMb SKOCTI, (BNacHuka peecTpaLinHOro NoCBig4eHHs) - 3MiHa
no 1 abo 2 naketn y BTOPUHHE Ha3Bu 3asBHUKa 3 [CK KoHcbiomep Xenckep
KapTOHHiIN kopooLi nakyBaHHS, BUMYCK CAPIJ1, Leenuapis Ha XaneoH KX CAPJI,
cepii: LLiBenuapis. bes 3MiHM agpecy BNpoBagKeHHs
OopxuH Isky-Kako DisiNbHOCTI.
Ko., Jlta., AnoHis;
BTopuHHe
nakyBaHHsi, BUMyCK
cepii:
®AMAP ABL.E. -
3ABO/[ ABJIOH 48-
" KM OEPXABHOI
JOPOIN A®IHN -
JTTAMIA, Mpeuis
39.| BONNbTAPEH® | nnactup XaneoH KX LLsenuapi BupobHuk 13, Anowia/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/9383/03/02
MINACTUP 24 TpaHcaepMarnbHUi CAPI a nepBuHHe Ipeuis 3miHu | Tvny - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
roanHun 30 mr; no 2 abo 5 nakyBaHHs, HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa
nnacTupiB y nakeri; KOHTPOMb SIKOCTI, (BMacHuka peecTpauiiHoro NOCBigYeHHs) - 3MiHa
no 1 abo 2 naketn y BTOPUHHE Ha3Bu 3asBHUKa 3 [CK KoHcblomep Xenckep
KapTOHHiI kopobui nakyBaHHS, BUMYCK CAPIJ1, Lsenuapis Ha XaneoH KX CAPI,
cepii: LLiBenuapis. bes 3miHM agpecy BNpoBaKeHHS
HomxuH Isky-Kako DisiNbHOCTI.
Ko., lta., AnoHis;
BTopuHHe
nakyBaHHsi, BUMyCK
cepii:
®AMAP ABL.E. -
3ABO/[] ABJIOH 48-
1 KM OEPXKABHOI
JOPOI A®IHN -
JIAMIA, Mpeuisi
40.| TAOONEPIN® pPO34MH Ans iH'ekuin, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS1 3MiH O peecTpauinHuX maTtepianis: 3a UA/19965/01/01
604,72 mr/mn; no 2 "®apmak” 3MiHn | Tuny - 3miHn 3 sikocTi. CepTudikaT peuernmom
mn abo 5 mn, abo BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
7,5 mn, abo 10 mn, €Bponevicbkint apmakonei/MmoHorpadii.
abo 15 mn, abo 30 MogaHHA HoBOro abo oHoBMEHOro cepTudikara
mr, abo 65 mny BignoBigHOCTI abo BUNy4YeHHs cepTugikara
dnakoHi; no 1 BignoBigHoCTi EBponenchkii hapmakonei: ans
dnakoHy B nayi; no A®l; onsa BuxigHoro
5 mn abo 7,5 mn, matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
abo 10 mn, abo 15 BUKOPUCTOBYOTBCS Y BUPOOHMLTBI ADI; ans
MI1 Yy nonepeaHLo [OMOMIXXHOT peqoBuHU (cepTudikar
HanoBHEHOMY BiAnNoBigHOCTI €Bponenceki hapmakonei) -
wnpwui; no 1 OHoBneHWi cepTudikaT Bif yKe 3aTBepAKEHOro
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nonepeaHLo BMpPOOHWKa. [MogaHHs oHoBneHoro ceptudikaTa
HanoBHeHOMY BiAnoBigHOCTI €Bponencokini papmakonei Ne RO-
winpuuy y 6nicrepi; CEP 2020-015 - Rev 01 (3atBepaxeHo: RO-CEP
no 1 abo 5 6nictepis 2020-015 - Rev 00) ans gito4oi pe4oBUHM
y nayuj; no 5 mn abo Gadobutrol monohydrate Big Bxe
7,5 mn, abo 10 mn, 3aTBepakeHoro BMpobHuka ST PHARM CO.,
abo 15 mny LTD. 3minu | Tvny - 3miHu 3 skocTi. API.
nonepeaHLo KoHTponb A®I. 3miHa y MeTogax BUNpobyBaHHs
HanoBHEHOMY A®I| abo BuxigHOro Matepiany/npoMixxHoro
wnpwui; no 1 NpOAYKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
nonepeaHLo npoueci BupobHuuTea A®| (He3HauHi 3MiHW y
HanoBHEHOMY 3aTBEpAKEHUX MeToAax BUNPobyBaHHS)
LUNpULY 3 OKPEMO HEe3HayHi 3MiHM B MeTOAax KOHTPOMO AitoYoi
BKITAEHOIO FONKOK0 pevoBuHM Gadobutrol monohydrate 3a
y KOHTelHepi Ta/abo nokasHUKoM «BinbHWI ragoniHin» (36inbweHo
YynopoMm Ans nansuis Macy HaBaXkku Aito40i pevyoBUHM AN
y 6nictepi; no 1 abo BMNpobyBaHOro po3ymHy, 4oAaHo iHopmaLio
5 Bnictepis y nayui; LLIOAO NapaMeTpiB aBTOTUTPATOPY Ta TUNOBUMN
no 5 mn a6o 7,5 mn, rpadpik TUTpyBaHHS)
abo 10 mn, abo 15
My nonepeaHLo
HanoBHEHOMY
wnpwui; no 1
nonepeaHLo
HanoBHEHOMY
Lwnpuuy y 6nictepi 3
OKPeMO BKafeHo
ronKkoto y
KOHTelHepi Ta/abo
ynopom Ans nanbLis
y navui; no 1 abo 5
bnictepiB y navui
41.| TAMMOPUH rpaHynu, no 10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es nionsizae UA/4618/01/01
nexHani "HauioHanb [omeonaTtnyHa 3minu | Trny - 3miHu 3 sikocTi. MoToBUIA peuenma
nonimepHomy abo Ha Cninka" nikapcbkui 3aci6. Cuctema
dnakoHi 3 Kpuwikor; | FomeonaTny KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
no 1 neHany abo Ha Cninka" NEePBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
dnakoHy B nayi 3 3acoby (Tvn KoHTenHepa abo AogaBaHHA HOBOTO
KapToHy abono 5r KOHTeWHepa) - TBepai, M’siki Ta HeCTepUrbHi
rpaHy”n y KOHTenHepi piaki nikapceki opmu - CynyTHs 3miHa - 3MiHK 3
3 J03yBaHHSM; Mo 2 sKocTi. [oToBMIA nikapcbkuii 3aci6. KoHTpornb
KOHTenHepu B nauui roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
3 KapTOHY cneuudikauin Ta/abo 4ONyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (4onoBHEHHS crneumdikaLii
HOBWM MOKa3HWKOM 3 BifiNoBiAHUM METOAOM
BUNPODYBaHHS) - BBeAEeHHS 40AaTKOBOT
YMakKoBKMW, @ caMme KOHTENHep 3 A03yBaHHSM Mo 5
I, 3 BHECEHHSAM BiAnNoOBiAHUX 3MiH A0 p.
«YnakoBka» Ta A0OMNOBHEHHS creuundikauii M3
n. «Maca BMiCTy ynakoBK/: KOHTENHEPU 3
[03yBaHHAM Mo 5 r» 3 BigNOBIAHMM METOA0M
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

aHanisy. 3MiHM BHECEHO B iHCTPYKLUilo ANnst
MELMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
0o posginy "Ynakoska" y 3B'si3Ky 3 BBEAEHHAM
[04aTKOBOI MEPBUHHOI YNaKoBKU (KOHTENHep 3
[03yBaHHAM No 5 1. ) Ta AK Hacnigok - BiANOBigHI
3MiHM BHECEHO A0 po3giny "Cnocio
3acTocyBaHHS Ta Jo3n" (qoaaBaHHS anroputMy
3aCTOCyBaHHS) 3rigHO 3 MaTepianamu
peecTpauinHoro gocbe. BeegeHo tekcT
MapKyBaHHSA A5 BiANOBIAHOrO JO3YBaHHA HA 5 1
(NepBMHHA Ta BTOPMHHA YNAKOBKW fiKapCbKOro
3acoby). 3miHu | Tuny - 3miHn 3 skocTi. [oTOBMI
nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
pPO3Mipy yNakoBKU rOTOBOIO fikapcbKoro 3acoby
(3MiHa KinbkocTi ognHULb (Hanpvknag TabneTok,
amnyn TOLLO) B ynakosLi:) - 3MiHa nosa
fiana3oHOM 3aTBepPAXEHUX PO3MIpIB YNaKOBKU Y
3B’A3KYy 3 BBEAEHHSIM 4OAATKOBOI YMaKOBKM
(kOHTENHep 3 fO3yBaHHAM MO 5 ), 3MIHIOETLCA
KifbKiCTb OAUHWLL Y BTOPWUHHIN ynakosLi. Y
nayui 3 kapToHy 6yae - no 5 r rpaHyn y
KOHTEWHepi 3 403YBaHHAM: MO 2 KOHTEWHepH
pa3oM 3 iHCTPYyKUi€o AN MeAUYHOro
3aCTOCyBaHHsI B Nayli 3 KapToHy. 3MiHW BHeCeHi
B iHCTPYKLit0 ANSt MEAWYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby ao posginy "YnakoBka" y
3B’A3KY 3 AoAaBaHHAM HOBOI YNaKkoBKU -
KOHTeVHepa (3MiHa KinbKOCTi 0ANHULb
BTOPUWHHOI ynakoBku). BignoBigHi 3miH1 BHeceHO
B TEKCT MapKyBaHHs! yNakoBKM NikapCbKoro
3acoby.

42.

FEBKAMEH

mMas3b no 15 r abo no
25 ry Tybax
anoMinieBux; no 15
rabo 25ry Ty6i
anoMiHiesin; no 1
Ty6i B nayui 3
KapTOoHY

TOB
"TepHodap
M

YkpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkinn hapmakonei/MmoHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNoBigHICTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (3MiHa
y cneuudikauisx, nos'asaHa 3i aviHamu B ®Y,
abo €sponeiicbkin hapmakonei, abo iHLwin
HaLujioHanbHih hapmakonei gepxxasu €C).
MpuBeneHHs cneundikaLii Ta MeToaiB
KOHTpormto Ha Onito rBO3AMYHY Yy BiANOBIOHICTb
0o moHorpadgii EP Clove oil. 3miHn | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiAHOCTI €EBponenchkii
apmakonei/MmoHorpadii. 3MiHK, NoB'sA3aHi 3
HeOoOXiAHICTIO NpMBEAEHHS Y BigNOBIAHICTL A0
MoHorpadgii Y abo €sponeincbkoi

6e3
peuenma

UA/0586/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
cneungikauisx, nos'sisaHa 3i amiHamu B 1dY,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHi dapmakonei gepxasu €C).
MpuBegeHHs cneumdikaLii Ta meToais
KOHTporto Ha Onito eBKaninToBy Y BiANOBIAHICTb
Ao moHorpadgii EP Eucalyptus oil.
43.| TEKCUTEKC necapii no 16 mr, no CninbHe YkpaiHa CninbHe yKpaiHCbKo- YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 6e3 nidnsieae UA/15693/01/01
5 necapiiB y cTpuni; YKpaiHCbKO- icnaHcbke 3MiHn | Tuny - 3MiHK 3 sikocTi. [oToBMI peuenma
no 1 abo 2 ctpunm y icnaHcbke niagnpueMcTao nikapcbkuit 3aci6. CtabinbHicTb. 3miHa y
nadui i3 kKapToHy nianpuemcTs "Cnepko YkpaiHa" TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
o "Cnepko (NoBHMI LMKN roTOBOrO MikapcbKoro 3acoby (36inbLIeHHs
Ykpaina" BMPOGHMLTBA, TEepMiHy NpUAATHOCTI FOTOBOTO fiKapCbKOro
BUNYCK cepii; 3acoby) - [ins ToproBoi ynakoBku
KOHTPOMb AKOCTI) (nigTBEPAXKYETECSH AaHMMM peanbHOro Yyacy)
36inbLUEeHHS TepMiHY NpuAaTHOCTI rOTOBOIO
nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCHIAXKEHD
cTabinbHOCTi y peanbHOMy Yaci: 3aTBepaxeHo:
TepMmiH NpuaaTHOCTI.
2 poku. 3anponoHoBaHo: TepMiH npuaaTHoCTi. 3
POKM. 3MiHM BHECEHO B iHCTPYKLIitO Ansi
MeAMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby y
po3ain "TepmiH npugaTHocTi". BBeaeHHs 3MiH
NpoTSArom 6-Tn MicsALIB NiCNs 3aTBEPXKEHHS.
44.| TENO®Y3UH PO34MH ANs iHdy3in B. BpayH HimeuunH B.BpayH Megukan LLisenuapis BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis: 3a UA/5905/01/01
no 500 Mn po3unHy Menb3yHreH a CA 3MinHn | Tuny - 3MiHK Wwopo peuenmom
y dnakoHax; no 10 Al 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnagy
bnakoHiB y (iHWi 3MiHK) - 3MiHK BHeceHo y n.17. IHLE
KapTOHHiIN kopobuyj; TEKCTYy MapKyBaHHS BTOPUHHOI Ta NEPBUHHOI
no 500 mMn po3unHy yMakoBOK MikapcbKoro 3acoby. - TepMiH
y tbnakoHax BBeAEHHS 3MiH NPOTAroM 6 Mmicauis nicns
3aTBEPAKEHHS.
45.| TEHEPONOH PO3YUH HaLLKIpHWA, Benyno, XopsarTis BTOPUHHE XopsarTis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/17808/01/01
2 %, no 60 mny nikn Ta naKyBaHHs, Icnanis 3Mminu | TUNYy - 3miHun Wwopo peuenma
dnakoHi; no 1 KOCMEeTUKa, KOHTPOMb SKOCTi Ta 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
hbnakoHy B a.o. BUWMYCK Cepil: BeeneHHs abo 3miHn J0 y3aranbHeHVX AaHux
KOMMNNEKTi 3 MipHUM Benyno, nikv Ta npo cuctemy dapmakoHarnsgy (BBegeHHs
HacocoMm Ta KocMeTuKa, A.4., y3aranbHeHWX flaHUX Npo cucTemy
PO3NUNOIYO0 XopsarTis dapmakoHarnagy, amiHa ynoBHOBaXeHoi ocobu,
Hacagkow B BUPOGHULTBO BiANOBiAanNbHOI 3a 34INCHEHHS
KapTOHHIN nayui roTOBOroO apmakoHarnsay; KOHTakTHoi ocobu 3
nikapcbKoro 3acoby, dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSI
nepBuHHe dapmakoHarnagy B YkpaiHi, SKLWwo BoHa
nakyBaHHS: BiMiHHa Bif, yNOBHOBaXXeHOI ocodu,
IHgacTpian BiZNOBIgaNbHOI 3a 34iMCHEHHS hapMakoHarnsay
dapmacbioTika (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
KaHTtabpia, C.A. , po3MilLeHHi MacTep-channa cuctemm
Icnanis dapmakoHarnsaay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0cObM 3asIBHMKA,
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BignoBiganeHoi 3a hapMakoHarnsag. - 3MiHa
MicLe3Haxo4KeHHs macTep-aiina cucremu
dapmakoHarnsay. - 3miHa micusi 34iNCHeHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.
46.| TEHEPONOH PO34UH HaLLKIpHWA, Benyno, XopsarTis BTOPUHHE Xopsaris/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/17808/01/02
5% no 60 mny nikn Ta nakyBaHHS, Icnanis 3minu | TUNY - 3miHun wopo peuenma
nakoHi; no 1 KOCMEeTUKa, KOHTPOMb SKOCTi Ta 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
hbnakoHy B a.o. BUMNYCK cepil: BBeneHHs abo 3mMiHM 40 y3aranbHeHVX AaHux
KOMMNNEKTi 3 MipHUM Benyno, nikv Ta npo cuctemy dapmakoHarnsgy (BBegeHHs
HacocoMm Ta KocMeTuKa, 4.4., y3aranbHeHNX AaHuX Npo cUcTemy
PO3NUIMIOIO40I0 Xopgaris apmMakoHarnsagy, amiHa ynoBHoOBaxeHoi ocobu,
Hacagkoto B BUPOBHMLTBO BiAMNOBigaNbHOI 3a 34INCHEHHS
KapTOHHIN navui roToBOro hapmakoHarnsigy; KOHTakTHoi ocobu 3
nikapcbKkoro 3acoby, apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
nepBUHHE dapmakoHarnagy B YkpaiHi, Ko BoHa
nakyBaHHS: BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
IHpacTpian BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
dPapmacbioTika (BKHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
KaHTtabpia, C.A. , PO3MiLLEeHHI MacTep-daina cuctemm
Icnanis dapmakoHarnsaay) - 3MiHa KOHTaKTHUX AaHnX
yNoBHOBaXeHOI 0coby 3asiBHMKa,
BignoBigansHoi 3a hapMakoHarnsag. - 3MiHa
MiCLie3HaxOMKeHHs MacTep-anna cuctemm
dapmakoHarnsgy. - 3miHa micusi 34iNCHeHHS
OCHOBHOI [isiNIbHOCTi 3 dhapmakoHarnsaay.
47.| TEHCYNIH M30 | cycneHsia ans BIOTOH Monbwa BUPOBHMK, Monbwa BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a He UA/1978/01/01
iH'ekuin, 100 OO/mn; C.A. BianosigansHWi 3a 3MiHu | Tuny - 3miHn Wwopo peuenmom nionsieae
no 10 mn y dpriakoHi; BMPOGHMLTBO, 6es3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
no 1 dnakoHy B nepBUHHE i 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
KapTOHHIN nayui; no BTOPUHHE 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
3 M B KapTpuaxi; nakyBaHHs, ME[MNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
no 5 kapTpuaxis y KOHTPOIb Ta BUMYCK perynspHoO OHOBIOBAHOTO 3BiTy 3 6e3neku
6nicTepi; no 1 cepii: nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
6nictepy B BIOTOH C.A,, 3aCTOCyBaHHsI NikapCcbkoro 3acoby B
KapTOHHIN naywi MonbLa; BUpOGHKK, nicnapeecTpauinHun nepioa, abo sk pesynbtar
BiANoOBiganbHUI 3a OL|iHKM 3BITY 3 AocCnigKeHb, NPOBeaeHUX
KOHTPOrb cepii: BiANOBIAHO A0 NnaHy negiaTpuyHUX JochigXeHb
IHCTUTYT (PIP) (3miHy y3rogXeHo 3 KOMNETEHTHUM
BioTexHonorii Ta YNOBHOBaXXEHNM OpraHoM).
AHTUGIOTHUKIB, 3MiHM BHECEHO B iHCTPYKLIitO AN MEAUYHOrO
MonbLa 3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHs Ta go3un" 1a "Mobivni peakuii”
BiJMNOBIQHO 4O OHOBMEHOI iHhopmaLii Wwoao
6e3nekn 3aCToCyBaHHS Aito40i peYOBWHM 3rigHO
3 pekomeHaauieto PRAC. BeeeHHs1 3MiH
npoTsArom 6-T1 MicsLIB NicNs 3aTBEPKEHHS
48.| TEHCYNIHH cycneHsisa ans BIOTOH MonbLia BMPOGHMUK, MNonblia BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis: 3a He UA/1016/01/01
iH'ekuin, 100 OO/mn; C.A. BianoBiganbHWi 3a 3MiHu | Tuny - 3miHun wopo peuenmom nionsieae
no 10 mn y dprakoHi; BMPOGHMLTBO, 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
no 1 dpnakoHy B NepBUHHE | 3MiHa y KOpOTKili XapakTepucTHuLi NikapCbKoro
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHIN nayui; no BTOpPUHHE 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
3 M B KapTpuaxi; nakyBaHHs, MEANYHOro 3aCTOCYBaHHS Ha NiacTaBi
no 5 kapTpuaxis y KOHTPOrb Ta BUMYCK perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
6nictepi; no 1 cepii: nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
6nictepy B BIOTOH C.A,, 3aCTOCyBaHHS fnikapcbkoro 3acoby B
KapTOHHIN nayui MonbLa; nicnspeecTpauinHuii nepiod, abo sik pesynbtat
BUPOBHMK, OLiHKM 3BITY 3 AOCNigKEeHb, NPOBEAEHUX
BignoBiganbHWi 3a BiANOBIQHO A0 NNaHy negiaTpuyHMX JOChigXeHb
KOHTpOrb cepii: (PIP) (3miHy y3rog)XeHo 3 KOMNETEHTHUM
IHCcTUTYT YNOBHOBaXXEHNM OpPraHoM).
BioTexHonorii Ta 3MiHN BHECEHO B IHCTPYKLit0 ANS MeANYHOro
AHTUGIOTHKIB, 3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
Monbwa "OcobnueocTi 3acTocyBaHHs", "Cnocib
3actocyBaHHA Ta go3un” 1a "Mobivni peakuii”
BiANOBIQHO 40 OHOBNEHOI iHGOopMaLiii Woao
6e3nekn 3aCTocyBaHHS Ailo40i peYOBMHM 3riAHO
3 pekomeHgauieto PRAC. BeegeHHs1 3MiH
npoTSaromM 6-Tn MicsaLiB Nicnsa 3aTBepAXeHHS
49.| FIHO- TabneTkn, BKpUTI M'ep dabp ®paHuin MTep d®abp dpaHuis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/2976/01/01
TAPOU®EPOH 060moHKo10, MegukameH MeavkameHT 3miHn | TMny - 3minm 3 sikocTi. CepTudikaT peuenmom
NPOSIOHroBaHoI Aii T MNpoaakwH BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
no 10 TabneTok y €Bponeiickkin hapmakonei/MoHorpadii.
6nictepi; no 3 MogaHHA HoBOro abo oHoBneHoro ceptudikara
Gnictepuny BignoBigHocCTi abo BUny4eHHs cepTudikata
KapTOHHiI kopooLi BignoBigHOCTI €BponeWicbkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun cepTudikaT Bif yxxe 3aTBepaKeHOro
BUPOBHMKa - NOAAHHSI OHOBMNEHOrO cepTudikaTa
BignoBigHocTi €Bponencekii papmakonei Ne R1-
CEP 2007-368 - Rev 04 (3atBepaxeHo: R1-CEP
2007-368 - Rev 03) ans gito4oi pe4oBMHM 3anisa
cynbdarty Cyxoro Bif 3aTBEpXXEHOro
Bupo6Hmka DR. PAUL LOHMANN GMBH & CO.
KGAA, Germany.
50.| TMMEHBEKAP aepo3ornb Ans "menmapk IHais mexnmapk IHais BHECEHHS1 3MiH O peecTpauiHuX maTtepianis: 3a UA/14496/01/01
iHranauin, dapmacbloT dapmacbioTmkana 3minu | Trny - 3miHu 3 sikocTi. FoToBUIA peuenmom
[o3oBaHui, 250 vkans JTa. INro. nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
Mkr/go3sy; no 200 po3mipy cepii (Bkntoyarumn gianasoH po3Mipy
[03 B KOHTENHepi 3 cepii) roToBoro nikapcbkoro 3acoby (36inbLeHHs
[03Y04UM [0 10 pasiB NOPIBHSHO i3 3aTBEPIHKEHUM
KnanaHom i pO3MipoM) BBEAEHHS 4OAATKOBOrO po3mipy cepil
PO3NUIOIY0I0 roToBoro nikapcbkoro 3acoby 10 000
HacafKol Ta KOHTEeWHepiB
3aXUCHUM
KoBMa4kom; no 1
KOHTeViHepy B
KapTOHHI kopobui
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
51.| rnio3omig kancynu no 100 wmr; 3eHTiBa, K.C. Yecbka Bupo6bHuuyTeo M3, Ipnangis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/13832/01/02
no 1 kancyniy Pecny6nik nakyBaHHs, 3Mminu | TURY - 3miHn Wwopo peuenmom | nidnszae
cawe; no 5 cawe y a TeCTYBaHHs, BUNYyCK 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
nayui 3 KapTOHy cepii: 3MiHUM y KOPOTKili XapakTepucTuLi NikapCbKoro
Enlen ®apma 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
JlimiTeq, lpnangis MeONYHOro 3acToCcyBaHHs
MepBuHHE i reHepuYHMX/riopnaHmx/GionoaibHMxX nikapcbknx
BTOPUHHE 3acobiB nicns BHeCeHHs Tiei camoi 3MiHM Ha
nakyBaHHS: pedepeHTHUIN Npenapar (3miHa He noTpebye
MinmayHT Xenckea HaZaHHS! XXOAHWX HOBMX A0OATKOBUX AaHWX) -
TIta, lpnangis 3MiHM BHECEHO A0 IHCTPYKUIT ANS MeanYHOro
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(yTOYHEHHs Ha3Bu 6e3 3miHn kogy ATX),
"Ocobnusi 3axoau 6e3nekun”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHoCTi abo rogyBaHHsi rpyaar”, "TMobiyHi
peakuii” BignosigHo Ao iHpopMauii wono
MeAMYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (TEMO[AIN, kancynw).
BBegeHHs 3MiH NpoTArom 6-Tn Micauis nicns
3aTBEPAKEHHS
52.| rnmio3omig kancynu no 180 wmr; 3eHTiBa, K.C. Yecbka Bupo6bHuureo M3, Ipnangis BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a He UA/13832/01/03
no 1 kancyniy Pecnybnik nakyBaHHS, 3MmiHu | TUNYy - 3miHun Wwopo peuenmom | nidnsizae
cawe; no 5 cawe y a TeCTYBaHHs, BUNYyCK 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
navui 3 KapToHy cepii: 3MiHUN y KOPOTKili XapakTepucTuL, NikapCbKoro
Enllen ®apma 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
IimiTen, lpnaHais MeON4YHOro 3acToCcyBaHHs
MepBuHHE i reHepuyHMX/ribpuaHnx/6ionogibHMx nikapcbKmnx
BTOPUHHE 3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
nakyBaHHs: pedbepeHTHUIA Npenapar (3miHa He noTpebye
MinmayHT Xenckea HaJaHHS1 )XOOHWUX HOBUX AOAATKOBUX OAHMUX) -
ItA, Ipnangisa 3MiHM BHECEHO A0 iHCTPYKUiT AN Mean4Horo
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(yTOYHeHHs Ha3Bu 6e3 3miHu kogy ATX),
"Ocobnusi 3axoau 6e3nekun”, "OcobnmBocCTi
3actocyBaHHs", "3acTocyBaHHs y nepio
BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peakuii” BignosigHo 4o iHpopmalii Wwoao
MeAMYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (TEMO[LAI, kancynw).
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicnsa
3aTBEPAKEHHSA
53.| rnio3omig kancynu no 250 wmr; 3eHTiBa, K.C. Yecbka Bupo6HuuTeo 13, IpnaHgis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a He UA/13832/01/04
no 1 kancyniy Pecny6nik nakyBaHHS, 3MmiHu | TUNY - 3miHun Wwopo peuenmom | nidnsizae
cawle; no 5 cawe y a TECTYBaHHs, BUMYCK 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
nadui 3 KapToHy cepii: 3MiHU y KOPOTKili XapakTepucTuL NnikapCbKoro
Enlren ®apma 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
JlimiTen, lpnaHgis MEANYHOro 3aCTOCYBaHHS
MepBuHHE i reHepu4HUX/ribpuaHux/GionogibHMxX nikapcbkux
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BTOPUHHE 3acobiB nicns BHECEHHS Tiei camoi 3MiHM Ha
nakyBaHHs: pecbepeHTHWI Npenapart (3miHa He noTpebye
MinmayHT Xenckea HaZaHHS! XXOAHWX HOBMX A0OATKOBUX AaHWX) -
JIta, lpnaxgis 3MiHM BHECEHO A0 iHCTPYKUiT ANS Mean4Horo
3acToCyBaHHS fikapcbkoro 3acoby y posainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(yTouHeHHs Ha3Bu 6e3 3miHu kogy ATX),
"Ocobnusi 3axoamn 6esnekn”, "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peakuii” BignosigHo 4o iHopmalii woao
MeAMYHOro 3aCTOCyBaHHsi pepepeHTHOro
nikapcbkoro 3acoby (TEMO[LAI, kancynw).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
54.| rnio3omig kancynu no 20 wmr; 3eHTiBa, K.C. Yecbka Bupo6HuuTeo M3, Ipnangis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/13832/01/01
no 1 kancyniy Pecny6nik nakyBaHHs, 3miHu | TUnYy - 3miHn Wwopo peuenmom | nidnszae
cawe; no 5 cawe y a TECTYBaHHs, BUNYyCK 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
naJdui 3 KApTOHY cepii: 3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
Enlen ®apma 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
JlimiTea, lpnangis MeON4YHOro 3acToCyBaHHS
MepBuHHE i reHepuYHMX/ribpnaHmx/GionoaibHMxX nikapcbknx
BTOPUHHE 3acobiB nicnsi BHECEHHS TiEi camoi 3MiHU Ha
nakyBaHHs: pedepeHTHUIN Npenapar (3miHa He noTpebye
MinmayHT Xenckea HaZaHHS! XKOAHWX HOBMX A0OATKOBUX AaHMX) -
JIto, Ipnangis 3MiHM BHECEHO [0 iHCTPYKUiT AN MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y posainu:
"®PapmakoTepanesTuyHa rpyna. Kog ATX"
(yTouHeHHs Ha3Bu 6e3 3miHu kogy ATX),
"Ocobnusi 3axoau 6e3nekun”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHsi rpyaar”, "MobidHi
peakuii” BignosigHo Ao iHopmalii Wwoao
MeAMNYHOro 3aCTOCyBaHHsi pepepeHTHOro
nikapcbkoro 3acoby (TEMO[AI, kancynw).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
55.| TMINTAP®-M TabneTkn, BKpUTI MAPI®APM CnoBeHis BMPOGHMLTBO i Icnanis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a He UA/19966/01/01
NniBkOBOIO A.0.0. nakyBaHHS roTOBOI 3minu | Trny - 3miHu 3 sikocTi. MoToBUIA peuenmom | nidnsizae
o6ornoHkot, Nno nikapcbkoi popmu, nikapcbkuii 3aci6. 3mMiHM y BUpoOGHULUTBI. 3MiHa
50/850 wr, no 10 KOHTpOrb cepii i iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
TabneTok y 6nictepi, BUNYCK cepii: Ta KOHTPOJH0 SIKOCTi FOTOBOrO fikapCbKoro
no 6 Gnictepis y CAIl 3acoby (3amiHa abo gofaBaHHs BUPOBHUKa, LU0
nayui MAHY®AKTYPIHT, BiAMOBifae 3a BBe3eHHS Ta/abo Bunyck cepii) -
C.JLY., IcnaHis; Bkntoyatoum kKoHTponb/BunpobyBaHHs cepii -
KOHTPOMb cepii 3MiHa agpecy BUpobHUKa BignoBiganbHOro 3a
(di3vKo-ximMivHMR) i KOHTpONb cepii (4i3nKo-xiMmiuHWI) i BUMYycK cepii
BUNYCK cepii: i3 OHOBMNEHHSIM HallMEeHyBaHHS BUPOOHUKa
["aneHikym Xernc, BiAMNOBIAHO A0 NiLeHsii Ha BUPOGHMLUTBO. 3MiHM
C.J1Y., IcnaHis BHECEHO B iHCTPYKLitO ANs MeANYHOro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ain
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

"Micue3HaxomkeHHsi BUpoOHMKa Ta agpeca
MicUsi NPOBaKEHHS MO0 AisnbHOCTI" 3
BiANOBIAHVMM 3MiHAMMN B TEKCTi MapKyBaHHs
ynakoBoK. BBeieHHSs 3MiH npoTsirom 6-Tn
MicauiB nicnsa 3aTBepaAXeHHSA. 3MiHun | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHMYOT
AinbHWLUI (BKNoYatoum ginbHuLi ans AdI,
NPOMiXXHOrO NPOAYKTYy abo roTOBOro MikapCbKoro
3acoby, AinbHULI ANa NpoBeAeHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOrO 3a BUMYCK Cepil,
MicLie NpoBeAeHHs! KOHTPOTHO cepii) abo
nocTayarnbHuKa BMXigHOTO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SKLLO 3a3Ha4YeHo y
[0CbE) - BUNyYEHHsI BUPOBHMKa roToBoro
nikapcbkoro 3acoby JJABOPATOPIO
EYEBAPHA, C.A., IcnaHis, BianosigansHoro 3a
KOHTpOrb cepii (MikpobionoriyHnin). BBegeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBepOKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
MicLS NPOBaAXEHHS OisANbHOCTI
BUPOGHMKa/iMnopTepa rotToBOro fikapcbkoro
3acoby, BKMOYa4m AinbHuULI BUNycky cepii abo
MicLie NpoBeAeHHS1 KOHTPOSO SKOCTI.
(misnbHicTb, 3a sKy Bignosigae
BMPOGHMK/IMNOpTEp, BKINOYA4M BUMYCK CEPIlt) -
3MiHa agpecu Micus NPOBaKeHHs AisnbHOCTI
BMPOGHMKa roToBOro nikapcbkoro 3acoby CAIN
MAHY®AKTYPIHI, C.JLY., IcnaHis
BiQMNOBiganbLHOro 3a BUPOBHULITBO | NaKkyBaHHSA
roToBOI Nikapcbkoi OpMU, KOHTPOSb cepil i
BMNYCK cepii. 3MiHM BHECEHO B IHCTPYKLilo ANns
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3gin "Micue3HaxokeHHs1 BUpOOHMKa Ta
appeca Micus NpoBafkeHHS Noro AisnbHocCTi" 3
BiAMOBIAHMMM 3MiHAMW B TEKCTi MapKyBaHHSA
ynakoBoK. BBeeHHs1 3MiH NpoTArom 6-tu
MicauiB nicnsa 3aTBepaXeHHS. 3miHu | Tuny -
3MiHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - 3MiHU BHECEHO
B TEKCT MapKyBaHHsi MEPBUHHOI Ta BTOPUHHOI
ynakoBKM nikapcbKoro 3acoby, a came
3a3Ha4eHo NoroTun KoMnaHii NpeacTaBHUKA,
KW 3AINCHI0E YHKLT LLOJ0 NPUIAHATTS
npeTeHsil Big cnoxveaya. BBegeHHs 3miH
NpoTArom 6-T1 MicsUIB NiCNs 3aTBEPAXKEHHS.

56.

FMINTAP®-M

TabneTku, BKPUTI
NniBKOBOIO
obornoHkot, Nno
50/1000 wmr, no 10
TabneTok y 6nictepi,

MAPI®APM
[.0.0.

CrnioBeHis

BMPOGHMLTBO i

nakyBaHHS roOTOBOI
nikapcbkoi hopmu,

KOHTpOrb cepii i
BUNYCK cepii:

Icnanis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHM y BUpoBGHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSIO SIKOCTi FOTOBOTO NiKapCbKOro

3a
peuerimom

He
nidnsieae

UA/19966/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 6 Gnictepis y CAI 3aco0y (3amiHa abo gopgaBaHHs BUpobOHUKa, LU0
nayui MAHY®AKTYPIHT, BiMNOBigae 3a BBE3eHHs Ta/abo Bunyck cepii) -
C.J1.Y., IcnaHis; Bkntoyatoun koHTponb/BunpobyBaHHs cepii -

KOHTPOMb cepii
(pi3mKo-ximMivHMR) i
BUWMNYCK cepil:
["aneHikym Xernc,
C.JY., Icnanis

3MiHa agpecu BUpOOGHMKa BignoBigansHoro 3a
KOHTpOMb cepii (i3nKo-ximivuHWI) i BUNYycK cepii
i3 OHOBNEHHSAM HallMeHyBaHHSA BUPOBHUKa
BiZNOBIgHO A0 NiLeH3ii Ha BUpoBHMUTBO. 3MiHM
BHECEHO B iHCTPYKLUIiO ANs MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Micue3HaxomkeHHsi BUpoOHUKa Ta agpeca
MicUsi NPOBaKEHHS MO0 AisanbHOCTI" 3
BigNOBIgHVMM 3MiHAMM B TEKCTi MapKyBaHHS
ynakoBoK. BBefeHHs 3MiH NpoTArom 6-tu
MicauiB Micnsa 3aTBepAXeHHSA. 3MiHun | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT
AinbHWLUI (BKNoYatoun ginbHuLi anst AdI,
NPOMIKHOrO NPoAyKTy abo roToBOro NikapcbKoro
3acoby, AinbHULI ANs NpoBeAEeHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanNbHOro 3a BUNYCK cepin,
MiCLle NpoBeaEeHHS KOHTPOO cepii) abo
nocTayarnbHvKa BMXigHOTO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SKLLO 3a3Ha4YeHo y
[0CbE) - BUNyYEHHs1 BUPOBHMKa roToBoro
nikapcbkoro 3acoby JJABOPATOPIO
EYEBAPHA, C.A., IcnaHis, BianosigansHoro 3a
KOHTpOrb cepii (MikpobionoriyHnin). BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBepOKeHHs. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
Micusi NpoBaKeHHS AiNbHOCTI
BUPOGHKMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYa4m AinbHuUL BUNycky cepii abo
MicLie NPOBEeAEHHS KOHTPOMIO SIKOCTI.
(misnbHicTb, 3a sy Bignosigae
BMPOBHMK/IMNOpTEp, BKINOYA4M BUMYCK CEPil) -
3MiHa agpecy MicLa NPOBaKEHHS AifnbHOCTI
BMPOGHMKa roToBOro nikapcbkoro 3acoby CAIN
MAHY®AKTYPIHT, C.JLY., IcnaHis
BiZNOBIgaNbHOro 3a BUPOOHMLTBO i MaKyBaHHS
roToBOI Nikapcbkoi OpMU, KOHTPOIb cepil i
BUMYCK cepii. 3MiHM BHECEHO B iHCTPYKLitO ons
ME[MYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
po3gin "Micue3HaxomkeHHs1 BUpoOHMKa Ta
agpeca Micusa NpPOBaMKeHHS KOro AisinbHOCTI" 3
BiAMOBIAHVMMW 3MiHAMW B TEKCTi MapKyBaHHSA
ynakoBoK. BBeaeHHsi 3MiH npoTsrom 6-tu
MicaUiB nicnsa 3aTBepaXeHHS. 3miHu | Tuny -
3MiHn Wwoao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - 3MiHK BHECEHO
B TEKCT MapKyBaHHs MEPBUHHOI Ta BTOPUHHOI
yNakoBKM NiKapcbKkoro 3acoby, a came
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3a3HayeHo NOroTun KoMMaHii NpeacTaBHMKa,
SAKWMIN 3AINCHIOE PYHKLT LLOJO0 NPUNHATTS
npeTeH3in Big cnoxusada. BeegeHHs 3aMiH
NpoTSArom 6-T1 MicsILiB NicNs 3aTBEPYKEHHS.
57.| rnoAy NUCTA | nuctsa i ksiTkn no 50 MpAT Ykpaina MpAT "Niktpasun" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: bes UA/6040/01/01
| KBITKU rabono60ry "NikTpasun" 3minu | TUNY - 3miHun wopo peuenma
navkax 3 BHYTPILHIM 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
naketom; mo 1,5 r (iHwWi 3miHK). 3MiHKM BHeceHo y n. 17. IHLLE TekcT
abono25ry MapKyBaHHs1 yMakoBOK MikapcbKoro 3acoby.
dinbTp-nakeTi, No BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
20 inbTp-nakeTiB y 3aTBEPIKEHHS.
nayui abo y nayui 3
BHYTPILUHIM NaKkeToMm
58.| TPUN-TPAH rpaHymm, no 10 ry MpAT Ykpaina MpAT "HauioHanbHa Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/3810/01/01
OUTA4YUn nexani "HaujioHanb [omeonaTnyHa YTOYHEHHS cTaTyCcy peknaMmyBaHHs B HaKasi peuenma
nonimepHomy; no 1 Ha Cninka" MO3 YkpaiHun Ne 1056 Big 17.06.2024 B
neHany B navuj 3 [omeonaTny npoueci BHECEHHS 3MiH (3MiHM | Tuny - 3miHK 3
KapToHy abono 5r Ha Cninka" sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema

rpaHyn y KOHTenHepi
3 [O3yBaHHAM; No 2

KOHTENHEPU B Navui

3 KapTOHYy

KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NEePBUHHIN yNakoBLii FOTOBOrO MikapCbKoro
3acoby (Tvun koHTelHepa abo AoAaBaHHS HOBOTO
KOHTelHepa) - TBepai, M’ski Ta HECTEePUIbHi
pigki nikapceki opmu. CynyTHA 3MiHa- 3MiHuM 3
siKocTi. [oTOBMI Nikapcbkuii 3acit. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikaLii Ta/abo JoNyCTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (4onoBHEHHs cneumdikaLii
HOBMM MOKa3HMKOM 3 BifMNOBiAHUM METOA0M
BMNpobyBaHHs) BBEAEHHS JOAATKOBOI YMAKOBKM,
a came KOHTelHep 3 fo3yBaHHAM MO 5T, 3
BHECEHHSAM BiAMOBIAHMX 3MiH 80 p. «YNaKoBKa»
Ta JonoBHEeHHs crneundikauii 113 n. «Maca
BMICTY YNaKOBKW: KOHTEHEPU 3 J03YBaHHSM MO
5 r» 3 BigNoBigHMM MeTo40M BUNPOOYBaHHS.
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOro
3acToCyBaHHSA fikapcbKoro 3acoby Ao po3ainy
"YnakoBka" y 3B'3Ky 3 BB€AEHHAM A0AaTKOBOI
NEepPBUHHOI YNaKoBKW (KOHTENHep 3 A03YBaHHAM
no 5 r) Ta sk Hacnigok - BigNOBIAHI 3MiHK
BHECeHo Ao po3giny "Cnocib 3actocyBaHHs Ta
no3n" (nogaBaHHS anropuTMy 3acTOCYBaHHS)
3rigHO 3 MaTepianamu peecTpaLinHOro AOCheE.
BBeaeHo TekcT MapKyBaHHS Ansi BiANOBIAHOMO
[03yBaHHA Ha 5 1 (NepBMHHA Ta BTOPUHHA
ynaKoBKU fikapcbkoro 3acoby). 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3aKynopoBarnbHUiA 3acio.
3MmiHa po3Mipy ynakoBKW FOTOBOrO NiKapCbKOro
3acoby (3MiHa KinbKOCTi OAMHMLbL (Hanpuknag,
TabneTok, amnyn TOLLO) B ynakoBLii:) - 3MiHa
nosa ianasoHoM 3aTBEpPXEHUX po3MmipiB
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Kpaina
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Peknam
yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

yMaKoBKM y 3B’s13Ky 3 BBEAEHHSIM J04aTKOBOI
NepBUHHOI YNaKoOBKN (KOHTENHep 3 A03YBaHHAM,
no 5 r), 3MiHIETLCS KiNbKICTb OQNHULE Y
BTOPMWHHIN ynakoBLji. ¥ nayui 3 kapToHy 6yae no
2 KOHTeNHepu 3 [03yBaHHAM. 3aranbHa
KiNbKiCTb nikapcbkoro 3acoby y BTOPWHHIl
ynakoBui (10 r) — He 3MiHIETbCS. 3MiHU BHECEHI
B iHCTPYKLit0 ANSt MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby go posginy "YnakoBka" y
3B’513KY 3 JOAaBaHHSAM HOBO| YMaKOBKU -
KOHTeWHepa (3MiHa KinbKOCTi 0ANHULb
BTOPUWHHOI ynakoBku). BignoBigHi 3miH1 BHeceHo
B TEKCT MapKyBaHHs! yNakoBKM NikapCbKoro
3acoby). Pepakuisa B Hakasi - He nignsarae. BipHa
penakuis - nignsarae.

59.

rPUNNOCTAL
® PUHO
MAPITIM

cnpew HazanbHUN,
po3uuH 0,05 % no
15 Mn y dpnakoHi; no
1 donakoHy B
KapTOHHiIN kopobui

CTAOA
ApuHaimiTT
enb Al

HimeyumH
a

(Bunyck cepint)
CTALA
ApuHanmitTens Al
HimeyumnHa;
(BpPOBHMLTBO
Hepo3acoBaHOro
NpoAyKTY, NepBUHHE
Ta BTOPWHHE
nakyBaHHs,
KOHTpPOrb cepilt)
Ypcadapm
ApuHanmiTTens
'm6X, HimeuunHa;
(BMPOBHMLTBO
Hepo3acoBaHOro
NpoAyKTYy, NepBUHHE
Ta BTOPWHHE
nakyBaHHs,
KOHTpPOrb cepilt)
SAMAP XENC KEP
CEPBICEC
MAOPWA, C.AY.,
Icnanis;
(BMPOGHMLTBO
Hepo3cacoBaHOro
npoayKTy, NepBUHHE
Ta BTOpPWHHE
nakyBaHHs1)
XEeMOMOHT A.0.0.,
YopHoropis;
(koHTpoOnb cepiit:
i3nKO-XiMiYHi
BUNPOBYBaHHs)
NABOPATOPIA 3
KOHTPONO
JIIKAPCBKNX

Himeuumnna/
Icnanis/
YopHoropisi/
PymyHis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
YTOYHEHHSA HanucaHHs nikapcbKoi hopmu B
Hakasax MO3 YkpaiHuu Ne 1056 Big 17.06.2024
Ta Ne 897 Big 24.05.2024 B npoueci BHECEHHSA
3MiH Ta yTouHeHHs. Pegakuis B Hakasi - po3ymH

0,05 %. BipHa pepakuis - cnpen HasanbHWi,
posuuH 0,05 %

6e3
peuenma

UA/16231/01/01
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[IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3ACOBIB CTAOA
Xemodpapm CPJ1,
PymyHis;
(koHTpoOnb cepiit:
MiKpOoGionoriyHi
BUNPOOYBaHHs)
Mikpobaronogxi
Kpamep Mu6X
Mpim3ay 7, 66809
Hanbbax,
HimeyumHa
60.| OAUEMNTOH® PO34MH ANs iH'eKwin EBEP ABCTpis BianosigansbHWiA 3a AscTpis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/14381/01/01
abo iHdysin, 10 Henpo Bunyck cepii: EBEP HimevuunHa 3miHu | TUny - 3miHu 3 akocTi. CepTudikar peuenmom
mr/mn no 5 mn (50 dapma Hewpo ®apma BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
mr) B amnyni; no 10 m6X 'M6X, ABCTpisi; €Bponeiickkin hapmakonei/MoHorpadii.
amnyn y KapTOHHIn BigNOBiganbHUIM 3a MogaHHA HoBoro abo oHoBneHoro cepTudikara
Kopooui BMPOGHMLTBO, BiANoBigHOCTI abo BUnyYeHHs cepTudikata
nepBuHHE Ta BignoBigHOCTI €BponeWchkin hapmakonei: ans
BTOPUHHE A®I; ansa BuxigHoro
nakyBaHHs, marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
KOHTPOMb AKOCTI: BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
3ircpig XamenbH [OOMOMiXHOT peqoBuHU (cepTudikat
'mM6X, HimewunHa BiANoBigHOCTI €Bponenceki hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikaTty
BiAnoBigHOCTI €Bponencoki papmakonei R1-
CEP 2008-332-Rev 03 ans gjto4oi pe4oBrHU
anomopdiHy rigpoxrnopuvay remirigpaTy Big
3aTBepakeHoro BMpobHuka Sanofi Chimie,
®paHuis (3atBepmxeHo: R1-CEP 2008-332-Rev
02; sanponoHoBaHo: R1-CEP 2008-332-Rev 03)
61.| OEBOPA TabneTtkn, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH O peeCTpaLiiHMX maTepianis: 3a He UA/18036/01/01
NniBkOBOIO dapmacbloT dapmacbioTmkan 3Mminu | TUNYy - 3miHun Wwopo peuenmom | nidnsizae
obornoHkot, no 21 ukan IHgacTpis JTa. 6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
TabneTui y 6nicrepi; IHAacTpi3 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
no 1 6nictepy B Nimiteq

KapTOHHiI kopobui

3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbkoro 3acoby B
nicnapeecTpainHuin nepioa, abo sk pesynbtart
OLiHKM 3BITY 3 AoCHigKeHb, NpOBeAeHUX
Bi4NOBIQHO A0 NNaHy neiaTpuyHMX SochigXeHb
(PIP) (3miHy y3rogeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO B
iHCTPYKLUil0 NS MeQuYHOro 3acToCyBaHHS
nikapcbkoro 3acoby oo posainis
"MpoTunokasaHHs", "B3aemogisa 3 iHWMmn
nikapcbknMu 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmeocTi 3acTocyBaHHS"

BigNoBigHO 4O OHOBMEHOI iHpopmalii Wwoao
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noceid4yeHHs1

6e3nekn 3acTocyBaHHS Ailo40i peYOBWHM 3rigHO
3 pekomeHgauieto PRAC.

62.

OEKPICTON®
20000 MO

kancynu m ski 20000
MO no 10 kancyn y
6nictepi; no 1 abo
no 2, abo no 5
GnicTtepis y navuj,
no 20 kancyn y
6nictepi; no 1
6nictepy y nauyui, no
25 kancyny
6nictepi; no 2
Gnictepa y nayui

TOB «MIBE
YKPAIHA»

YkpaiHa

nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOrb cepii Ta
BUWMYCK cepii: mibe
mbX
ApuHanmiTTEND,
HimeuuunHa;
BMPOBHMLTBO Ta
Bunyck "in bulk":
KeTteneHt [xepmaHi
E6epbax Mm6X,
HimeyuumHa;
BUPOBHMUTBO Ta
Bunyck "in bulk:
Csicc Kanc AT,
LLsenyapis

HimeyuunHa/
LLsevinapisa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MoaaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BiANoBigHOCTI abo BUny4eHHsi cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY, Lo
BMKOPUCTOBYOTECS Y BUPOOHMLTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT
BiQNOBIQHOCTI €Bponewicbkin hapmakoner) -
HoBun ceptudikaTt Big BXE 3aTBEPAKEHOrO
BUpOGHWKa - MogaHHsa Hosoro cepTudikaty CEP
(RO-CEP 2021-055-Rev 00) ansa Adl
"Cholecalciferol concentrate (oily form)" Big
3aTBepakeHoro BMpo6Huka DSM Nutritional
Products Ltd. BupobHuuTBO, cknag Ta sikicTb
OniNHOrO KOHLEHTpATY 3anuLaeTbes
He3MmiHHMMK. Kpim Toro, HasBa Ta agpeca
BUPOGHMKA(iB) 4it04OT pEHOBMHN Ta MPOMIDKHUX
npoaykTiB 3anuwaeTtbes 6e3 amiH. API
Bignosigae YmHHi Ph. Eur. monograph 0575
"Cholecalciferol concentrate (oily form)", ane
TaKoX Mae 404aTKOBUI HOBUI napameTp Anst
all-rac-alpha-Tocopherol 3a3HaueHiii B CEP. Llen
ctabinizatop 6yB NpUCYTHIl B ONiNHOMY
KOHLeHTpaTi B Tiih caMili KinbKoCTi, ane Ao LUboro
He 6yB YacTuHoto cneuudikauii APl 3MiHum |
Tmny - 3MiHn 3 gxkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkin dapmakonei/MmoHorpadii.
MopaHHA HoBoOro abo oHoBreHoro cepTudikara
BignoBigHOCTi abo BUNy4eHHs cepTudikata
BignoBigHOCTi €Bponenchkii hapmakonei: aons
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
BunyyeHHs ceptudikaTiB (3a HasiBHOCTI
MynbTUNNeTHOro ceptudikata Ha maTtepian) -
BunyuyeHHsi ceptugpikaty CEP R1-CEP 2009-
050 Rev 01 Ha BuXigHU MaTepian
"Cholecalciferol (crystalline)" Bia 3aTBepakeHoro
BUpo6Hmka DSM Nutritional Products Ltd. 3miHa
Biabynack y 3B'A3Kky 3 HasiBHOCTi HoBoro CEP
"Cholecalciferol concentrate (oily form)"

3a
peuenmom

UA/17901/01/01

63.

OEHILE®

nopoLwioK ans

AHaHTa

Benuka

AHaHTa Megikeap

IHAis

BHECEHHS1 3MiH 4O peecTpauinHMX maTepianis:

3a

UA/15264/01/01
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PO34UHY ONS iH'eKLiN
no 1r; 1 pnakoH 3
NMOPOLLKOM B KOPOOLIi
3 KapTOHYy

Megikeap
Nra.

BpuTtaHia

Nimitea, IHais;
Csicc NepeHTepanc
NTa., IHaia

YTOYHEHHS1 HanMcaHHA YMOB BiANYyCKy B
Haka3i MO3 Ykpaihu Ne 1071 Bip 20.06.2024 B
npoueci BHeCeHHs1 3MiH (3MiHu | Tuny - 3MiHn
wopno 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3mMiHu) - 3MiHK BHECEHO
y TEKCT MapKyBaHHs1 BTOPMHHOI ynakoBku n.17
IHWE Ta nepsBuHHOI ynakosku n.6 IHLLUE, a
came: AofaHo iHopMaLlito Npo HasiBHICTb
norotuny. BeeaeHHsa 3miH NpoTarom 3-box
MicauiB nicnsa 3aTBepAXeHHs). IHdopmauis B
Hakasi - BiAcyTHi. BipHa peaakuis - 3a
peuenTom.

peyernmom

64.

OEPUNAN®

kpem, 0,5 mr/r, no 50
rB Ty6i; mo 1 1y6i B
KapTOHHiIN kopoOLi

TOB
«YOPNQ
MEOVLNH»

YkpaiHa

yorng MEAOVNUMH
IJTAY CAH. BE.
TIOK. A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHm |l Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
Buaadi peectpauiiHoro NocBig4YeHHs,
BKItoyatoum MNnaH ynpasniHHS pusnkamm
(3acTocyBaHHs 3miH(K), siki(a) BUMaraoTb(€)
noAanbLoro 06rpyHTyBaHHS HOBUMM
[04aTKOBUM AAHUMW, LLO MaloTb HagaBaTucs
KOMMNETEHTHWM OpraHoM, OCKifIbK1 BUMaraeTbcs
CYTTEBaA OLiHKa KOMMETEHTHNM OpPraHoM).
3asiBHUKOM HagaHo oHoBneHui MNnaH
ynpaeniHHst puankamu Bepcis 2.0. 3MiHK
BHECEHO [0 YacTuH: | «3aranbHa iHdopmauiay |l
«Cneumdikauis 3 6e3nekm» V «3axoam 3
MiHimi3aLii pusukie» VI «Pestome nnaHy
ynpaBmiHHA pu3nKamm»

VIl «QopaTku» (nogatku 1-8) y 3B’A3Ky 3
OHOBIEHHsAM iHcpopMalii 3 6e3neku gitoyoi
peyoBMHM KnobeTason BignoBigHO A0
aKTyanbHOI pedepeHTHOI iHdopMaLlii, a TakoxX y
3B'A3KY i3 3MiHOKO hopMaTy BiAnNoBiAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome MNnaHy ynpasniHHs pu3ukamu Bepcis
2.0 pogaeTbCs.

3a
peuenmom

UA/18398/01/01

65.

OUONI030N1®

pO34MH Ans iHdys3in,
2 mr/mn no 100 mny
NAAWL§ CKNSAHINK; No
1 NnAwWUi B nayui

NAT
"Tannudap
M

YkpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3MmiHu | TUny - AOMiHICTpaTMBHI 3MiHN.
BunyyeHHs BUpOGHWYOT AinbHULI (BKTHOYa4m
ainbHULi anst ADI, npomixxHoro npoaykty abo
roTOBOrO fikapcbkoro 3acoby, AinbHULi Anst
npoBeAeHHs NakyBaHHS, BUPOOHWKa,
BiA4NoBiganbsHOro 3a BUNycKk cepin, micue
nNpoBeEHHS KOHTPO cepii) abo
nocTayarnbHVKa BMXIiQHOTO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI pe4OBMHM (SIKLLO 3a3Ha4YeHo y

3a
peuerimom

UA/11674/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
pocbe) BunyueHHsi BupobHuka APl dnykoHazon
"GRANULES INDIA LIMITED", IHgis. 3minu Il
Tuny - 3MiHn 3 skocTi. A®l. BupobHuuTBo. 3miHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpo6HM4omy npoueci A®l, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, Micue
npoBeaeHHs KoHTponto sakocTi) APl (3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
[ocbe)(BBEAEHHS HOBOTO BMPOGHUMKa AdI 3
HagaHHsM macTep-danna Ha Adl). BeegeHHs
HoBoro BMpobHuka A®| 3 HagaHHSM MacTep-
danna Ha A®| dnykoHason, BUpobHuLTBa
Glenmark Life Sciences Limited, IHgjs.
66.| AIEMOHO® TabneTkn, BKpUTI TOB "MIBE YkpaiHa Mmibe M'm6X HimevuunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/18286/01/01
NniBKOBOIO YKPAIHA" ApuHanmiTTens 3MinHn | Tuny - 3MiHM Wwopo peuenmom
060moHKo10, 2 Mr; No 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
28 TabneTtok y (iHWi 3MiHK) 3MiHN BHECEHO Y TEKCT MapKyBaHHS
6nictepi; mo 1 abo NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro
no 3, abono 6 3aco0y, a came: gogaHo iHcpopmalito npo
GnicTepiB y nayuj HasiBHICTb NoroTuny BMpo6Huka
67.| AONETIT® Tabnetku no 250 wr, 3AT YropwwmHa 3AT YropwuHa BHECEHHS! 3MiH O peeCTpaLinHMX maTepianis: 3a UA/9455/01/01
no 50 TabneTok y dapmanesT dapmaneBTU4HNUIA 3miHu | TUNY - 3miHun Wwopo peuenmom
dnakoHi, no 1 WYHWI 3aBOfA, 3asog ElC 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
hnakoHy B ErC (iHWi 3MiHKM) 3MiHN BHECEHO Y TEKCT MapKyBaHHS
KapTOHHiI kopobui BTOPUWHHOI YNakoBKYM Nikapcbkoro 3acoby n.17.
IHWE Ta nepBuHHOI ynakosku n.6. IHLLE.
68.| AOLIETAKCEN KOHUeHTpaT ans EBEBE ABcTpis NOBHUWM LWKN ABcTpis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a UA/11091/01/01
"EBEBE" pO34uHy aAns dapma BMPOGHMLTBA: 3MmiHu | TUNYy - 3MiHu 3 akocTi. APL. (iHWi 3MiHK) - peuenmom
iHdpy3in, 10 mr/mm; lec.m.6.X. PAPEBA YHTepax OHoBneHnHA DMF Ha A®I JoueTtakcen Big
no 2 mn (20 mr) abo Hdpr. KI 'm6X , ABcTpis; 3aTBepakeHoro BupobHuka Sicor De Mexico 3
8 mn (80 wmr), abo 16 BUWMNYCK cepil: Bepcii 43360-EUDMF.07.2018 Ha Bepcito 43360-
mn (160 mr) y EBEBE ®apma EUDMF.09.2022
dnakoHi; no 1 lec.m.6.X. Hopr. KT,
hbrnakoHy B kopobui ABcCTpis
69.| ENIFAPO 45 MI" | nopotuok Ans Pekopgaari ITanisa BiAMOBiAanNbHWIA 3a Hinepnangu BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/5758/01/03
NPUroTyBaHHSA IHpacTpia BTOPWHHY YNaKoBKy / 3miHu | TUNYy - 3miHn wopo peuernmom
po34MHy Ans Ximika e Ta BUNYCK cepil: ABCTpis 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
NiAWKIPHWX iH'eKUin dapmacesTi Actennac ®apma (iHWi 3MiHN) -
no 45 mr; KomMnnekT ka C.n.A. tOpon b. B., 3MiHM BHeCeHi B TEKCT MapKyBaHHS BTOPUHHOI
MICTUTb 2 NMOTKW: Higepnanaun ynakoBku y n. 12. «<HOMEP
- 1 NOTOK MICTUTb BianosiganbHWi 3a PEECTPAL|IIMHOIO NMOCBIAYEHHSA».
nonepeaHLo BMPOBHMLTBO
HanoBHEHUI LWNpULY wnpvua A, wnpuua
A 3 PO34YMHHUKOM B, kiHLUeBy ynakoBky
(nomi(DL-nakTuna-ko- Ta KOHTPOIb SKOCTi:
rnikonia) nonimep, Tonmap IHk., CLUA
N-meTun-2-
niponigoH) no 434
MT, MopLUEHb
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
wnpuua b Ta
nakeTuk 3
BOJIOrOMOrnMHaum
M areHToMm;
- 2 NOTOK MICTUTb
nonepeaHLo
HanoBHEHWUI WNpuLY
B 3 nopotukom,
CTepwnbHy ronky Ta
nakeTuk 3
BOJIOrOMOrNMHa4m
M areHToMm.
KomnnekT y
KapTOHHiIN kopobui
70.| EHANO3MO® TabneTtku; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/5568/01/01
25 no 10 TabneTok y "®apmak” 3MiHn |l Tuny - 3miHn 3 skocTi. ADI. peuenmom
6nicTtepi; no 2 abo 3 BrpobHnuTBO (iHLWi 3MiHW). OHOBREHHS
Gnictepu y navui 3 MancTep-gaiina Big 3aTBepakeHOro BUpoGHMKa
KapTOHY ZHEJIANG HUAHAI PHARMACEUTICAL Co.,
Ltd., Kutan gna enananpuny maneary 3 Bepcii
DMF V1 (2009-09-12) go sepcii DMF V3 (2017-
03-12).
71.| EHANO3NO® Tabnetku no 5 wmr, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS! 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/15415/01/01
MOHO no 10 TabneTok y "®apmak” 3minu Il Tvny - 3miHu 3 axkocTi. API. peuenmom
6nictepi, no 2 abo 3 Bupo6HMLTBO (iHLWi 3MiHM) OHOBREHHS MancTep-
6nictepu y nayui danna Big 3aTBEpAXEHOro BUPOOHMKa
ZHEJIANG HUAHAI PHARMACEUTICAL Co.,
Ltd., Kutan gna enananpuny maneary 3 Bepcii
DMF V1(2009-09-12) no Bepcii DMF V3 (2017-
03-12).
72.| EHANO3NO® Tabnetku no 10 mr, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH JO peeCTpaLinHMX maTepianis: 3a UA/15415/01/02
MOHO no 10 TabneTok y "®apmak” 3minm Il Tuny - 3miHm 3 gxkocTi. API. peuernmom
6nicTepi, no 2 abo 3 Bupo6HuuTBO (iHLWi 3MiHKM) OHOBMNEHHS MalicTep-
6nictepu y nayui danna Big 3aTBEpAXEHOro BUPOOHMKa
ZHEJIANG HUAHAI PHARMACEUTICAL Co.,
Ltd., Kutan ans eHananpuny manearty 3 Bepcii
DMF V1(2009-09-12) po Bepcii DMF V3 (2017-
03-12).
73.| EHANO31O® TabneTku; AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/0702/01/02
®OPTE no 10 Tabnetok y "®apmak” 3MiHu |l Tuny - 3MiHn 3 akocTi. API. peuenmom
6nictepi; no 2 abo 3 BnpobHuuTBO (iHLWi 3MiHK). OHOBNEHHS
6nictepu B nayui 3 MarcTep-hanna Bif 3aTBEpPAXKEHOrO BUPOOHMKa
KapTOHY ZHEJIANG HUAHAI PHARMACEUTICAL Co.,
Ltd., Kutan gna eHananpuny maneary 3 Bepcii
DMF V1 (2009-09-12) no Bepcii DMF V3 (2017-
03-12).
74.| EPTOC® Tabnetku no 50 mr TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a He UA/6666/01/02
no 1 abo 2, abo 4 "®apmaneBt "®apmaueBTuyHa TexHiyHa nomurnika (3rigHo Hakazy MO3 Big peuenmom nionsieae
TabneTku y 6nictepi; n4Ha komnaHis "®apKoC" 23.07.2015 Ne 460). TexHi4Hy noMunKy
no 1 6nictepy B KOMnNaHis BMNPaBMEHO B iHCTPYKLII AN MegnyHoro
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Kopobui; no 4 "®apKoC" 3acTocyBaHHS nikapcbKoro 3acoby y po3aaini
TabneTku B GnicTepi; "Micue3HaxomxeHHs1 BUpobHWKa Ta agpeca
no 2 6nictepu B MicLA NpoBaAXXeHHS NOro AisnbHoOCTI"
Kopobui
75.| ECNIPO TabneTku, BKPUTI dapmauesT Monbwa dapmaLueBTU4HNUIA MNonbwa BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a He UA/18267/01/01
nniBKOBOK WYHUI 3aBOS, 3asog "lMonbgapma" 3minm | Tvny - 3miHu 3 skocTi. FoToBUIA peuenmom nionsieae
oboroHkoto, no 25 "Monbdapm C.A. nikapcbkuii 3aci6. Cuctema
mr; no 10 TabneTok a" C.A. KOHTEeWHep/3aKkynoptoBarnbHuUiA 3aci6. 3miHa
y 6nicTtepi; no 1, no pO3Mipy yNakoBKU roTOBOrO fikapcbkoro 3acoby
2, no 3, no 5 abo no (3MiHa KinbkocTi ognHULb (Hanpvknag TabneTok,
9 bnicTepis B amnyn TOLOo) B ynakoBL,i:) - 3MiHa y AianasoHi
KapTOHHiIN kopooLyj; 3aTBEPKEHUX PO3MIpIiB yNakoBku - 3miHa
no 14 tabnetoky po3mipy ynakosku [T13 y giana3soHi
6nicTepi; no 2 3aTBEPKEHNX PO3MIPIB YNAKOBKY, Y 3B'A3KY 3
Gnictepu B MapKeTMHIroBMM pilleHHsaM. [itova pegakuis: No
KapTOHHiIN kopooLyj; 10 TabneTok y 6nictepi, no 1 abo 2, abo 3, abo
no 30 Tabnetok y 5, abo 9 bnicTepiB y kapTOHHI kopobui. Mo 14
6nictepi, no 1 TabneTok y 6nictepi, no 2 Gnictepn y KapTOHHiW
Gnictepy y kopobui. MponoHoBaHa peaakuis: Mo 10
KapTOHHIN kopobui TabneTok y 6nictepi, no 1 abo 2, abo 3, abo 5,
abo 9 bricTepiB y KapTOHHiIN kopobui. Mo 14
TabneTok y 6nictepi, no 2 Gnictepn y KapTOHHiW
Kopobui.
Mo 30 Tabnetok y 6nicTepi, no 1 6nictepy y
KapTOHHiI kopobLi. 3MiHM BHECEHO B iHCTPYKLIjtO
ONs MEAMYHOIO 3aCTOCYBaHHS NiKapcbKoro
3acoby y po3ain "YnakoBka" (BBeOEHHS
[04aTKOBOI YNaKOBKM, LLO 3HAXOAUTLCA Y
AianasoHi 3aTBEpA>KEHNX PO3MIPIB).
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPAKEHHS
76.| ECNIPO TabneTkn, BKpUTI dPapmaueBT MonbLa dPapmaueBTUYHUIA Monbwa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/18267/01/02
NniBkOBOIO WYHWUIA 3aBOg 3aBog "lMonbdapma” 3minu | Trny - 3miHu 3 sikocTi. MoToBUIA peuenmom | nidnsizae
obornoHkoto, no 50 "Monbcapm C.A. nikapcbkuii 3aci6. Cuctema
mr; no 10 TabneTok a" C.A. KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
y 6nicTtepi; no 1, no pO3Mipy yNakoBKU rOTOBOrO fikapcbkoro 3acoby
2, no 3, no 5 abo no (3MiHa KinbkocTi ognHULb (Hanpuknag TabneTok,
9 6nictepis B amnyn TOLLOo) B ynakoBLi:) - 3MiHa y Aiana3oHi
KapTOHHiIl kopobuyj; 3aTBEPKEHUX PO3MIpIB ynakoBku - 3miHa
no 14 tTabnetoky po3mipy ynakoBku [T13 y giana3oHi
6nictepi; no 2 3aTBEPPKEHNX PO3MIPIB YNaKkoBKK, Y 3B'A3KY 3
Gnictepu B MapKeTUHroBMM pieHHsM. [itova pegakuis: MNo
KapTOHHiII kopobuyj; 10 TabneTok y Gnictepi, no 1 abo 2, abo 3, abo
no 30 TabneTtok 'y 5, abo 9 bnicTepiB y KapTOHHI kopobui. Mo 14
6nicTepi, no 1 TabneTok y 6nictepi, no 2 Gnictepu y KapTOHHil
Gnictepy y kopobui. MponoHoBaHa peaakuis: Mo 10
KapTOHHiIl kopobui TabneTok y 6nictepi, no 1 abo 2, abo 3, abo 5,
abo 9 bnicTepiB y KapTOHHIN kopobui. Mo 14
TabneTok y 6nictepi, no 2 Gnictepn y KapToHHil
Kopobui.
Mo 30 TabneTok y bnicTepi, no 1 6nictepy y
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHiI kopobLj. 3MiHVM BHECEHO B iHCTPYKLIjtO
AN MeQMYHOro 3aCTOCYBaHHSI NikapCbKOro
3acoly y po3ain "YnakoBka" (BBeOeHHS
[0[aTKOBOI YNaKOBKU, LLIO 3HAX0OUTbCS Y
AianasoHi 3aTBEpAKEHNX PO3MIPIB).
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEpPAKEHHS
77.| ETON SR TabneTku HOBEN TypeyymH HOBE/ IJTAY TypeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15574/01/01
MPOMOHroBaHoI Aji, INAY CAHAI a CAHAI BE 3miHu | TNy - 3MiHK Wwoao peuenmom
no 600 mr; no 10 BE TIIKAPET A.LL. 6e3nekn/edekTMBHOCTI Ta bapMakoHarnsay.
TabneTok y Gnictepi; TIOXAPET BBeneHHs abo 3miHM [0 y3aranbHeHUX aHux
no 1 6nictepy B A.L. npo cuctemy papmakoHarnsgy (BBegeHHs
KapTOHHIl ynakoBLi; y3aranbHeHNX AaHux Npo cuctemy
no 14 tabnetoky dapmakoHarnsay, 3MiHa YNnoBHOBaXXeHOi ocobu,
6nictepi; no 1 BiAMNOBigaNbHOI 3a 34INCHEHHS
Gnictepy B hapmakoHarnsigy; KOHTakTHoi ocobu 3
KapTOHHIN ynakoBLi apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, Ko BoHa
BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag.
Hitoua pegakuisi: R. Ayse Cetin. NMponoHoBaHa
penakuisi: Kevser Cure. 3MiHa KOHTaKTHUX
[OaHunx ynoBHoBaxeHOi ocobu, BianoBiganbHoi 3a
papmakoHarnsig. 3miHa micus 34incHeHHs
OCHOBHOI AiANbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy.
78.| ETON1 ®OPT TabneTkn BKPUTI HOBEN TypeyynH HOBE INTAY TypeydnHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/3962/01/01
o6onoHkoto no 400 INAY CAHAI a CAHAI BE 3minu | TRy - 3MiHKM woao peuenmom
Mr, no 4 TabneTtku y BE TIOKAPET A.LL. 6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
onictepi; no 1 TIOXAPET BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
Gnictepy B A.L. npo cuctemy dapmakoHarnsgy (BBegeHHs
KapTOHHiIl ynakoBLi; y3aranbHeHUX AaHux Npo cUCTEMY
no 14 tabnetoky dapmakoHarnsay, 3MiHa yNnoBHOBaXXeHOi ocobw,
6nicTepi, no 1 abo BiANOBiAanNbHOI 3a 34INCHEHHS
no 2 6nictepu B (hapmakoHarnsigy; KOHTakTHoi ocobu 3
KapTOHHiIN ynakoBLi dapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiAMOBiAaNbHOI 3a 34ilCHEHHst dbapMakoHarnsay
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi macTep-chaina cuctemm
dapmakoHarnsay) - 3MiHa yNnoBHOBaXeHO|
ocobu 3asBHUKKa, BianosigansbHOI 3a
hapmakoHarnsg.
[itoua pepakuis: R. Ayse Cetin. MNponoHoBaHa
pepakuisi: Kevser Cure. - 3MiHa KOHTaKTHMX
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3acoby ynakoeka) noceid4yeHHs1
OaHunx ynoBHOBaXeHOi 0cobw, BiAnNoBiaanbHoi 3a
bapmakoHarnsg. - 3miHa micus 34iINCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLie3HaXoQKeHHA MacTep-ganna cuctemm
dapmakoHarnsgy.
79.| ETONO3MA KOHUEHTpaT ans EBEBE ABCTpis NOBHUI LUMKN ABCTpis BHECEHHS1 3MiH O peecTpaLiiHMX maTtepianis: 3a UA/2569/01/01
"EBEBE" po34nHy ans dapma BMPOOHMLTBA: 3Mminu | TUnY - 3miHn wopo peuenmom
iHdpy3in, 20 mr/mn no lec.m.6.X. PAPEBA YHTepax 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
2,5 mn (50 mr), abo Hapr. KI 'M6X, ABCTpisi; BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHux
no 5 mn (100 wmr), Bunyck cepii: npo cuctemy dapmakoHarnsgy (BBegeHHs
abo no 10 mn (200 EBEBE ®apma y3aranbHeHuX AaHuX Npo cuctemy
mr), abo no 20 mn lec.m.6.X. Hdpr. KT, dapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
(400 mr) y donakoHi, ABCTpiS; BiAMNOBiganNbHOI 3a 34INCHEHHSs
no 1 dnakoHy B TECTYBaHHSA: hapmakoHarnsay; KOHTakTHoi ocobu 3
KapTOHHiIN kopoOLi Mrn dapmakoHarnagy 3asBHUKa ANns 30iNCHEHHS
Mikpobionoriwec dapmakoHarnagy B YkpaiHi, Ko BoHa
Mptocpnabop Mm6X, BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
ABCTpiS; BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
TECTyBaHHs: (BKHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
3enbepcoopd PO3MiLLieHHI MacTep-danna cuctemm
Jlabop Mm6X, dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
ABCTpis ocobu 3asBHKKa, BianoBiganbHoOI 3a
bapmakoHarnsg.
[itoua pegakuis: Oasig DxoH Jlesic / David John
Lewis. - MponoHoBaHa pepakuis: Juergen
Maares / FOpren Maapec. - 3MiHa KOHTaKTHUX
AaHUX YNoBHOBaXeHOI 0cobu 3asBHMKa,
BignoBiganbHoI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asBHMKa, BiAMoBiganbHoi 3a
tbapmakoHarnsg B YkpaiHi. - [litoya pegakuis:
Opnoe B'syecnas BiktopoBuy. - [ponoHoBaHa
pepakuia: TaHacoBa 3opsiHa MukonaisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YKpaiHi. - 3miHa micue3HaxomKeHHs macTep-
hanina cuctemy hapmakoHarnsgy Ta muoro
HoMepa. - 3miHa Micus 3AiNCHEHHS OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnsgy
80.| E®EPOKC® TabneTku no 25 mkr, ecnapma HimeuumH BTOPUHHE HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/19204/01/01
no 25 tTabnetok y m6X a nakyBaHHsI: ecnapma 3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
6nictepi; no 4 dapma Cepsices Ha3BU nikapcbkoro 3acoby - 3MiHIETLCA Ha3Ba
6nicTepu B ynakosLi 'm6X, HimeuunHa; nikapcbkoro 3acoby (BBOAUTLCS 3HaK
BMPOGHMLTBO in 3apeecTpoBaHoi Toprosoi Mapkw). Jitoya
bulk, nepBuHHe pepakuisa: Ecdepokc - NMponoHoBaHa pepakuisi:
nakyBaHHS, Edepokc® - TepmiH BBEAEHHSI 3MiH - MPOTSArom
BTOPUHHE 6 micsiuiB nicns 3aTBEpAKEHHS. - 3MiHu | TNy -
nakyBaHHS, 3MiHn Wwoao 6e3nekn/edeKTUBHOCTI Ta
KOHTPOMb SIKOCTI, dapmakoHarnsgy (iHwi 3miHW) - 3MiHK BHECEHO
BUNYCK cepii: B TEKCT MapKyBaHHS NEePBUHHOI Ta BTOPUHHOT
Ninpodapm MvbX, yNakoBKM NikapcbKoro 3acoby Woao norotuny
HimeyunHa 3asiBHUKA. - TepMiH BBe4EHHS 3MiH - NpOTSArom 6
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MicaUiB Nicnsa 3aTBEPAXEHHS.
81.| E®EPOKC® Tabnetku no 50 mkr, ecnapmMa HimeyumH BTOPUHHE Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/19204/01/02
no 25 tabneTtok y m6X a nakyBaHHsi: ecnapma 3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
6nictepi; no 4 dapma Cepsices Ha3BW nikapcbkoro 3acoby - 3MiHIETbCS Ha3Ba
6nictepu B ynakoBuUi 'M6X, HimeuunHa; nikapcbkoro 3acoby (BBOAUTLCS 3HAK
BUPOBHMUTBO in 3apeecTpoBaHoi ToproBoi Mapku). [itoya
bulk, nepsuHHe pepakuis: Ecdepokc - NMponoHoBaHa pepakuis:
nakyBaHHs, Edepokc® - TepmiH BBEAEHHS 3MiH - MPOTArom
BTOpPUHHE 6 micsuiB nicnsa 3aTBepAKeHHS. - 3MiHu | Tuny -
nakyBaHHs, 3MiHn Wwoao 6e3nekun/ehekTBHOCTI Ta
KOHTPOMb SKOCTI, dapmakoHarnsagy (iHwi 3mMiHW) - 3MiHK BHECEHO
BUNYCK cepii: B TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOT
Jlingodapm MvbX, yNaKoBKM MikapcbKoro 3acoby Lioao norotuny
HimeyunHa 3asBHUKA. - TepMiH BBEAEHHS 3MiH - NpoTArom 6
MicAUiB Nicnsa 3aTBEPAXEHHS.
82.| E®PEPOKC® Tabnetkun no 100 ecnapma HimeuunH BTOPUHHE HimeyunHa BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a He UA/19204/01/03
MKT; Mo 25 TabneTok m6X a nakyBaHHsI: ecrnapma 3miHu | Tvny - AgMiHiCTpaTMBHI 3MiHW. 3MiHa peuenmom | nidnszae
y 6nicTepi; no 4 dapma Cepsices HasBM NikapcbKkoro 3acoby - 3MiHIETbCSA Ha3Ba
6nictepu B ynakosLi 'm6X, HimeuunHa; nikapcbKoro 3acoby (BBOAUTLCS 3HaK
BMPOGHMLTBO in 3apeecTpoBaHoi TOprosoi Mmapkw). fitoya
bulk, nepsnHHe pepakuia: Ecdepokc - NMponoHoBaHa pegakuis:
nakyBaHHs, Edepokc® - TepmiH BBEAEHHS 3MiH - MPOTArom
BTOPUHHE 6 micAuiB nicnsa 3aTBepKeHHs. - 3MiHu | Tuny -
nakyBaHHs, 3MiHn Wwoao 6e3nekun/edekTUBHOCTI Ta
KOHTPOMb SKOCTI, dapmakoHarnsagy (iHwi 3mMiHW) - 3MiHK BHECEHO
BUWMYCK Cepil: B TEKCT MapKyBaHHSi MEPBUHHOI Ta BTOPUHHOI
Ningodapm MvbX, yNaKoBKM MikapcbKoro 3acoby Loao norotuny
HimeuunHa 3asBHUKA. - TepMiH BBEAEHHS 3MiH - NpoTArom 6
MicsILLiB Micnsi 3aTBEPKEHHS.
83.| EXIHALES- Tabnetku no 100 mr TOB YkpaiHa TOB "Actpacapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es UA/5915/01/01
ACTPA®APM no 10 TabneTok y "AcTpadapm 3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenma
6nicTepi; no 2 " nikapcbkuii 3aci6. 3miHn y BUpoObHUUTBI. 3MiHa
6nictepu y kopobui 3 po3mipy cepii (Bkntoyaroumn gianasoH po3mipy
KapTOHY cepii) roToBOro nikapcbkoro 3acoby (3MeHLLEHHsI
0o 10 pasiB) BBeAEHHS1 JOOATKOBOrO po3Mipy
cepii [T13: TeopeTuyHuin poamip cepii: 309 000
O[N3; OuikyBaHun po3mip cepii: 300 000 O4N13,
15 000 Ne20 (10x2).
84.| EBPOCEK rpaHynu ans €Bpo IHAis AteHna [par IHAgis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 6es rmo 10 me UA/20255/01/01
oparnbHOI cycneHasii, Jandkep Oenisepi ContowH3 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenma -
no 10 mr; no 16 MpawBit MBT. NTA. nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y 3abopoH
calle B KapTOHHIN Nimiteq TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs €Ho; o
Kopooui roTOBOrO MiKapCbKoro 3acoby (36inbLUeHHs 30 me -
TepMiHy NpUAATHOCTI FOTOBOTO IiKapCbKOro dossone
3acoby) - [ins ToproBoi ynakoBku HO
(niaTBEPAXKYETHCS AAHNMM pearnbHOro Yyacy) -
30inbLUeHHs TepMiHY NpMAATHOCTI Y 3B'A3KY i3
OTPUMaHHSAM NO3UTUBHUX AAHWX LLOAO
DOCTimKeHHs cTabinbHOCTi y peanbHOMY Yaci.
[itoya pepakuisi: TepmiH NpyuaaTHOCTI. 2 POKW.
[MponoHoBaHa peaakuisi: TepmiH npugaTHOCTI. 3
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

poKkW. 3MiHV BHECEHO B iHCTPYKLit0 ANs
MELMYHOro 3aCTOCYBaHHS! NikapCbKoro 3acoby y
po3ain "TepMiH npuaaTHocTi". BBeaeHHs 3MiH
NpoTSArom 6-T1 MicsILiB NicNs 3aTBEPYKEHHS.

85.

€BPOCEK

rpaHynu ans
opanbHoI cycneHsil,
no 30 wmr; no 16
callue B KapTOHHIN
Kopobui

€Bpo
Jlandbkep
Mpansit
JlimiTeq

IHaisa

Atena [ipar
Oenisepi ContowH3
MNBT. NTA.

IHAis

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3minm | Tvny - 3miHu 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. CtabinbHicTb. 3miHa y
TepmiHax npuagaTtHocTi abo ymoBax 36epiraHHst
roTOBOro MikapcbKoro 3acoby (36inbLIeHHs
TEePMiHY NpuAATHOCTI FOTOBOrO NikapCbKoro
3acoby) - [ins ToproBoi ynakoBku
(niaTBEPAXKYETLCS AAHNMM pearnbHOro Yacy) -
36inbLUeHHs TepMiHY NpMAATHOCTI y 3B'A3KY i3
OTPMMaHHSM NO3UTMBHUX OAHMX LLOAO
DOCTimKeHHs cTabinbHOCTI y peanbHOMY Yaci.
[itoya pegakuin: TepmiH NnpuaaTHOCTI. 2 POKK.
[MponoHoBaKra pepakuis: TepmiH npuagaTHocTi. 3
pokW. 3MiHV BHECEHO B iHCTPYKLitO Ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ain "TepmiH npugaTtHocTi". BBegeHHs 3MiH
NpoTSAromM 6-TM MicsAUiB Nicnsa 3aTBEPAXEHHS.

6e3
peuenma

no 10 me

3abopoH
€HO; 110
30 me -
do3eore
HO

UA/20255/01/02

86.

€BPOCEK

rpaHynu ana
opanbHOI CycneHsil,
no 10 mr, no 16
callue B KapTOHHIN
Kopobui

€Bpo
TNandkep
MpamsiT
Jlimiten

IHaisa

Atena [par
Oenisepi ContowH3
MNBT. NTA.

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
ME[MYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHoO OHOBIOBAHOrO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHsI NikapCcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX SOChigKeHb
(PIP) (3MiHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom).
3MiHM BHECEHO [0 iHCTPYKUiT AN Mean4Horo
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHsA" Ta "Mo6ivHI
peakuii" BignosigHo oo pekomeHaauii PRAC.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 micauis
nicns 3aTBEPXKEHHS.

6e3
peuenma

rno 10 me
3ab0poH
€HO; 110
30 me -
do3eorne
HO

UA/20255/01/01

87.

€BPOCEK

rpaHynu ans
oparnbHOi cycneHasii,
no 30 mr, no 16
calle B KapTOHHIN
Kopobui

€Bpo
Jlandkep
MpawBit
Nimiten

IHaisa

AteHa [par
Oenisepi ContowH3
MBT. NTA.

IHAis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[NYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHO OHOBIIOBAHOrO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeectpauinHuii nepioa, abo sik pesynbtat

6e3
peuenma

rno 10 me
3abopoH
€Ho; 1o
30 me -
dossorne
HO

UA/20255/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OLiHKM 3BITY 3 AOCNiOKEeHb, NPOBEAEHUX
BiANOBIQHO A0 NNaHy negiaTpuyHMX JOChigXeHb
(PIP) (3miHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBaXX€HUM OpPraHoMm).
3MiHM BHECEHO A0 IHCTPYKUIT ANS MeanYHOro
3acTOCyBaHHS NikapcbKoro 3acoby Ao po3gainis
"OcobnuBocTi 3acTocyBaHHA" Ta "MMobiyHi
peakuii” BignosigHo Ao pekomeHaauii PRAC.
TepMiH BBEAEHHS 3MiH - NPOTSrom 6 micauis
nicns 3aTBePXXEHHS.
88.| 3BEPBAKCA® MOPOLLOK ANs Mepk Wapni | LWeenuapi BMPOOHMLITBO, CLIA/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/16362/01/01
KOHUeHTpaTy Ans Ooym IOEA a nepBuUHHE dpaHuis 3MmiHu | TUNYy - 3miHK 3 AkocTi. API. peuenmom
pO34uHy ans mM6X nakyBaHHs, Bupo6HMLTBO. 3MiHa BUPOGHWMKa
iHcpysin, 1 /0,5 r; no KOHTPOMb SKOCTI BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
10 dpnakoHis 3 (TecTtyBaHHs npu BMKOPWCTOBYIOTBCS Y BUPOBHMYOMY NpoLeci
NMOPOLLIKOM Y BUWMYCKY), AD®I, abo 3miHa BUpobHUKa (BKkMovarouu, ae
KapTOHHiIN kopobui TEeCTyBaHHs HeobXxigHO, MiCLie MPOBEAEHHSI KOHTPOIO SKOCTI)
cTabinbHOCTI: AQI (3a BiacyTHOCTI cepTudikaTta BiaNoBiQHOCTI
Crepi-®apwma, JIJ1C, €Bponeicbkin hapmakonei y 3aTBepaXeHoMy
CLUA; [OCbE)(3MiHM A0 3axoiB, MOB'A3aHNX 3
BTOPUHHE koHTponem A®I, abo goaaBaHHA AinbHULI, Ae
nakyBaHHs, NPOBOANTLCS KOHTPONbL/BUNPOBYBaHHSA cepii) -
KOHTPOMb SKOCTI BBEeAEHHA PyHKLiN MikpobionoriyHoro
(TecTyBaHHs npu TeCTyBaHHs Ta TecTy "GakTepiarnbHi
BUMYCKY), €HAOTOKCUHN" ANs BXe 3aTBepKeHOro
BiAnoBiganbHuMi 3a BUpobHMKa fitodoi pedoBuHu LiedpTonosany
BUWMNYCK cepil: cynbdat ACS Dobfar, S.p.A. (ACSD4)
®APEBA Mipabernb,
PpaHuis
89.| 3OKAPLOIC® 30 | Tabnetku, BKPUTI MeHapiHi Jrokcemby Bupo6HuuTBO "in Himeuumnna/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/3246/01/02
Mr NniBKOBOO IHTepHeLLoH pr bulk", nepeuHHe Ta ITanisa 3miHu | TUNY - 3miHn Wwopo peuernmom
obornoHkoto, no 30 an BTOPUHHE 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
Mr; no 7 TabneTtok y OnepeWnoH nakyBaHHs, BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
6nicTepi; no 1 [ KOHTPOIb Ta BUMYCK Buaadi peectpauiiHoro nocBig4eHHs,
6nictepy B TTrokcembypr cepin: BKkItoYatoum MnaH ynpaeniHHA pusnkamm (iHLWi
KapTOHHiI kopobuyj; CA. MeHapiHi - PoH 3MiHN) - 3asBHMKOM HaaHO OHOBIEHWIA MnaH

no 14 tabnetoky
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHiIl kopobui

XeligeH M'moX,
HimeuuuHa;
Bupo6HuuTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepint:

A. MeHapiHi
MaHydakTypiHr
JoricTikc eHa
Cepsicec C.p.J1.,
ITanis;
KoHTponb cepini:
Oomne
dapmaueyTiui

ynpaeniHHst puankamu Bepcist 2.0. - 3miHn
BHeceHo 10 yacTuH: Il «Cneumndikadis 3
6e3nekn», V «3axoam 3 MiHimizawii pusukisy, VI
«Pestome nnaHy ynpasniHHs puaukammy», VII
«[opaTtkny y 3B’A3Ky 3 BUAANEHHSIM BaXIUBUX
iAeHTUdIKOBaHMX PU3UKIB, BaXINBUX
NOTEHUINHNX PU3UKIB, @ TAKOX BUAANEHHs
BiACYyTHbOI iHcpopmaii. CTpykTypy NYPa 6yno
OHOBJIEHO BIAMOBIAHO OO pekomMeHaauin
Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems
(Rev 2).
Pestome nnaHy ynpasniHHS pusukamu Bepcis 2.0
[ofaeTbCs.




45 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
C.n.A,, Itanis;
A. MeHapiHi
MaHnydakTypiHr
JloricTikc eHa
Cepsicec C.p.J1.,
ITanisa
90.| IKEPBUC® Kpanni OuYHi, CaHteH AT DiHNaHAain Bupo6HmuTBO, DdpaHuis BHECEHHS1 3MiH O peecTpaLinHMX maTepianis: 3a UA/17100/01/01
emynecisa, 1 Mr/mn; KOHTPOMb SKOCTI, 3minn | Tvny - 3miHu 3 AkocTi. FoToBUI peuernmom
Ne 30 (5x6): no 0,3 nepBuHHE Ta nikapcbkui 3aci6. 3MiHW y BUPOBHWULTBI. 3MiHK
M1 B THOBWK- BTOPUHHE BunNpobyBaHb abo AONYCTUMUX MEX,
KpanenbHuui ans nakyBaHHS: BCTaHOBIEHMX Y cneumdikauisx, nig Yac
OAHOKpPaTHOro EKCENbBIXEH, BMPOGHMLTBA roTOBOrO flikapcbKoro 3acoby
3acTocyBaHHs; no 5 ®paHuis; (3BY)XEHHSI JONYCTUMUX MEX) 3BY>KEHHSI NiMITIB
TIOBMK-KpanenbHMLb Bunyck cepil: BioHaBaHTaXXeHHHA B NpoLeCi BUPOOHMLTBA, SKi
y namiHoBaHOMy CaHteH AT, BVIKOPVCTOBYIOTbCS Mif Yac BUpPOGHULITBA
antomiHieBomy PiHnsaHais; roTOBOro NPoAyKTy,
nakeTi; no 6 nakeTiB BTopuHHe 3 <10 KYO/ 1 mn go < 100 KYO/ 100 mn.
Y KapTOHHIl kopobui nakyBaHHS:
CEPBINAK,
PDpaHuis
91.| IKEPBUC® Kpansi o4Hi, CaHnteH AT diHnaHaisa BupobHumuTBO, dpaHuis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/17100/01/01
emynecis, 1 Mr/mn; KOHTPOMb SKOCTI, 3miHm | Tvny - 3miHu 3 AkocTi. FoToBUIA peuernmom
Ne 30 (5x6): no 0,3 nepBuHHE Ta nikapcbkuii 3aci6. KoHTporb AOMOMiIKHMX
M1 B THOOMK- BTOPUHHE peyoBuH. 3MiHa y MeTodax BUNpobyBaHHSA
KpanenbHUUi Ans nakyBaHHS: [OMOMIXKHOI peqoBUHM (iHLWi 3MiHW Yy MeTofax
OAHOKPaTHOro EKCENBBIKEH, BUNPOoOyBaHHS (BKNoYakouy 3amiHy abo
3acTocyBaHHs; Mo 5 ®paHuis; [ofaBaHHs)) 3aMiHa npoueaypv BUNpobyBaHHS
TIOBVK-KpanensHMLb Bunyck cepil: eTuneHoKcmay BianoBiAHO MoHorpadii
y namiHoBaHOMY CaHTeH AT, dapwmackonei CLUA (USP) Ha meTog, BMpobHUuka
antomiHieBomy diHnaHAais; ONs AONOMIKHOI pevoBUHM Tirokcanony.
nakeTi; no 6 nakeTiB BTopuHHe
Yy KapTOHHI kopoobuli nakyBaHHS:
CEPBINAK,
PpaHuis
92.| IMET® TabneTkn, BKpUTI BEPIIH- HimeyumH BupobHuik, Lo Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/4029/01/01
nniBKOBOK XEMI Al a BUKOHYE 3MiHu | Tuny - 3miHn Wwopo peuenma
obornoHkoto, no 400 BMPOBHMLTBO 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
mr; no 10 TabneTok npenaparty "in bulk" 3MiHa y KOPOTKili XapakTepuCcTuLi NikapCbKoro
y 6nicTtepi; no 1 abo Ta KOHTPOrb cepil: 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
no2,abono3 BEPNIH-XEMI AT, Me[MYHOro 3aCTOCYBaHHS Ha MiAcTaBi
Gnictepny HimeyumHa; perynspHoO OHOBIOBAHOrO 3BiTy 3 6e3neku
KapTOHHI kopobui Bupo6Huk, Lo nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
BVIKOHY€E 3aCTOCyBaHHS Nikapcbkoro 3acoby B
BUPOOHMLTBO nicnapeecTpainHun nepioa, abo sk pesynbtaTt
npenaparty "in bulk", OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
nakyBaHHA Ta BiZNOBIQHO [0 NNaHy nejiaTpuyHMX JOCNioKEeHb
KOHTPOIb cepii: (PIP) (iHwwi 3MiHM). 3MiHV BHECeHi A0 IHCTPYKLUi
ApBaHc ®apma ONst MEAMYHOro 3aCTOCYBaHHS MikapcbKoro
'M6X, HimeuuunHa; 3acoby y po3ginu "OcobnuBocTi 3acTocyBaHHs",
MeHapiHi-PoH "Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI
XeligeH M'm6X, iHpopmalii 3 6e3nekn Aito4oi pe4HoBUHM.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HimeuuunHa; BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
Bupo6Huk, Lo 3aTBEPOKEHHS.
BVIKOHY€E MaKyBaHHS,
KOHTpPOrb Ta BUMYCK
cepii: BEPMIH-XEMI
Al’, HimeyuunHa
93.| IMET® Ansd cycneHasisi oparbHa, BEPIIH- HimeyumH Bunyck cepin: Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes He UA/14969/01/01
OITEN 2% 100 mr/5 mn, no 100 XEMI Al a BEPJIH-XEMI AT, IcnaHis 3MiHu | Tuny - 3miHun wono peuenma nionsizae
mn abo no 150 mn, HimeuumnHa; 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsagy.
abo no 200 mny Bupo6bHmuTBO "in 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
nakoHi; no 1 bulk", nakyBaHHs, 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ansi
hnakoHy B KOHTPOrb Ta BUMYCK MELMYHOro 3aCTOCYBaHHs Ha NiacTaBi
KOMMNAEKTi 3 cepin: perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
003Y4M JlTabopaTtopioc nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
NPUCTPOEM Y Ankana ®apma, 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
KapTOHHiI kopooLi C.J1., IcnaHis nicnspeecTpauinHuii nepiod, abo sik pesynbtat
OLliHKM 3BITY 3 AOCMIIXEHb, MPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JOChioKeHb
(PIP) (iHwi 3miHK). 3MiHM BHeCeHI 0 iHCTpYyKLUii
ONst MEAMYHOrO 3aCTOCYBaHHS ikapCbKoro
3acoby y po3ainu "OcobnuBocTi 3acTocyBaHHS",
"MoGiyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHcpopmalii 3 6e3nekn Ajroyoi peyoBUHM.
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPOKEHHS.
94.| IMET® Ansd CyCneH3sisi oparnbHa, BEPJIH- HimeuunH BupobHmuTBO "in Icnanis/ BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 6e3 He UA/16881/01/01
LITEW 4% 200 mr/5 mn; no 100 XEMI Al a bulk", nakyBaHHs, HimevuunHa 3MiHu | Tuny - 3miHn Wwopo peuenma nionsieae
mn abo 200 mny KOHTPOIb Ta BUMYCK Besnekn/edekTMBHOCTI Ta hbapmakoHarnsagy.
dnakoHi; no 1 cepint: 3MiHa y KOpOTKil XapaKTepucTuLli nikapcbkoro
dnakoHy 3 TNa6opaTopioc 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
[03Yy04M Ankana ®apwma, ME[MNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
NPUCTPOEM ANs C.J1., IcnaHis; perynsipHO OHOBIOBAHOrO 3BIiTy 3 6e3nekn
nepoparbHOro Bunyck cepii: nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
BBEEHHS B BEPIIIH-XEMI AT, 3aCTOCyBaHHsI NikapCcbKoro 3acoby B
KapTOHHiIN kopooLi HimeuunHa nicnapeecTpauinHun nepioa, abo sk pesynbtar
OL|iHKM 3BITY 3 AocCnigKeHb, NPOBeaeHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX JochigXeHb
(PIP) (iHwwi 3miHW). 3MiHM BHeCeHI [0 iHCTPYKLUii
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby y po3ainu "OcobnuBocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI
iHcpopmalii 3 6e3nekn Ajtoyoi peHoBUHM.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
95.| nogua- Tabnetku no 200 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis: 6e3 nionsizae UA/6821/01/02
DPAPMAK® Mkr; no 10 TabneTtok "dapmak” 3MiHn | TMny - 3miHK 3 sKocTi. [oToBUIA peuenma
y brictepi; no 5 nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
GnicTepiB y nayui 3 TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
KapTOHY roTOBOrO MiKapCbKoro 3acoby (36inbLUeHHs
TEPMiHY NpUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - insi ToproBoi ynakoBku
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
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yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

(niaTBEPAXKYETLCS AaHNMMN pearnbHoro Yacy)
36inblUeHHs1 TepMiHY NPUAATHOCTI NikapCbKOro
3acoby Vlogna-dapmak®, Tabnetkm no 100 Mkr,

no 200 mkr, a came "5 pokiB" Ha OCHOBI
NO3UTUBHUX pe3yrbTaTiB JOBFOCTPOKOBUX
JocnimxkeHb cTabinbHOCTI y peanbHOMY Yaci.
YMoBu 36epiraHHs He 3MiHoThCSA. [itoya
pegakuis:
MKA N3
TepmiH npugaTHoCTi
3 poku
[NponoHoBaHa peaakuisi:
MKA N3
TepmiH npuaaTHOCTI
5 pokiB
3MiHV BHeceHi B po3ain "TepmiH npyuaaTHoCTI" B
iHCTPYKLUiO AN MEOUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby.

BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns

3aTBEPAKEHHS.

96.

nooun-
DAPMAK®

Tabnetkun no 100
Mkr; no 10 TabneTtok
y BnicTepi; no 5
6nicTepiB y nayui 3
KapToHY

AT
"dapmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minu | Trny - 3miHu 3 skocTi. MoToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTtHocTi abo yMmoBax 36epiraHHs
roTOBOrO MikapcbKoro 3acoby (36inbLIeHHs
TEepMiHy NpUAATHOCTI FOTOBOTO MiKapCbKOro
3acoby) - [ins ToproBoi ynakoBku
(niaTBEPAXKYETECSH AaHMMM peanbHOro 4acy)
306inbLUeHHSA TepMiHY NPMAATHOCTI NiKapCbKoro
3acoby Vogua-dapmak®, Tabnetkn no 100 Mkr,
no 200 mkr, a came "5 pokiB" Ha OCHOBI
NO3NTUBHMX pe3yrbTaTiB JOBrOCTPOKOBUX
JocnimxeHb cTabinbHOCTI y peanbHOMY 4aci.
YMoBWU 36epiraHHs He 3MiHIOITLCS. [itova
penakuis:

MKA N3
TepmiH npuaaTHOCTI
3 poku
[MponoHoBaHa peaakuis:

MKA N3
TepMmiH npuaaTHOCTI
5 pokis
3MiHM BHeceHi B po3ain "TepMiH npuaaTHocTi" B
iHCTPYKLUIiO ANs MeAUYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

6e3
peuenma

nidnsieae

UA/6821/01/01

97.

KATAPIA

rpaHynu no 4,0 r/5,6
r; no 5,6 r rpaHyn B
calue; no 6 cawe B
KapTOHHI kopobui

TOB
«NEO®AP
M NTA»

YkpaiHa

Kycym XenTxkep
MNeT Nt

IHAis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
po3mipy cepii (BkntoYak4m dianasoH po3Mipy

6e3
peuenma

UA/12090/01/01
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cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHs
A0 10 pasiB NOPIBHAHO i3 3aTBEPIHKEHNM
po3mipom) - 36inbLueHHs po3mipy cepii 113 go
10 pasiB (BBeAeHHS JOAATKOBOrO po3mipy cepil
100 000 cawe) ans BupobHuka KUSUM
HEALTHCARE PVT LTD (Plot No. M-3, Indore
Special Economic Zone, Phase-Il, Pithampur,
Distt. Dhar, Madhya Pradesh, Pin 454774,
India), y 38’s13Ky 3 onTMMIi3aLielo BUKOPUCTaHHSA
obnagHaHHsA Npy BUPOBHULITBI rOTOBOIO
nikapcbkoro 3acoby (6e3 3MiHuM TexHomnorii
BMPOGHMLTBA Ta NPOMMUCIIOBOro obnagHaHHs).
3artBepokeHo: BnpobHuk KUSUM
HEALTHCARE PVT LTD Plot No. M-3, Indore
Special Economic Zone, Phase-Il, Pithampur,
Distt. Dhar, Madhya Pradesh, Pin 454774, India;
Po3mip cepii: 10 000 cawwe Ne6-1666 ynakoBok; -
3anponoHoBaHo: BupobHnk KUSUM
HEALTHCARE PVT LTD Plot No. M-3, Indore
Special Economic Zone, Phase-lIl, Pithampur,
Distt. Dhar, Madhya Pradesh, Pin 454774, India
Poawmip cepii:
10 000 cawwe Ne6-1666 ynakosok ; 100 000
cawe Ne6-16 666 ynakoBok

98.

KETAHOB

PO34MH Ons iH eKLiN,
30 mr/mn; no 1 mn B
amnyni; no 10 amnyn
Y KapTOHHIlA kopobui

Tepania AT

PyMyHis

Tepania AT

PymyHis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3MiHy y3rog»XeHo 3 KOMNETEHTHUM
YNOBHOBAXXEHUM OpPraHoMm)
3MiHN BHeCeHO B |HCTpPYKLit0 Ans MeaUYHOro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” BignoBsiaHo iHopmauii 3
6e3nekn 3aCToCyBaHHS Ailo40i peYOBMHM 3riAHO
3 pekomeHgauieto PRAC.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK wopao
6e3nekn/edekTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeOMYHOro 3aCTOCyBaHHSA Ha niacTa.i
perynsipHo OHOBIOBAHOIO 3BiTYy 3 6e3neku

3a
peuenmom

He
nidnsieae

UA/2596/02/01
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nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pesynbtat
OLiHKM 3BITY 3 AOCNigKEeHb, NPOBEAEHUX
Bi4NOBIQHO A0 NNaHy negiaTpuyHMX JOChimKeHb
(PIP) (3miHy y3rog)XeHo 3 KOMNETEHTHUM
YMNOBHOBaXXeHVUM opraHom) 3MiH1 BHECEHO B
IHCTpYyKLUitO ANS MEANYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby go po3sginy "OcobnuneocTi
3acTocyBaHHS" BiANoBiaHO iHpopmallii 3
6e3neky 3aCToCyBaHHsI Ai040i pe4OBUHU
nikapcbkoro 3acoby. BBegeHHsi 3MiH NpoTarom
6-TV MicaLiB Nicnsa 3aTBEPAKEHHS.

99.

KUCEHb
MEOWUYHUNA
rA30noaisHu
n

ras, y 6anoHax
ob'emomno 11,2 n,
3n,5n,6n8n,10
n,20n,40n, 50 n; y
rpynax 6anoHis
o6'emom 480 n (40 n
x 12), 600 n (50 n x
12), 640 n (40 n x
16), 720 n (40 n x
18), 800 n (50 n x
16), 800 n (40 n x
20), 840 n (40 n x
21), 1050 n (50 n x
21); y meranakax C4
(4 x 150 n), C6 (6 x
150 n); 3
rasudikaTopis
KpioreHHux

MpAT
“XapkiBcbku
n
aBTOTEHHWUM
3aBon”

Ykpaina

NOBHWIM LUKN
BMPOGHMLUTBA ANs
ynakoBKM y 6arnoHwu,
rpynun 6anoHis,
Meranaku Ta 3
rasucpikatopis
KPiOreHHUX:
MpAT “XapkiBcbkun
aBTOreHHU 3aeson’,
YkpaiHa;
NOBHUN LKIT
BUpOBHMLTBA 3
rasudikaTopis
KpiOreHHux:
HouipHe
nignpveMCTBO
«Meccep YkpaiHa»,
YkpaiHa

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis:
3MiHn | TUny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3miHM y BUpoOGHMLUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii
Ta KOHTPOIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gopgaBaHHsi BUPOOHuMKa, LLO
BiAMOBiAae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyatoumn koHTponb/BunpobyBaHHs cepii.
BBeneHHs foaaTkoBOT BUPOOHUYOI AinbHUL
HouipHe nignpuemcteo "Meccep Ykpaina",
YkpaiHa (MoBHMWIA Lk BUpOOHMLTBA 3
rasudikaTopiB KpioreHHUX)
3MiHn BHeceHo y po3ainu "BupobHuk" Ta
"Micue3HaxogXeHHs BUpOOHYKa Ta oro agpeca
MicUsi NpoBaKEHHSA AiAnbHOCTI" B iIHCTPYKLUitO
0N MeQMYHOr0 3aCTOCYBaHHSI NiKapCbKOro
3acoby y 3B"A3Ky 3 BBEAEHHSM A0AATKOBOI
BUPOGHMYOI AinbHuui. 3MiHK | TUny - 3MiHn 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3amMiHa abo BBeOEeHHS 40OaTKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHu abo BCboro
BUPOBHMYOro NpoLiecy roToBOro fikapcbKoro
3acoby (AinbHWLSA, Ha Sk NpoBoAATbLCS By ab-
SIKi BUPOGHMYI CcTagii, 338 BUHATKOM BUMYCKY
Cepiii, KOHTPOIIO SAKOCTi, MEPBUHHOTO Ta
BTOPUHHOIO NaKyBaHHS, ANsl HECTEPUIbHUX
nikapcbkux 3acobiB). CynyTHsi 3MiHa- 3MiHuM 3
akocTi. FoToBuMIA Nikapcbkuit 3aci6. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeOEeHHS 40OaTKOBOI
AinbHWUI BUpobHULTBa AN YacTuHK abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapCbKoro
3acoby (AinbHWULSA AN NEPBUHHOIO NaKyBaHHS)
BBEJEHHS 0AaTKOBOI BUPOBHUYOI AinbHUL.
3MiHM BHeceHo y po3ainv "BupobHuk" Ta
"Micue3HaxomkeHHs BUpoOHMKa Ta oro agpeca
MicUsi NpoBaKEHHS AisnbHOCTI" B iIHCTPYKLUit0
0N MEQMYHOrO 3aCTOCYBaHHSI NiKapCbKoro
3acoby (3a3HaveHHs1 PYHKLiN 3aTBEpAXEHOrO

3a
peuenmom

He
nidnsieae

UA/3603/01/01
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n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUpoGHMKa MpAT “XapKiBCbKUI aBTOreHHNIA
3aBog’, YkpaiHa).
100.| KUCEHb piavHa (cybcTaHuis) MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: - UA/18527/01/01
MEOUYHUNA B nocyauHax akKujioHepHe aKuioHepHe 3minm | Trny - 3miHn 3 akocTi. A®l. KoHTponb
PIOKUIA [btoapa, uucrtepHax TOBapucTBo ToBapucteo "linae A®I. 3miHa y meTogax BunpobyBaHHsi APl abo
Ans BupobHmuTBa "INMinge Nas a3 YkpaiHa" BVXifHOro MaTtepiarny/npoMixxHoro
KUCHIO MEONYHOro Ykpaina" NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
razonogi6Horo npoueci BupobHuutea A®I (iHWi 3miHN y
mMeToAax BUNpoOyBaHHA (BKNOYaUN 3amiHy
abo gonoBHeHHs1) A®I abo
BVXiAHOro/NPOMIDKHOTO MPOAYKTY) BHECEHHS 3MiH
y MeTofax BunpobysaHHsa Adl, a came
[AOMOBHEHHS anbTepHaTUBHUX METOAIB
BMNpobyBaHHb i3 YMHHOTO BUaaHHs APY AdI
KuceHb Mean4HuiA pigkni y nokasHnkax
«lpeHTudikauis» (QdY, 2.5.27 napamarHiTHuUI
aHanisatop); «KinbKicHe BU3HAYEHHSI KUCHIO»
(APY, 2.5.27 napamarHiTHWI aHanizaTop);
«Boga (H20)» - (O®Y, 2.5.28 enekTponiTu4Hni
rirpomeTp); «Byrneuto giokeng (CO2)» - (ADY,
2.5.24 indppayepBoHuii aHanizaTop); «Byrneuto
MoHookeug (CO)» - (OPY, 2.5.25
iHppayepBoHUIA aHanizaTop)
101.| KNIBAC® TabneTkn, BKpUTI TOB YkpaiHa BUPOBHMUTBO, Ipeuis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/19917/01/01
nnoc NMiBKOBOO "ACIHO nakyBaHHs, 3MiHn |l Tuny - 3miHn 3 akocTi. AL, (iHWwi 3miHK) - peuernmom
obornoHkoto no 10 YKPAIHA" KOHTPOMb SKOCTi Ta oHoBneHHa DMF Ha gitovy pevoBuHy E3eTumio
mr/10 mr, no 10 BUNYCK cepii 3aTBepgkeHoro BupobHuka MSN Laboratories
Tabnetok y bnicrepi, nikapcbKoro 3acoby Private Limited 3 Bepcii EB/AP/08/10-17 go
no 3 6nictepuy ENNEH EB/AP/09/08-22
KapTOHHIN nayui GAPMACBIOTIKAN
KO., IHK
102.| KNIBAC® TabneTkn, BKpUTI TOB Ykpaina BMPOGHMLTBO, Ipeuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/19917/01/02
nnoc NniBKOBOO "ACIHO nakyBaHHs, 3MiHn |l Tuny - 3MiHn 3 sakocTi. ADL. (iHwi 3miHn) - |  peuenmom
obornoHkoto no 20 YKPAIHA" KOHTPOMb SKOCTi Ta oHoBneHHa DMF Ha gitovy pevoBuHy E3eTumio
mr/10 mr, no 10 BMNYCK cepil 3aTBepakeHoro BupobHuka MSN Laboratories
TabneTok y 6nictepi, nikapcbkoro 3acoby Private Limited 3 Bepcii EB/AP/08/10-17 go
no 3 6nictepuy ENNEH EB/AP/09/08-22
KapTOHHIN nayui PAPMACBIOTIKAST
KO., IHK
103.| KNIBAC® TabneTkn, BKpUTI TOB YkpaiHa BMPOGHMLTBO, Ipeuis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/19917/01/03
nntoc NMiBKOBOO "ACIHO nakyBaHHs, 3MiHu |l Tuny - 3miHn 3 skocTi. A®L. (iHWwi 3miHKn) - | peuenmom
obornoHkoto no 40 YKPAIHA" KOHTPOb SIKOCTi Ta oHoBneHHss DMF Ha gitovy pevoBuHy E3eTumio
mr/10 mr, no 10 BUNYCK cepil 3aTBepakeHoro BMpobHuka MSN Laboratories
Tabnetok y 6nicrepi, nikapcbKoro 3acoby Private Limited 3 Bepcii EB/AP/08/10-17 go
no 3 Gnictepu y ENNEH EB/AP/09/08-22
KapTOHHIN nayui PAPMACBIOTIKAS
KO., IHK
104.| KNIMAKT- Tabnetku, no 50 Bionoriwe HimeuunH Bionoriwe HimeyunHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 6e3 UA/2945/01/01
XEEJb Tabnetoky Xannbemitte a Xannemitrens 3minHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenma
KOHTelHepi; no 1 nb Xeenb Xeenb M6X BignosigHocTi/l E-cepTudikat BignoBigHoOCTi
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5l
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
m6X €Bponeickkin hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeobXiAHICTIO NpUBEAEHHs y

KOHTenHepy y
kopo6Li 3 KapTOHY

BignoBigHiCTb 40 MoHorpadii APY abo
€Bponeiickkoi hapmakonei, abo iHWwoi
HauioHanbHoi bapmakonei gepxasu €C (3MmiHa
y cneundikauisix, nos's3aHa 3i 3amMiHo BUMOT
MoHorpadii dY abo iHwoi HauioHanbHOT
dapmakonei gepxasu €C Ha BUMOTU
MoHorpadii €Bponelicbkoi hapmakonei) 3MiHu y
cneuudikauito Ana Sanguinaria canadensis raw
material BianoBigHo 3 nepexogom Big HAB Ha
Ph. Eur. gns npueeneHHs 4o MmoHorpadii Ph.
Eur. Sanguinaria for homoeopathic preparations.
3artBepakeHo: Sanguinaria canadensis raw
material Specification according to HAB
monograph «Sanguinaria canadensis»
3anponoHoBaHo: Sanguinaria canadensis raw
material Specification according to Ph. Eur.
monograph «Sanguinaria for homoeopathic
preparations» 3MiHu | TUny - 3miHn 3 AKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeobXigHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpagii JdY abo €sponerncbkoi
dapmakonei, abo iHLWOI HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
cneundikauisx, Nnos's3aHa 3i 3amMiHO BUMOT
moHorpadii PY abo iHLWoi HauioHanbHOI
dapmakonei aepxasu €C Ha BUMOru
MoHorpadii €Bponelicbkoi hapmakonei) 3MiHu y
cneumdikauito gna Sanguinaria canadensis
mother tincture BignosiaHo 3 nepexonom Big
HAB Ha Ph. Eur. gns npuBegeHHs oo
moHorpadii Ph. Eur. Sanguinaria for
homoeopathic preparations. 3aTtBepaxeHo:
Sanguinaria canadensis mother tincture
Specification according to HAB monograph
«Sanguinaria canadensis» 3anponoHoBaHo:
Sanguinaria canadensis mother tincture
Specification according to Ph. Eur. monograph
«Sanguinaria for homoeopathic preparations»
3minu | Trny - 3miHm 3 sikocTi. ADl. KoHTponb

Ha A®I, abo BUXiAHWUIA/NMPOMIXHUIA
NPOAYKT/peareHxT, L0 BUKOPUCTOBYHOTLCS Y
npoteci Bupo6HuuTea AP| (4ONOBHEHHS
cneundikaLii HOBUM NOKa3HWKOM SIKOCTi Ta
BiAMOBIAHMM METOOM BUNPOBYBaHHS)

A®I. 3miHa y napameTpax cneundikadivi Ta/abo
OONYCTUMMUX MEX, BU3HAYEHNX Y crieumdikaLisx

3MiHa y napameTpax cneundikadii gns
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105.

KNO®AH

TOB

Sanguinaria canadensis MT, a came BBefeHHS
nokasHuka Escherichia coli (1 mn) 3a
nokasHukom «MikpoGionoriyHa YncroTa.

106.

KNO®AH

kpem 1 % no20ry
Ty6i, no 1 Ty6i B
KapTOHHiI kopooLi

"TMEOPAP
mnaTa”

Ykpaina

KYCYM XENTXKEP
neT NTA

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | Tvny - 3MiHmM Wwoao
6e3nekn/edekTMBHOCTI Ta bapMakoHarnsay.
3MiHU Y KOPOTKil XapakTepucTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOrO 3aCTOCYBaHHS
reHepuYHMX/riopnaHmx/6ionoaibHMX nikapcbknx
3acobiB nicrsi BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHUIN Npenapar (3miHa He noTpebye
HaZaHHS! )XOAHWNX HOBMX AOAATKOBUX AaHKX)
3MiHM BHECEHO A0 IHCTPYKUiT ANS MEeANYHOro
3acTocyBaHHS nikapcbKoro 3acoby 4o po3gainis:
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"MoGiyHi peakuii" BianoBigHO Ao iHopmauii
OO0 MEAMYHOIO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (Canesten Cream 1%).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK wopao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnsagy.
BHeceHHs1 abo 3miHa(1) go 3060B'A3aHb Ta yMOB
BMAayi peecTpauinHoro NocBiavYeHHs,
BKINtoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM HagaHo
OHOBIEHWI NNaH ynpasBniHHA pu3rKkamu Bepcis
2.0. 3MiHK BHeceHo A0 YacTuH: | «3aranbHa
iHpopmauisi», Il «Cneuudikauis 3 6eaneku», VI
«Pestome nnaHy ynpasniHHa pusukammy, VII
«[JoaaTkny» y 3B’A3Ky 3 OHOBIIEHHSAM
cneuudikaLii 3 6e3neku Ta Nepexofom Ha HOBUIA
dopmat (EU-RMP) eanHoi Bepcii NMYP ans Bcix
BuAiB fo3yBaHHs J13 KnodaH, kpeM. 3minHu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsagy (iHwi 3miHW) 3MiHM BHECEHO
00 IHCTPYKUIT ANS MeAnYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
LLOA0 BAXKIUBOCTI 3BITYBaHHS NPO MOGiYHi
peakuii. BBegeHHs 3MiH NpoTarom 6-Tn micsuis
nicnsi 3aTBEpPAYKEHHS!

6e3
peuyenma

nidnsieae

UA/19381/01/01

Kpem 2 %; no20ry
Ty6i; no 1 Ty6i B
KapTOHHI kopobui

TOB
"TMEOPAP
MmnaTa"

YkpaiHa

KYCYM XENTXKEP
neT NTA

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTUL,i NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeANYHOrOo 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/GionogibHMxX NikapcbKunx

3aco06iB nicns BHECEHHS Tiei camoi 3MiHM Ha

be3
peuenma

nionsieae

UA/19381/01/02




53 [TponoBkeHHs qoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
pedepeHTHUIN Npenapar (3miHa He noTpebye
Ha[laHHS! )XOAHUX HOBMX JOAATKOBUX AaHUX).
3MiHM BHECEHO A0 iHCTPYKUiT ANS Mean4Horo
3acTocyBaHHS NikapcbKoro 3acody 4o po3gainis:
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs Y
nepiog BariTHocTi abo rogyBaHHs rpyaato”,
"MoGiyHi peakuii" BianoBigHO Jo iHopmauii
{010 MEAMYHOIO 3aCTOCYBaHHS peEPEHTHOrO
nikapcbkoro 3acoby (Canesten Cream 2%).
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
BHeceHHs1 abo 3miHa(1) o 3060B'A3aHb Ta yMOB
Buaadi peectpauiiHoro NocBig4YeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMETEHTHNM opraHoMm). 3assBHUKOM HagaHO
OHOBJIEHWI NNaH ynpaBniHHA pUs3nMkamu Bepcis
2.0. 3MiHK BHeceHo A0 YacTuH: | «3aranbHa
iHpopMmauisy, Il «Cneundikauis 3 6eanekmy, VI
«Pestome nnaHy ynpasniHHs puankammny», VII
«[dopatkny y 3B’s13Ky 3 OHOBINEHHSAM
cneuudikaLii 3 6esnekn Ta Nepexofom Ha HOBUI
dopmat (EU-RMP) eguHoi Bepcii MYP gns Bcix
BuAiB fo3yBaHHs J13 KnodaH, kpeM. 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu).
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"Mob6iyHi peakuii" WOAO BaXNNBOCTI 3BiTyBaHHSI
npo noGiyHi peakuii. BBegeHHst 3MiH NpoTsarom 6-
TV MiCSILB Micnsi 3aTBEPOAXKEHHS.
107.| KOKOKCUB TabneTku, BKpUTI TOB «BYCT YkpaiHa POHTIC XENNAC Ipeuis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/19968/01/03
nniBKOBOK DOAPMA» MELIKAIT EHO BUNPaBEHHS TEXHIYHOI NOMUIKK, MOB’A3aHO 3 peuenmom
obornoHkoto, no 90 ®APMACBHIOTIKAN HeBIAMOBIAHICTIO (PI3HOYNTAHHS) B MeXax
Mr; no 7 TabneTtok y C MPOOAKTC C.A. 0[HOro OOKYMEHTa, AOMNYLIEHHS MOMUIKA B
6nicTepi; no 1 abo cneuudikauii M3 3a nokasHukom
no 4 6nictepu B «OpHopigHicTb Macu»
KapTOHHIN kopobui
108.| KOKOKCUB TabneTku, BKPUTI TOB «BYCT YkpaiHa POHTIC XENJIAC Ipeuis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a UA/19968/01/04
NniBKOBOIO OAPMA» MEZLIKAN EHO BUNPABIIEHHSA TEXHIYHOI NOMWITKK, MOB’A3aHO 3 peuenmom
obornoHkoto, no 120 SAPMACBHIOTIKAN HeBIONOBIAHICTIO (PiI3HOUYUTAHHS) B MeXax
Mr; no 7 TabneTtok y C NPOOAKTC C.A. 0[HOro AOKYMEHTa, A0MYLUEHHS MOMUIKA B
6nictepi; mo 1 abo cneumdikauii M3 3a nokasHukom
no 4 6nictepu B «OpaHopigHicTb Macu»
KapTOHHI kopobui
109.| KONALUUN® TabneTtku no 6 abo MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 6e3 UA/2930/01/01
10 TabneTok y "Tannidap "KniBmegnpenapat" 3minu | Trny - 3miHu 3 sikocTi. FoToBUIA peuenma
6nictepi; mo 10 m" nikapcbkuii 3aci6. KoHTporb JOMOMIXKHMX
TabneTok y 6nictepi, peyoByH. 3MiHa napameTpiB cneundikauin
no 1 abo 2 6nictepu Ta/abo fonyCTUMUX MeX ANst 4OMNOMiXKHOI
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

B nauyui

peYoBUHYM (BUMyYeHHS 3i cneumdikauii
HEe3Ha4yHOro NokasHvka (Hanpuvknag 3actapinoro
rnokasHukay))

BUITyYeHHS i3 crnieumdikaLii 4onoMikHOT
peyoBMHM «ApomaTunaaTop apomar BaHini»
nokasHukiB «CBuHeuby, «Kagmin», «ApceHy,
«PTyTb» Ha ocHOBI ouiHkM pr3wnKy 3rigHo ICH
Q3D.

110.

KOPION®

Tabnetku no 3,125
Mr; no 7 TabneTtok y
6nictepi; no 4
Gnictepu B
KapTOHHiIN kopooLyj;
no 10 Tabnetok y
6nictepi; no 3
Gnictepu B
KapTOHHiIN kopobui

KPKA, o.4.,
HoBso mecto

CnoBeHis

BUPOBHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpPOIb cepii Ta
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CnoBeHisi; KOHTPOIb
cepii: KPKA, o.4.,
Hoso mecTo,
CnogeeHisi

CnoBeHis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3miHn Wwopo
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHW). 3miHKM BHeceHo o n. 8 Ta n.17
TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKu Ta .6
TEKCTYy MapKyBaHHSA NEPBUHHOI yMaKOBKM
nikapcbkoro 3acoby. BBegeHHst 3MiH MPOTArom
6-Tv MicaLiB nicnsa 3aTBepaXeHHs. 3MiHu | Tuny -
3MmiHn Wwoao 6e3nekn/edeKTNBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTkii
XapakTepucTuLi NnikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3acTOCyBaHHS
reHepuYHMX/ribpnaHmx/GionoaibHMxX nikapcbknx
3acobiB nicnsi BHECEHHS TiEi camoi 3MiHU Ha
pedbepeHTHUIN Npenapar (3miHa He noTpebye
HaflaHHS )XOAHUX HOBWX OOAATKOBUX AaHUX).
3MiHM BHeCeHO [0 IHCTpyKLUii Ana MeguyHoro
3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
"®apmakonorivHi BnactusocTi", "B3aemopis 3
iHLWIMMM nikapcbkuMmy 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHsi rpyaar”, "Cnocib 3actocyBaHHs Ta
nosn", "MepenosyBaHHs", "MobiuHi peakuii”
BignoBigHo A0 iHopMmaLii pedepeHTHOro
nikapcbkoro 3acoby Eucardic Tabnetku.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHWi 3MmiHK). 3MiHM BHECEHO A0 IHCTpYKUii Ans
ME[IMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
no po3sginy "MobivHi peakuii” Woao BaXMBOCTI
3BiTyBaHHs Npo NobiyHi peakuii. BBeaeHHs 3miH
NpoTArom 6-T1 MicsUIB NicNs 3aTBEPOAXKEHHS.

3a
peuyerimom

He
nidnsieae

UA/4128/01/01

111.

KOPION®

TabneTku no 6,25
Mr; no 7 TabneTok y
6nicTepi; no 4
Gnictepu B
KapTOHHiIl kopobuyj;
no 10 TabneTok y
6nictepi; no 3
Gnictepu B

KPKA, o.4.,
HoBo mecto

CrnioBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOrb cepii Ta
Bunyck cepii: KPKA,
A.A., Hoeo mecTo,
CrioBeHisi; KOHTPOIlb

CrnioBeHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW). 3MiHK BHeceHo fo n. 8 Ta n.17
TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKu Ta n.6
TEKCTY MapKyBaHHSI NEPBUHHOI YNaKoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-T MicsaLiB Nicns 3aTBepXEHHs. 3MiHu | Tuny -

3a
peuerimom

He
nidnsieae

UA/4128/01/04
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KapTOHHiIN kopooLi

cepii: KPKA, 4.4.,
HoBso mecTo,
CnogBeHisi

3MiHn Wwoao 6e3nekun/eekTBHOCTI Ta
dapmakoHarnsagy. 3miHn y KOpoTKiv
XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCyBaHHs
reHepuYHMX/riopnaHmx/6ionoaibHMX nikapcbknx
3acobiB nicns BHECEHHS Tiei camoi 3MiHM Ha
pecbepeHTHWI Npenapart (3miHa He noTpebye
HaflaHHS XOAHUX HOBWX OOAATKOBUX AaHMX).
3MiHM BHeceHO A0 |HCTpyKLUii Ans megnyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"dapmakonorivHi BnactusocTi", "B3aemopis 3
iHLIMMM nikapcbknumm 3acobamm Ta iHWi Buan
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "MepenosyBaHHs", "MobiyHi peakuii”
BiANOBIAHO A0 iHbopMaLii pedepeHTHOro
nikapcbkoro 3acoby Eucardic Tabnetku.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW). 3MiHN BHECEHO A0 IHCTPYKLiT Ans
MELMNYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby
o po3aginy "MobiuHi peakuii" Woao BaxnuBOCTI
3BiTyBaHHs Npo nobiyHi peakuii. BBegeHHs 3miH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPAXKEHHS.

112.

KOPION®

TabneTku no 25 wmr,
no 7 Tabnetok y
6nicTepi; no 4
Gnictepu y
KapTOHHIN kopobLyj;
no 14 tabnetoky
6nicTepi; no 2
Gnictepny
KapTOHHiIl kopobuy;
no 10 TabneTok y
6nictepi; no 3
Gnictepun y
KapTOHHI kopobui

KPKA, .4.,
HoBo mecTo

CnoBeHis

BUPOGHMLUTBO “in
bulk”, nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpOrb cepii Ta
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CnoBeHist; KOHTPOIb
cepii: KPKA, a.4.,
Hoso mecTo,
CnoBeHisi

CnoBeHis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK) - 3miHK BHeceHo do n. 8 Ta 17
TEKCTy MapKyBaHHS BTOPUHHOI yMakoBKuM Ta .6
TEKCTY MapKyBaHHSI NEPBUHHOI YNaKoBKU
nikapcbkoro 3acoby. BBegeHHst 3MiH MpOTArom
6-T MicaUiB micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsgy. 3miHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii ANs Megu4Horo
3acToCyBaHHS
reHepuyHuX/ribpuaHnx/GionogibHMxX NikapcbKunx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
pecbepeHTHUIA Npenapar (3miHa He noTpebye
Ha[laHHS! XXOAHWX HOBMX J0OATKOBUX AaHWX) -
3MiHM BHeceHO A0 [HCTpyKLUii Ans megnyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"dapmakonorivHi BnactusocTi", "B3aemopis 3
iHLWIMMKM nikapcbkuMK 3acobamu Ta iHLWi BUuam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaaw”, "MobivHi peakuii”, "Cnocib

3a
peuenmom

He
nidnsieae

UA/4128/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

3acTocyBaHHs Ta gosun", "lMepenosysaHHs",

"MoGiyvHi peakuii" BignoeiaHo Ao iHdopmauii

pedepeHTHOro nikapcbkoro 3acoby Eucardic
TabneTtkn. BBeaeHHs 3aMiH npoTsrom 6-Tu

MicauiB nicnsa 3aTBepAXeHHs. 3miHun | Tuny -

3MiHM Wwoao 6e3nekun/ehekTBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHW) - 3MiHN BHECEHO
00 [HCTpyKUiT ANA MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby ao po3aainy "lMNobivHi peakuii”
OO BaXNMBOCTI 3BiTyBaHHSA NPo NoBiYHi
peakuii. BBegeHHs 3MiH NpoTaromM 6-Tn micsiuiB
nicns 3aTBepAXEHHS.

113.

KOPION®

Tabnetkun no 12,5
Mr; no 7 TabneTok y
6nictepi; no 4
Gnictepun y
KapTOHHiIN kopobLyj;
no 10 TabneTok y
6nictepi; no 3
6nictepny
KapTOHHiI kopooLi

KPKA, .4.,
Hoeo mecTo

CnoBeHis

BUPOGHMLTBO “in
bulk”, nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpOrb cepii Ta
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
Hoso mecTo,
CnoBeHisi

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK) - 3miHM BHeceHo go n. 8 Ta 17
TEKCTy MapKyBaHHS BTOPUHHOI yMakoBKM Ta .6
TEKCTY MapKyBaHHS NEPBUHHOI YNaKoBKU
nikapcbkoro 3acoby. BBegeHHst 3MiH MPOTArom
6-Tv MicaUiB Micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekun/eekTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans MeAU4Horo
3acTOCyBaHHS
reHepuYHMX/ribpuaHnx/6ionogibHMX NikapcbKunx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedbepeHTHUIN Npenapar (3miHa He noTpebye
HaAaHHS1 )XOOHWUX HOBUX AOAATKOBUX OAHMUX) -
3MiHM BHeceHO A0 [HCTpyKLUii Ans megnyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"dapmakonorivHi BnactusocTi", "B3aemopis 3
iHLIMMKM niKapcbkUMK 3acobamu Ta iHLWi BUuam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "MobivHi peakuii”, "Cnocib
3acTocyBaHHs Ta gosun", "lMepenosyBaHHs",
"Mobiuni peakuii" BignosiaHo Ao iHdopmauii
pecepeHTHOro nikapcbkoro 3acoby Eucardic
TabneTkn. BBeAeHHs 3MiH NpoTsrom 6-Tu
MicauiB nicnsa 3aTBepaXeHHS. 3MiHu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - 3MiHK BHECEHO
[0 IHCTPyKUiT ANA MeaMYHOro 3aCToCyBaHHs
nikapcbkoro 3acoby Ao po3aainy "MNobivHi peakuii”
LLIOA0 BaXIMBOCTI 3BiTyBaHHS NPo NoGiyHi
peakuii. BBeaeHHs1 3MiH npoTaromM 6-Tn micsiuiB
nicnsi 3aTBEpPAXKEHHS.

3a
peuenmom

He
nidnsieae

UA/4128/01/02

114.

KCANTO®AU®

PO34MH ONS iH eKLin,
100 Od/mn T1a 3,6
mr/mn; no 3 mny

A/T Hoo
Hopgick

[aHis

BUPOGHMK
BianosiganbHWi 3a
36UpaHHs,

Oanis/
CnonyyeHi
LWtaTn

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minm Il TUny - 3miHm 3 gxkocTi. API.
Bupo6HuuTBO. 3MiHM BMNpobyBaHb abo

3a
peuenmom

UA/18253/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTpuoi, SKuin MapKyBaHHS Ta OonycTMMmUX MexX y npoueci BupobHuutea Adl,
MICTUTBCSA B BTOPUHHE LLI0 BCTaHOBMEHi y cneuudikauisx (BUnyyYeHHs
nonepegHL0 nakyBaHHSi FOTOBOrO BMNpoOyBaHHs B Npoueci BUpOOHWULUTBA, L0
3anoBHEHIN NPOAYKTY, KOHTPOSb MOXe MaTu ICTOTHUI BAMB Ha 3ararbHy SKiCTb
6araToao30Biii AKOCTi rOTOBOrO A®I) - BuganeHHs TecTy nnasmigHux nepebynos
0OHOPa3oBil NpoaykKTy: (FM-B9501), Lo 3acTocoByeTbCS Ha eTani
Lwnpuu-pyydi, no 1, A/T Hoso Hopaick, depMeHTaLii B npoueci BMpobHULTBA Aitoyoi
3 abo 5 nonepegHLO Hanis; peYoBUHM iHCYNiHY Aerntofek. - 3minm Il Tuny -
3aMOBHEHUX LINPULL- BUPOBHMK 3MiHun 3 skocTi. A®l. BupobHuUTBO. 3MiHM
PYYOK B KApTOHHIW Hepo3dacoBaHoro BuNpobyBaHb abo AONYCTUMMX MEX Y NpoLeci
kopobuLi npoaykTy, BMpoOHMUTBa ADI, L0 BCTAHOBIEHI Y
HamnoBHEHHS, cneumdikauisx (BUny4YeHHs BUNpobyBaHHs B
nepBUHHA yNakoBkKa, npoweci BUPOGHMLTBA, L0 MOXe MaTu iCTOTHUIA
nepesipka Ta BNVB Ha 3aranbHy skicTb A®l) - BuganeHns
KOHTPOMb SIKOCTI, TecTy Ha deHoTmn (FM-5000), wo
BigNOBiganbHUI 3a 3aCTOCOBYETLCA Ha eTani hepmeHTaLii B
BWMYCK Cepin npoLeci BUPOBGHMLTBA Ait040I PEHOBUHM IHCYTiHY
KiHLLeBOro MpoAyKTy: perntogek. - 3minm Il Tuny - 3miHm 3 akocTi. API.
A/T Hoso Hopaick, BupobHuuTtBo. 3MiHM BUNpobyBaHb abo
Danis; OOMyCTUMUX MeX Yy npoueci BupobHuutea AdI,
BUPOBHMLTBO L0 BCTAHOBIEHI y cneuudikauisx (BUnyyYeHHs
npoaykTy, BMNpoOyBaHHs B Npoueci BUpOOHWULUTBA, L0
HanoBHEHHS MOXe MaTu iCTOTHMI BMMB Ha 3ararnbHy SKiCTb
KapTpUaXy Ta A®I) - BuganeHHs Tecty nna3mMigHux nepebynos
KOHTPOSb SKOCTI (FM-B9501), o 3acTocoByeTbCS Ha eTani
npoaykKuii; depmeHTauii B npoueci BUpobHMLTBA Aito4oi
KOMMNEKTYBaHHS, peyoBuHY niparnytuay. - 3minu |l Tuny - 3MiHm 3
MapKyBaHHS Ta sikocTi. A®l. BupobHmuTBO. 3MiHM BUNpobyBaHb
BTOPUHHE abo gonycTuMmnx Mex y npoweci BUpobHuLTBa
nakyBaHHS roTOBOro A®I, Wwo BCcTaHOBNEHI Y cneumdikauisx
nikapcbkoro 3acoby: (BNyYeHHs BUNpobyBaHHA B Npoueci
HoBo Hopgaick BUPOOHMLTBA, L0 MOXE MaTu iCTOTHUA BB Ha
dapmachbtoTikan 3aranbHy sikicte API) - BuganeHHs Tecty Ha
IHgacTpis, NI, deHoTun (FM-5000), Lo 3acTocoBy€eTbCS Ha
Cnonyyeni WraTn eTani depmeHTauii B npoueci BUpobHMUTBa
Ait040I pevyoBUHU niparnyTuay.
115.| NEBAKCENA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMUTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/15596/02/01
NniBKOBOO Hoso mecTo bulk", nepeuHHe Ta 3miHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuernmom
obornoHkoto no 250 BTOPUHHE HaliMeHyBaHHS Ta/abo agpecu micus
mr; no 1 Tabnetui y nakyBaHHS: NpoBaXeHHs OisNbHOCTI BUPOGHMKa
6nictepi; no 1 KPKA, n.4., HoBo (Bkrtoyaro4m, 3a HeobXigHOCTI, MicLe
6nictepy B MecTo, CrnoBeHis; NpOBEAEHHS KOHTPOIHO SIKOCTi), abo BNacHuka
KapTOHHiII kopobLyj; nepBuHHe Ta macTtep-darina Ha AdI, abo noctadanbHuka
no 5 abo 7 TabneTok BTOPUHHE Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
y 6nicTtepi; no 1 abo nakyBaHHs, NpoAYKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULITBI
no 2 6nictepu B KOHTpOrb cepii Ta ADI (sKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKuii
KapTOHHiIl kopobuyi BUWMYCK Cepil: 3acib) 3a BigcyTHOCTI cepTudikaTa BiANoOBIQHOCTI
KPKA, a.a., Hoso €Bponeiicbkin hapmakonei y 3aTBepakeHoMy
mecTo, CroBeHis; nocbe, abo BUpoBHUKA HOBOI JOMOMIXXHOT
KOHTpOrb cepii: PEYOBUMHM (SIKLLO 3a3HAYEHO Y AOChE) - 3MiHa
KPKA, a.a., HoBo agpecw BnacHuka mactep-gavina Neuland
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

mecTo, CrnoBeHis

Laboratories Limited, India Ha A®I
nesodrokcaumHy remirigpaty. 3minu | Tuny -
3MiHM Wwoao 6e3nekun/eekTBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHW) - 3MiHN BHECEHO
B TEKCT MapKyBaHHs1 YNakoBOK MiKapCbKoro
3acoby LWoa0 OHOBIEHHS iHdopmalii y n. "[daTa
3akiH4eHHs1 TepMiHy npugatHocTi", y n. "IHLWE"
KOHKPeTM30BaHoO iHhopMalLlito LLoAo norotuny
BUpOGHVKa. BBeaeHHs 3miH npoTsarom 6-u
MicauiB nicnsa 3aTBepAXeHH:A. 3miHu | Tuny -
3miHu 3 axocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBiaHOCTI €BpONenchbKin
tapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpMBeAEeHHS Yy BigNOBIAHICTE A0
MoHorpagii JoY abo €sponercbkoi
tapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedbapmakonenHoro APl ans npuBeaeHHs y
BignoBigHicTb Ao Bumor [JdY abo €sponenchKol
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu E€C) - ADI - amiHa y
cneuudikauii APl nesodnokcauuHy remirigpaty
3 DSSpec001144_3 Ha DSSpec001917_2 y
BigNoBigHICTb 4O BUMOr €BpONencbKol
dapmakonei. 3miHu | Trny - 3miHm 3 skocTi. API.
Cuctema KOHTeNnHep/3akynoptoBanbHWIn 3acio
(iHWi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
3.2.S.6.Cuctema KoHTeHep/3aKynopoBansHUin
3acib Aito4oi peyoBMHM NeBOdNOKCaLMHY
remirigpaty, BnacHuka mactep-ganna Neuland
Laboratories Limited, India: - 3MiHa nepBuHHOrO
nakyBaHHS 3 “transparent double polythene
bags, twist tied, placed in HDPE container” Ha
“double polythene bags (Inner transparent bag
followed by black polythene bag) lined in HDPE
containers”. BBegeHHs 3MiH NpoTArom 6-tn
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTpOnb roToBoOro nikapcbkoro 3acody (iHwwi
3MiHW) - OHOBIEHHS BXE 3aTBEPKEHUX METOAIB
KOHTPOIO AKOCTI Nikapcbkoro 3acoby, a came:
BVIKMaAEHHS TEKCTY [ep>XaBHOK MOBOHO 3rifjHO
Cy4yacHvX BUMOr. BBeaeHHsi 3MiH NpoTArom 6-tu
MicauiB nicnsa 3aTBepaXeHHS. 3MiHu | Tuny -
3miHm 3 akocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobyBaHHs ADI abo BuxigHoro
marepiany/npoMiXXHOro NPoayKTy/peareHTy, Lo
BMKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeToaax BUNPOBYBaHHsI
(Bkrtoyatoum 3amiHy abo gonoBHeHHs) AD| abo
BVXiZHOro/NPOMIPKHOTO MPOAYKTY) - AOMOBHEHHS
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
cneumdikaLii HoBMM Noka3HMKOM sikocTi “Particle
size”(limit set as d90 is NMT 80 um, d50 is 7-30
Um) Ta BigMoBiAHMM METOAOM BUNPoOyBaHHSA Ha
AitoYy peyoBUHY neBodIoKcaumHy remirigpaty
BupobHuuTBa ZHEJIANS LANGHUA
HARMACEUTICAL CO., LTD. BeeaeHHs1 3miH
npoTSArom 6-T1 MicsILiB NicNs 3aTBEPYKEHHS.
116.| NEBAKCENA® TabneTku, BKPUTI KPKA, a.a., CnoBeHis BMPOGHMUTBO "in CnoBeHis BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/15596/02/02
NNiBKOBOO HoBo mecTo bulk", nepeuHHe Ta 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom

obornoHkoto no 500
mr; no 1 Tabnetui y
6nictepi; no 1
Gnictepy B
KapTOHHIN kopobuyj;
no 5 abo 7 TabneTok
y 6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHiI kopoOLi

BTOPUHHE
nakyBaHHS:
KPKA, a.4., HoBo
mecTo, CrnoBeHisi;
nepBuUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOrb cepii Ta
BUNYCK cepii:
KPKA, a.4., HoBo
mecTo, CroBeHis;
KOHTpPOIb cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis

HaliMeHyBaHHA Ta/abo agpecu micus
NpOoBaKEHHS AissNbHOCTI BUPOBHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
npoBeAeHHSs! KOHTPOIIO sIKOCTi), abo BnacHuka
macTtep-tanna Ha A®|, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
NpoAyKTY, L0 3aCTOCOBYHTHLCS Y BUPOOHULTBI
A (AKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKnii
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHa
agpecu BrnacHuka macrep-canna Neuland
Laboratories Limited, India Ha A®I
nesodrokcaumHy remirigpaty. 3minu | Tuny -
3MiHn Wwoao 6e3nekun/eekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHK BHECEHO
B TEKCT MapKyBaHHs1 yNakoBOK MikapCbKoro
3acoby LWoa0 OHOBMEHHS iHdopmalii y n. "daTa
3aKiH4eHHs TepmiHy npugatHocTi”, y n. "IHLWE"
KOHKpeTn3oBaHo iHopMaLiio Woao forotuny
BUpOGHVKa. BBeaeHHs 3mMiH npoTsrom 6-u
MicauiB nicnsa 3aTBepaXeHHS. 3miHu | Tuny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. 3miHW, noB'a3aHi 3
HeobXigHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpadgii Y abo €sponencbkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedapmakoneriHoro A®| ans npuBegeHHs y
BignoBigHicTb Ao Bumor dY abo €sponenchkol
apmakonei, abo iHLoi HalioHanbHOT
apmakonei aepxasu €C) - ADI - amiHa y
cneuudikauii A®l nesodnokcauuHy remirigparty
3 DSSpec001144_3 Ha DSSpec001917_2y
BiANOBIAHICTb 40 BUMOT €BPONENCHKOI
capmakonei. 3miHn | Tuny - 3MiHM 3 SKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo




60

[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BUMYYeHHA cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BVXifHOrO MaTtepiany/peareHTy/npoMiXKHOrO

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI

ADI; ana AONOMIDKHOT peyYoBMHU (CepTudikaTt
BignoBigHOCTi €Bponencokii hapmakonei) -
HoBwuin cepTudikat Big HOBOro BUpo6HMKa
(3amiHa abo [oNOBHEHHS) - NoaaHHs HoBOroO
cepTudikaTa BignoBigHOCTI €Bponeichbkii
dapmakonei RO-CEP 2019-111-Rev 01 Big
HoBoro BupobHuka ZHEJIANS LANGHUA
PHARMACEUTICAL CO., LTD., ana A®l
nesodrokcauuHy remirigpaty. NponoHoBaHa
pepakuis: RO-CEP 2019-111-Rev 01
Name of holder:

ZHEJIANS LANGHUA PHARMACEUTICAL
CO,, LTD.

Zhejiang Provincial Chemical and Medical
Materials Base Linhai Zone
China-317 016 Linhai, Zhejiang Province
Production of Levofloxacin hemihydrate:
ZHEJIANS LANGHUA PHARMACEUTICAL
CO,, LTD.

Zhejiang Provincial Chemical and Medical
Materials Base Linhai Zone
China-317 016 Linhai, Zhejiang Province
3miHu | TUNy - 3miHu 3 akocTi. APl. Cuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3aci6 (iHWwi 3MiHK)
- BHECEHHS 3MiH Ao po3sginy 3.2.S.6.Cuctema
KOHTeWHep/3aKynoptoBanbHuUiA 3aci6 aitoyoi
pevoBUHM NeBOMIOKCaLMHy remirigpaty,
BnacHvka mactep-cdanna Neuland Laboratories
Limited, India: - 3miHa NnepBUHHOrO NaKkyBaHHSs 3
“transparent double polythene bags, twist tied,
placed in HDPE container” Ha “double polythene
bags (Inner transparent bag followed by black
polythene bag) lined in HDPE containers”.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUny - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbKkoro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
BXE 3aTBEPKEHNX METOLIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKINaAeHHs! TEKCTY
Aep>XaBHOK MOBOIO 3riAHO Cy4YacCHWUX BUMOT.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi.
AO®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHs APl abo BMXigHOro
maTepiany/npoMixxHOro NpoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCS y npoLeci BupobHuutea AdI
(iHWi 3MiHM Yy MeTofax BUNpobyBaHHs!
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
(Bkntoyatoum 3amiHy abo gonoBHeHHs) AD| abo
BVXiAHOro/NPOMIDKHOTO MPOAYKTY) - AOMNOBHEHHS
cneumdikaLii HoBMM NoKa3HMKOM sikocTi “Particle
size”(limit set as d90 is NMT 80 pym, d50 is 7-30
um) Ta BiANOBIAHMM METOAOM BMMNPOOYBaHHS Ha
Airovy peyoBUHY neBodoKcaumHy remirigpaty
BupobHuutea ZHEJIANS LANGHUA
HARMACEUTICAL CO., LTD. BeefeHHs1 3miH
npoTsArom 6-T1 MicsILiB NicNs 3aTBEPYKEHHS.
117.| NEBOCTAOA® TabneTku, BKpUTI CTAOA HimeuunH Bunyck cepin: HimeyuunHa/ BHECEHHS1 3MiH JO peecTpaLinHMX maTepianis: 3a UA/11890/01/01
NniBKOBOIO ApuHanmiTT a CTALA Icnanis YTOYHEHHA BUPOGHMKIB B Hakasi MO3 peuernmom
o6onoHkoto, no 250 enb Al ApuHanmitTens Al Ykpainun Ne 1056 Big 17.06.2024 B npoueci
mr, no 5 TabneTtok y HimeuumnHa; BHeCEeHHS 3MiH (3MiHu | Tuny - 3miHu 3 gKocTi.
6nicTepi; mo 1 BupobHuuTBO [oToBWI Nikapcbkui 3aci6. 3MiHN y
6nictepy B Hepo3dacoBaHOro BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,O0AATKOBOI

KapTOHHiI kopooLi

NpoayKTy, NEPBUHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPOIb Cepiit:
JlabopaTopis
MegikameHTOC
IHTepHaTioHec, C.A.,
IcnaHis;
BUPOGHMLTBO
Hepo3dacoBaHoro
NpoayKTYy, NEPBUHHE
Ta BTOpPWHHE
nakyBaHHs,
KOHTPOrb Cepili:
Na6opaTopioc
IikoHca, C.A.,
Icnais;
BTOPUHHE
nakyBaHHs:
MAHAHTIAN
IHTEIPA, C.J1.10.,
Icnanis;
ATOIC ®APMA,
C.J., Icnanis

AinbHWUI BUpobHULTBa ANs YacTuHu abo BCbOro
BUPOBHMYOro NpoLiecy rotToBOro fikapcbKoro
3acoly (AinbHULA ANsS BTOPUHHOIO NaKyBaHHS).
[opaBaHHs goaatkoBoro BMpo6Huka M3,
BigNoBiganbHOro 3a BTOPMHHE NakyBaHHS:
ATOIC ®APMA, C.J1. (C/ Kappakep, C/H -
Mpomucnosa 3oHa Jla KyiHta P2, KabaHinbsic
nenb Kamno, MBaganaxapa, 19171, Icnanis) /
ATDIS PHARMA, S.L. (C/ Carraquer, s/n - Pol.
Ind. La Quinta R2, Cabanillas del Campo,
Guadalajara, 19171, Spain). 3Minu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpoGHMUTBI. 3aMiHa abo BBeOEHHS
[0AaTKOBOI AiNbHULI BUPOBHMLUTBA ANS YacTUHU
abo BCbOro BUpOBGHMYOro NpoLiecy roToBoOro
nikapcbkoro 3acoby (ginbHWULSA ANt BTOPUHHOTO
nakyBaHHs1). [lopaBaHHst 4OAATKOBOrO
BUpoGHuKa M3, BignoBigansHOro 3a BTOPUHHE
nakyBaHHs: MAHAHTIAN IHTETPA, C.J1.10.
(MoniroHo InaacTpian HeltHop-Exapec, E-3, Jlok.
23 i 24, Meko, Magpwug, 28880, Icnanis) /
MANANTIAL INTEGRA, S.L.U. (Poligono
Industrial Neinor-Henares, E-3, Loc. 23 y 24,
Meco, Madrid, 28880, Spain). Pegakuisi B Hakasi
- Bunyck cepivi: CTAOA ApuHanmittens AT,
HimeyunHa; BupobHMLTBO HEPO3hacoBaHOroO
NpoayKTy, NEPBUHHE Ta BTOPUHHE NaKyBaHHS,
KOHTpOnb cepiii: JTabopaTopi3a MeaikameHToC
IHTepHaTioHec, C.A., IcnaHisi; BUpOOHULTBO
Hepo3dacoBaHOro NpPoayKTy, NEPBUHHE Ta
BTOPWHHE NaKyBaHHsi, KOHTPOIb Cepii:
JlTabopaTopioc JikoHca, C.A., IcnaHisa; BTOpUMHHE
nakyBaHHsi: MAHAHTIAN IHTEMPA, C.J1.IO.,
Icnanisi. BipHa pegakuisi - Bunyck cepin: CTAOA
ApuHainmittens AlT, HimewunHa; BupobHuuteo
Hepo3dacoBaHOro NpoAyKTy, NEPBUHHE Ta
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BTOPWHHE NaKyBaHHsi, KOHTPOIb Cepiii:
JlabopaTtopi3a MegikameHToC |IHTEpHaTiOHec,
C.A., IcnaHis; BUpoGHMLTBO HEPO3hacoBaHOrO
NpoayKTy, NEPBUHHE Ta BTOPUHHE MaKyBaHHS,
KOHTpoOnb cepiii: JTabopaTopioc JlikoHca, C.A.,
Icnanis; BTopuHHe nakyBaHHA: MAHAHTIAT
IHTEIPA, C.J1.10., Icnanis; ATOIC PAPMA,
C.J1., Icnania
118.| IEBOCTAOA® TabneTkn, BKpUTI CTAOA HimeuunH Bunyck cepin: HimeyumnHa/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/11890/01/02
nniBKOBOK ApuHanmiTT a CTAOA IcnaHisa YTOYHEHHS BUPOOHMKIB B Hakasi MO3 peuenmom
obonoHkoto, no 500 enb Al ApuHanmittens AT, Ykpainu Ne 1056 Bia 17.06.2024 B npoueci
mr, no 5 TabneTtok y HimeuumnHa; BHeCeHHS 3MiH (3MiHu | Tuny - 3miHu 3 gKocTi.
6nictepi; no 1 Bupo6HuLTBO [oToBWI Nikapcbkuii 3aci6. 3MiHKU y
onictepy B Hepo3dpacoBaHoro BUpPOOHMLTBI. 3amiHa abo BBeAEHHS [OAATKOBOI

KapTOHHiIN kopoOLi

NpoayKTy, NEPBUHHE
Ta BTOpPWUHHE
nakyBaHHS,
KOHTPOIb Cepiit:
JlabopaTopis
MegikameHTOC
IHTepHaTioHec, C.A.,
Icnanis;
BMPOBHMLTBO
Hepo3dacoBaHoro
NpoayKTy, NEPBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPOIb Cepin:
JlabopaTopioc
IlikoHca, C.A.,
Icnanis;
BTOPUHHE
nakyBaHHs:
MAHAHTIAN
IHTEIPA, CJ1.IO.,
Icnanis;
ATOIC ®APMA,
C.J1., Icnanis

AiNbHWLI BUPOOHULTBA ANA YacTUHKM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoly (AinbHULA ANS BTOPUHHOIO NaKyBaHHS).
[opaBaHHs goaatkoBoro BMpo6Huka M3,
BiANOBiAaNbHOroO 3a BTOPUHHE NaKyBaHHS:
ATOIC ®APMA, C.J1. (C/ Kappakep, C/H -
Mpomucnosa 3oHa Jla KyiHta P2, KabaHinbsic
penb Kamno, MBaganaxapa, 19171, Icnanis) /
ATDIS PHARMA, S.L. (C/ Carraquer, s/n - Pol.
Ind. La Quinta R2, Cabanillas del Campo,
Guadalajara, 19171, Spain). 3Minu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acib. 3miHn
y BUpOGHMUTBI. 3aMiHa abo BBeOEHHS
[0[aTKoBOI AiNbHULI BUPOBHULTBA AN YacTUHU
abo BCbOro BMPOOHNYOro NpoLecy roToBoro
nikapcbkoro 3acoby (AiNbHULS ANA BTOPUHHOIO
nakyBaHHs). [lonaBaHHs 404aTKOBOrO
BMpo6HuKa M3, BignoBiganbHOro 3a BTOPUHHE
nakyBaHHsi: MAHAHTIAN IHTETPA, C.J1.10.
(MoniroHo IHaacTpian HeliHop-Exapec, E-3, Jlok.
23 i 24, Meko, Magpwug, 28880, Icnanis) /
MANANTIAL INTEGRA, S.L.U. (Poligono
Industrial Neinor-Henares, E-3, Loc. 23y 24,
Meco, Madrid, 28880, Spain). Pegakuis B Hakasi
- Bunyck cepivi: CTAOA ApuHanmittens AT,
HimeuyumHa; BupobHMLTBO Hepo3dacoBaHOro
NpoayKTy, NEPBUHHE Ta BTOPUHHE MaKyBaHHS,
KOHTpOnb cepiii: JTabopaTopi3a MeaikameHToc
IHTepHaTioHec, C.A., IcnaHisi; BUpoGHULTBO
Hepo3dacoBaHOro NPoayKTy, NepBUHHE Ta
BTOPWHHE NaKyBaHHS, KOHTPOMb Cepii:
JlabopaTopioc JikoHca, C.A., IcnaHis; BTOpUHHE
nakyBaHHsa: MAHAHTIAI IHTEIPA, C.J1.10.,
Icnanisi. BipHa pegakuisi - Bunyck cepin: CTAOA
ApuHanmittens All, HimeuunHa; BupobHuuteo
Hepo3dacoBaHOro NpoayKTy, NEpBUHHE Ta
BTOPWHHE NaKyBaHHS, KOHTPOMb Cepili:
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk KpaiHa

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

JlabopaTopiz MegikameHTOoC IHTEpHaTiOHeC,
C.A., IcnaHisi; BUpobHULITBO HEPO3(hacoBaHOrO
NpoayKTy, NEPBUHHE Ta BTOPUHHE MaKyBaHHS,
KOHTPOb cepili: JTabopaTopioc JlikoHca, C.A.,

Icnanisi; BTOpyHHE nakyBaHHs: MAHAHTIAN

IHTEIPA, C.J1.10., Icnanis; ATOIC PAPMA,

C.J1., IcnaHis

119.

JIEHAHTMO

Kancynu Teepgi no 5
Mr no 28 kancyny
KOHTelHepi; no 1
KOHTEVHepy B
KapTOHHiI kopooLi

O-p Peapi'c
JTabopaTopi
cllto

IHaisa

O-p Peppi'c IHais
JNabopatopic Jitg
(BupobHuuui Bigain

-7)

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta bapMakoHarnsay.
3MiHa yacToTn Ta/abo TepMiHiB NogaHHs
perynsipHoO OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3mMiHa YacToTn Ta TepMiHy
NOAaHHS perynsipHO OHOBITIOBAHOIO 3BiTy 3
6e3neku nikapcbkoro 3acoby: [itoua pegakuis:
Hata nopgaHHst PO3B (ocTaHHil 3reHepoBaHui
Ta noganun PO3B B YkpaiHi) — 27.12.2020 —
26.12.2022 p. KiHueBa aarta gnsi BKIOYEHHS
nanmx go PO3b — 26.12.2022 p.; Jata nogaHHs
—26.03.2023 p. NMponoHoBaHa pegakuis:
YacToTta nogaHHsa PO3B — 3 poku; KiHueBa gata
Ansa BKMoYeHHsA aaHunx ao PO3bB — 26.12.2025
p.; Qata nogaHHs — 26.03.2026 p.
PekomeHaoBaHO A0 3aTBEPAKEHHS BiANOBIOHO
[0 NepioAnYHOCTi MoAaHHS perynspHo
OHOBIIOBaHWX 3BITIB 3 6e3Mnekn NikapcbKunx
3acobiB y €BponericbkoMmy Cotoai.

3a
peuerimom

UA/17270/01/01

120.

JIEHAHTUO

Kancynu TBepgi no
10 mr no 28 kancyn
Y KOHTenHepi; no 1
KOHTEViHepy B
KapTOHHIN kopobui

O-p Penpi'c
JTabopaTopi
cllta

IHais

O-p Penpi'c IHAis
JTabopatopic Jltg
(Bupo6Huuui Bigain

_7)

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
3miHa yacToTu Ta/abo TepmiHiB NnogaHHA
perynsipHo OHOBIIOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobiB. 3mMiHa YacToTn Ta TEpMiHy
nofAaHHsi perynsipHo OHOBMIOBAHOTO 3BITY 3
6esneku nikapcbkoro 3acoby: [litoya pegakuis:
Nata nogaHHst PO3B (ocTaHHil 3reHepoBaHui
Ta nogaHun PO3B B YkpaiHi) — 27.12.2020 —
26.12.2022 p. KiHueBa garta Ans BKIOYEHHS
naHunx go PO3B — 26.12.2022 p.; Oata nogaHHs
—26.03.2023 p. lNponoHoBaHa pegakuis:
YactoTta nogaHHsa PO3b — 3 poku; KiHueBa nata
AN BKMoYeHHA aaHunx ao PO3B — 26.12.2025
p.; OaTta nogaHHs — 26.03.2026 p.
PekomeHoBaHO 40 3aTBEPOKEHHST BiANOBIAHO
[0 NepioanYHOCTI NOAAHHSA PerynspHo
OHOBIOBaHWX 3BITIB 3 6e3Mekn Nikapcbkunx
3acobiB y €BponericbkoMy Cotosi.

3a
peuenmom

UA/17270/01/02

121.

JIEHAHTMO

Karncynwv TBepai no
15 mr no 21 kancyni
y KOHTenHepi; no 1
KOHTeNHepy B

O-p Pepai'c
JTabopaTopi
clltg

IHaisa

O-p Peppi'c IHAis
Jlabopatopic Jitg
(BupobHuuui Bigain

_7)

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3miHun Wwopo
6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MmiHa YacToTu Ta/abo TepMiHiB NogaHHs

3a
peuenmom

UA/17270/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Kpaina
eUpPOb6HUKa

Bupo6Huk

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KapTOHHiIN kopooLi

perynspHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3MiHa 4acToTV Ta TEpMiHy
noAaHHs perynsipHo OHOBIHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby: [itoya pegakuisi:
Hata nopaHHs PO3B (ocTaHHiln 3reHepoBaHui
Ta nogaHun PO3b6 B YkpaiHi) — 27.12.2020 —
26.12.2022 p. KiHueBa faata anst BKIOYEHHs
naHnx go PO3B — 26.12.2022 p.; OaTta nogaHHs
—26.03.2023 p. NMponoHoBaHa pegakuis:
YacToTta nogaHHsa PO3b6 — 3 poku; KiHueBa gata
Ons BKMYeHHs aannx go PO3b6 — 26.12.2025
p.; Oata nogaHHs — 26.03.2026 p.
PekomeHaoBaHO A0 3aTBEPMAKEHHS BiANOBIOHO
00 NepioanMYHOCTI NOAAHHSA perynsipHo
OHOBIOBaHWX 3BiTIB 3 6e3nekn nikapcbkux
3acobiB y €BponeiicbkoMy Cotosi.

122.

JIEHAHTUO

Kancynu Teepgi no
25 mr no 21 kancyni
Yy KOHTenHepi; no 1
KOHTEViHepy B
KapTOHHiI kopooLi

O-p Peapi'c
JTabopaTopi
cllta

IHaisa

O-p Peppi'c IHais
Tabopatopic Jltg
(BupoGHuuui Bigain

_7)

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3miHa yacToTu Ta/abo TepmiHiB NnogaHHA
perynsipHoO OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3mMiHa YacToTn Ta TepMiHy
NOAaHHS peryrsipHO OHOBITIOBAHOIO 3BiTy 3
6e3neku nikapcbkoro 3acoby: [itoua pegakuis:
Hata nogaHHsi PO3B (ocTaHHil 3reHepoBaHui
Ta noganun PO3B B YkpaiHi) — 27.12.2020 —
26.12.2022 p. KiHueBa gata Ans BKIOYEHHS
naHunx go PO3B — 26.12.2022 p.; QaTta nogaHHs
—26.03.2023 p. NMponoHoBaHa pepakuis:
Yacrota nogaHHa PO3B — 3 poku; KiHueBa gata
Ans BKMoYeHHsA aaHnx ao PO3b6 — 26.12.2025
p.; Qata nogaHHs — 26.03.2026 p.
PekomeHpgoBaHo A0 3aTBepOXEHHS BigNOBIAHO
[0 NepioAnYHOCTi NoAaHHS perynsipHo
OHOBIIOBaHWX 3BITIB 3 6e3Mnekn NikapcbKunx
3acobiB y €BponericbkoMmy Cotoai.

3a
peuerimom

UA/17270/01/04

123.

NIQOKAIH

PO34MH ANs iH'ekuin
2% no2wmnB
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepn abo no 20
GnicTtepiB y
KapTOHHIN ynakoBLi

3AT
dapmaresT
MYHUI 3aBOf,

EriC

YropwuHa

3AT
dPapmaueBTUYHUIA
3asopg ElNC

YropwuHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbkoro 3acoby (iHLUi 3MiHW) HE3HAYHI 3MiHK
B po3gaini «Cknag» MKA, 3 MeTolo npuBeaeHHs y
BiANOBIAHICTb 4O OpuriHanbHUX MaTtepianis

BUpOGHKKa, 3aTBepaxeHoro n.3.2.P.1.0nuc i

cknag 3.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPIKEHHS - 3MiHM | TUNY - 3MiHK 3 AIKOCTI.
["oToBMI nikapcbknii 3acib. KOHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTogax

BMNPOBYBaHHS roToBOro Nikapcbkoro 3acoby

(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BUNpobyBaHHs1) He3Ha4yHa 3MiHa B cneumdikauii

3a
peuenmom

UA/0655/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ta meTogi kKoHTporto 13 3a nokazHUKoM

«Onucy, sikuie BKNtovas B cebe paHille Takox
Tectn «3anax» Ta «Konip ko4oBOro Kinbus».
Tenep nokasHuku «Onucy, «3anax», «Konip

BBepgeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTiI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTogax

BMNPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby

(He3HauHa 3MiHa y 3aTBepoKeHUX MeTogax
BUNPOOYBaHHS) BHECEHHS HE3HAYHMX 3MiH B

cneumdikaito Ta meTod koHTpono 13 3a

noKasHuKOM «lgeHTudikauis (konboposa
peakuis)», a came BUry4YeHHs onucy
NpUroTyBaHHs peakTuBiB. BBeaeHHs 3MiH
NPOTArom 6-Ty MiCSILIB MiCNsi 3aTBEPOXKEHHS -
3minu | Tvny - 3miHu 3 skocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEeHNX MeTodax
BMNpoOyBaHHs) nepedopMynioBaHHSA BUMOT
cneundikauii M3 3a nokasHMkom
«lpeHTudikauisa (metog Y®)» 6e3 3miHu
KpUTEpito NPUAHATHOCTI. BignosigHe oHOBNEHHsS
3a3HauveHe i B MeToai KOHTponio. BBeaeHHs 3MiH
NPOTArom 6-Tu MicAILiB MiCNsi 3aTBEPOXEHHS -
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeTodax
BUNPOOYBaHHS1) BHECEHHS HE3HAYHMX 3MiH B
cneundikauito 113 3a nokasHmkoM «KinbkicHuiA

BMiCT (MeToA Y®)». B meToAi KOHTpOnto

OHOBMEHHS hOPMYnU AN po3paxyHKy BMICTY
[il0Y0I PEYOBUHMN 3 BUKOPUCTAHHAM 3HAYEHHSI
NUTOMOTO KoediLlieHTa NOrMMHAHHS.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepPAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeToaax
BUNPOBYyBaHHS) BHECEHHS pefakLUiiH1X 3MiH B

cneuudikauito ['N13 Ta B MeToa KOHTpOrHo 3a
nokasHukom «BwmicT xrmopugis» (Tutpumetpis). B
MeToZi KOHTPOIO A0AaHO NPUroTyBaHHS 25 %

PO34MHY a30THOI kKucnotu Ta 1 % po3unHy

KOQ0BOrO KiNbLsA» 0POPMIIEHI SIK OKpeMi TeCTW.

a30THOI KUCMOTH.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepMKEeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbknii 3acib. KOHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTogax

BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby

(He3HayHa 3MiHa y 3aTBepAKeHNX MeToaax

BMNPOOYBaHHS) BHECEHHS HE3HaYHMX 3MiH B

meTog KoHTporto 113 3a nokasHukom
«CynposigHi gomiwku (BEPX)». BBeaeHHs 3miH
NPOTArom 6-Tn MiCAILB MiCcnsi 3aTBEPXKEHHS -
3minn | Tvny - 3miHu 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax

BMNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBepOKEeHNX MeTodax

BUNPOBYBaHHS1) - BHECEHHS 3MiH B
cneuudikauito ['T13 Ta meToa KOHTpOrHO 3a
nokasHUkoM «3abapBrneHHs pO34nHY» 3 METOIO
rapmoHi3adii Bumor B YKpaiHi Ta kpaiHi

BupobHuika. BBegeHHst 3amiH npoTtarom 6-Tm
MicsaUiB nicnsa 3aTBEpAXEHHS - 3MiHu | Tuny -

3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAdax BMNPoOyBaHHSA roTOBOrO NikapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
mMeToAax BUNpobyBaHHA) BHECEHHS peAaKLiiHMX
3MiH B cneumdikauito M3 Ta MeToa KoHTponto
3a nokasHukoM «[l1po3opicTb». BBeAeHHS 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax

BMNpPoOYyBaHHs rOTOBOrO NiKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBEpOKEHNX MeToAax
BMNPOOYBaHHSA) BHECEHHSA peAaKLiiHNX 3MiH B

cneuudikauito ['T13 Ta meToa KOHTpOrHO 3a

nokasHukom «KuncnotHicTb (pH)».

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTofax

BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBEpOKEHUX MeToAax
BMNPOBYBaHHSA) BHECEHHS peAaKLiHNX 3MiH B

cneuudikauito 113 Ta meToa KOHTpOrHO 3a

nokasHukoMm «O6’eM, L0 BUTATrAETbCA».

BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPKEHHS. - 3MiHM | TNy - 3MiHK 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTofax

BMNPOOyBaHHS rOTOBOTO NiKapCbKoro 3acoby
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Ymosu Peknam
aidnycky y8aHHsT*

Ne Hasea
n/n JNlikapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK Kpaina

3asieHUKa

Bupo6Huk KpaiHa

PeecmpauyitiHa npoyedypa
eUpPOb6HUKa

Homep
peecmpauiliHo2o
noceid4yeHHs1

124.

(He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BMNPOOYBaHHS) BHECEHHS peAaKLiH1X 3MiH B
cneungikauito N3 Ta MeToa KOHTPOSIO 3a
NOKa3HUKOM «MeXaHidHi BKITHOYEHHS».
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS - 3MiHM | TUNY - 3MiHK 3 AKOCTiI.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meToax
BMNPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeToaax
BMNPOOYBaHHS) peAakLiiiHi 3MiHM B cneumdikauii
113 3a nokasHunkom «CTepunbHiCTb». BBegeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBepMKEeHHA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEeHNX MeTodax
BUNpobyBaHHs) peaakuiiHi 3MiHu B cneuudikauii
N3 3a nokasHukoM «bakTepianbHi
€HOOTOKCUHUY.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHSI

125.

JIONEPAMIA

JIONEPAMIA

Tabnetku no 0,002 r
in bulk: no 5000
Tabnetok y
KOHTerHepax

MpuBaTHe
akuioHepHe
TOBapuCTBO

"TNekxim -

Xapkis"

Ykpaina

MpuBaTHe
aKuioHepHe
TOBapUCTBO "Jlekxim
- Xapki"

Ykpaina

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkinn dapmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUny4YeHHs ceptudikara
BignoBigHocCTi EBponenchkii hapmakonei: ans
ADI; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
OHoBneHWn cepTudikaT Bif yxe 3aTBepaKeHOro
BMpOGHUWKa. MNogaHHst oHoBNEHOro cepTudikata
BiAnoBigHOCTI €Bponencoki papmakonei Ne
CEP 2013-333 - Rev 03 (3atBepaxeHo: R1-CEP
2013-333 - Rev 02) ana A®l nonepamigy
rigpoxnopuay Big 3aTBepa)XeHoro BUpobHuka
Vasudha Pharma Chem Limited, IHgis.

UA/2981/01/01

Tabnetku no 0,002 r;
no 10 TabneTtoky
6nicTepi; no 1 abo 2,
abo 50, abo 100
OnicTepiB y nayui 3
KapToOHYy

MpuBaTHe
akuioHepHe
TOBapuCTBO
"Nekxim -
Xapki"

YkpaiHa

MpuaTHe
akuioHepHe
TOBapuUCTBO "lekxim
- XapkiB", YkpaiHa;
MpAT "TexHornor",

YkpaiHa

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponeiicbkint apmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro

bes
peuenma —
Ne 10, Ne
20.
3a
peuenmom —
Ne 500, Ne
1000

marTepiany/peareHTy/npoMiXkHOTO NPOAYKTY, Lo

UA/6919/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BMKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; ang
[OMNOMIKHOI peqoBuHU (cepTudikar
BignoBigHoCTi €Bponencokii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHoro
BMpPOGHWKa. MNogaHHst OHOBMNEHOro cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei Ne
CEP 2013-333 - Rev 03 (3atBepaxeHo: R1-CEP
2013-333 - Rev 02) ana A®l nonepamigy
rigpoxnopuay Big 3aTBepa)XeHoro BUpobHuka
Vasudha Pharma Chem Limited, IHgjs.
126.| NOMNEPAMIOY MOPOLLIOK MpuBaTHe Ykpaina Bacyaxa ®apma IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - UA/12518/01/01
riAPOXNOPUAO | (cybcTaHuis)y akuioHepHe Xewm JimiTen 3miHu | TUny - 3miHu 3 akocTi. CepTudikat
NnoABINHMX NakeTax 3 | TOBapUCTBO BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
nonieTunexy ans “Ilekxim — €sponevicbkin dapmakonei/moHorpadii.
thapmaueBTUYHOroO Xapkis” MogaHHA HoBoro abo oHoBReHoro cepTudikara
3acToCyBaHHS BignoBigHOCTi abo BUny4eHHs cepTudikata
BigNOBIQHOCTI €BponeWchkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Yy BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT
BignoBigHocTi €Bponencokii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BUpPOGHMKa - MNogaHHS OHOBMNEHOro cepTudikaTa
BignoBigHocTi €Bponeiickkin hapmakonei Ne
CEP 2013-333 - Rev 03 (3atBepaxeHo: CEP
2013-333 - Rev 02). Ak Hacnigok 3miHa
METOAMKM BU3HAYEHHS 3aMULLKOBUX PO3YMHHUKIB
BianosigHo CEP.
127.| NOPICTA® HD TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMUTBO "in CnoseHisi/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/6454/01/02
NniBKOBOKO HoBo mecto bulk", nepBuHHe Ta Kutan 3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUIA peuenmom
obornoHkoto, 100 BTOPUHHE nikapcbkuii 3aci6. 3mMiHM y BUPOBHULUTBI. 3MiHW y
mr/25 mr; no 10 nakyBaHHS, npoLeci BUpOBGHMLTBA rOTOBOrO NikapCbKoro
TabneTok y 6nictepi; KOHTPOIb Ta BUMYCK 3acoby, BKMHOYA4YM NPOMIDKHUIA NPOAYKT, L0
no 3, abo no 6, abo cepii: 3aCTOCOBYETHLCS NMPU BUPOOHULTBI FOTOBOrO
no 9 Gnictepis y KPKA, a.a., Hoso nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
KapTOHHiIl kopobuyj; MecTo, CrnoBeHis; BMPOGHMLTBA) HE3HAYHI 3MiHW Y NpOLIECi
no 14 tabnetoky KOHTpOrb cepii: BMpobHMUTBa J13, a came KopuryBaHHS
6nicTepi, no 1, abo KPKA, a.a., Hoso napameTpiB 3MilLlyBaHHS KOMMNPECIAHOI CyMiLLi
no 2, abo no 4, abo MecTo, CrnoBeHis; Ta CyxOoro rpaHynsaTy (4ac Ta WBMAKICTb
no 6, abo no 7 BMPOBHMLTBO «in obepTaHHs).
GnicTtepiB y bulk»:
KapTOHHI kopobui Hinr6o MeHoBo
TiaHkaHr
dapmacbioTukanc
Ko., Ita., Kutan;
KOHTpOrb cepii:
INNabena pg.0.0.,
CnoBeHis
128.| MEOOBIOTUH Tabnetku no 2,5 mr TOB "MIBE YkpaiHa Bupo6HuK, HimeyunHa BHECEHHS 3MiH O peeCcTpaLiHMX maTepianis: 6e3 UA/2432/01/01
® no 10 TabneTok y YKPAIHA" BignoBiganbHWin 3a 3MmiHu | TMny - 3miHn wopo peuyenma
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
6nictepi; no 3 abo 6 BUPOBHMLTBO 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay
6nictepiB y HeposdacoBaHoro (iHWi 3MiHKM) 3MiHN BHECEHI B TEKCT MapKyBaHHS
KapTOHHiIN kopobui NpoayKTy, NEPBUHHE BTOPWHHOI YNaKoBKM LLOAO AOAaBaHHS
Ta BTOpPWHHE iHdpopMmaLii cTocoBHO noroTuny BUpoBHUKa.
nakyBaHHs:
mi6e Mm6X
ApuHanmiTTEND,
HimeuuunHa;
Bupo6HuK,
BigNOBiganbHUNM 3a
BUMNYCK cepil,
BKIOYA0O4N
KOHTpOrnb/BUNpobyB
aHHSA cepii:
AHTOH Xto6Hep
M6X & Ko. KT,
HimeuunHa
abo
Mi6e Mm6X
ApuHanimiTTenb,
HimeyunHa
129.| MEAOPON TabneTtku no 16 mr; Mdparizep CWA Mdpanizep ITanis ITanis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/2047/02/02
no 10 TabneTtoky IHK. C.p.n. 3minm Il Tuny - 3milm wopo peuenmom | nidnszae
6nictepi, no 5 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
GnicTtepiB y 3MiHU y KOPOTKili XapakTepucTuLi nikapcbKoro
KapTOHHIN kopobui 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
LaHMMW 3 SIKOCTI, AOKMIHIMHUMU, KMiHIYHUMK
AaHVMK Ta AaHvMK 3 dapmakoHarnsagy. 3miHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ginis
"OcobnuBocTi 3acTocyBaHHA" Ta "MoGivHI
peakuii” BignoBsigHo Ao maTtepianis
peecTpaLiiHOro 4ocke, a TakoX A0 po3Ainy
"MobiyHi peakuii" BHeceHo iHpopmaLiito npo
HeobXigHICTb NOBIZOMNSATY NPO yCi BUNaaku
nigo3proBaHmx NobivHMX peakLii Ta BiACYTHOCTI
edeKTUBHOCTI fikapcbkoro 3acoby. BBeaeHHs
3MiH NpoTSArom 9-Tu MicsiliB nicns
3aTBEPOKEHHS.
130.| MEAPON TabneTku no 32 mr; Mdpbanszep CLUA Mdpanzep Itanis ITanisa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/2047/02/03
no 10 TabneTok y IHK. C.p.n. 3minm Il Tuny - 3miHn wopo peuenmom | nidnsizae
GnicTepi; no 2 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
Gnictepny 3MiHU y KOPOTKili XapakTepucTuL, NikapCbKoro
KapTOHHIl kopobui 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, AOKNIHIYHUMMN, KNiHIYHUMKN
AaHVMU Ta AaHuMK 3 dhapmakoHarnsgy. 3miHv
BHECEHO [0 iHCTPYKLUii AN MegnyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs" Ta "MobiyHi
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

peakuii" BignoBigHo 4o maTtepianis
peecTpaLinHOro AOCbE, a TaKoX A0 po3ainy
"Mo6ivHi peakuii" BHeceHo iHhopMalLiito Npo
HeobXigHICTb NOBIZOMNSATY NPO yCi BUNaaku
nigo3sproBaHmx NobivHMX peakLiii Ta BiACYTHOCTI
edeKTUBHOCTI nikapcbkoro 3acoby. BBeaeHHs
3MiH NpoTArom 9-Tu MicsiLiB nicns
3aTBEPAKEHHS.

131.

MEQPON

TabneTku no 4 wmr;
no 30 TabneTok y
dnakoHi; no 1
dnakoHy y
KapTOHHiI kopooLi

MNdpanzep
IHK.

CLA

Mdpansep Itanis
C.p.n.

ITanis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minm Il Tuny - 3miln wopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeAMNYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHMMW 3 SKOCTI, AOKMIHIMHUMU, KNMiHIYHUMK
AaHVMK Ta AaHvMu 3 dhapmakoHarnsagy. 3miHm
BHECEHO A0 IHCTPYKUIii ANA MEANYHOro
3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHA" Ta "MobiyHi
peakuii" BignoBigHO Jo maTepianis
peecTpaLiiHOro 4oCke, a TakoX A0 po3Ainy
"Mo6ivHi peakuii" BHeCceHo iHdhopMalLiito Npo
HeobXigHICTb NOBIAOMNSATY NPO YCi BUNaakn
nigo3proBaHmx NobivHMX peakuii Ta BiACYTHOCTI
edeKTUBHOCTI nikapcbkoro 3acoby. BBeaeHHs
3MiH NpOoTArom 9-Tn MicsiLiB nicnsi
3aTBEPOKEHHS.

3a
peuyerimom

He
nidnsieae

UA/2047/02/01

132.

METANI3E®

niocpinizat ans
PO34MHy AN iH'eKuin
no 10 000 Of (50
mr); 1 cprakoH 3
nioginizatom Ta 1
wnpuy 3
po34rHHMKOM o 10
mn (Boga ons
iH’eKUIN) y KOMMNeKTi
3i cTepunbHUM
nepexigHum
NpUCTPOEM Ans
dnakoHa y
KapTOHHiIl kopobuyi

BepiHrep
IHrenbxanm
IHTepHeLHn

m6X

HimeuumnH
a

BepiHrep
IHrenbxanm ®apma
Mm6X i Ko. KI

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb JOMNOMiXHUX
peyoBuWH. 3amiHa Axepena ogepXaHHs
[OMOMDKHOI peqoBUHM abo peakTuBy, O
CTaHOBUTb pU3uK nepedadi 36yaHukiB ME (iHwi
3MiHM) - OHOBNEHHSA peecTpaLiiHMX maTepianis,
a came 3a3HayeHHs! KpaiH NOXOMKEHHS
TBapWHHOI cMpoBUHK Primatone (rigponizoBaHuii
MenToH), L0 BUKOPUCTOBYETLCS Y NPOLECI
BMPOGHMLTBA [it040i pevoBHU. Y
3anponoHoBaHUX MaTepianax AeTanbHoO BKa3aHo
KpaiHW MOXOAXXEHHS KOXHOro KOMMOHEHTa
TBapWHHOIO NOXOMPKEHHS. YCi KpaiHu
NOXOMPKEHHS yxe 6ynn BnpoBamkeHi Ta
3a3HaveHi y BHYTPILLHIN AoKyMeHTaUil, ane
NMOMMIKOBO He Bynu BKMIOYEHi 4O peecTpaLinHoi
AokyMeHTauji. >KogHux HoBUX KpaiH
NOXOMXEeHHS cupoBuHK Primatone
(rigponisoBaHuUiA NENTOH) HE NMPOMOHYETLCS
[0o0[aBaTy Ta BNpOBaZKyBaTh Y BUPOOHULITBO. -
3MmiHu | TUNYy - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiicbkit apmakonei/MmoHorpadii.

3a
peuenmom

UA/8168/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

MogaHHA HoBoOro abo oHoBneHoro cepTudikara
BiANoBigHOCTI abo BUnyYeHHsi cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ang
nonomixHoi pevosuHu (ME-cepTudikat
BiANOBIgHOCTI €Bponewnchbkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo JONOMiIXKHOI pevoBUHN) -
OHoBneHnn cepTudikar Bif BXe 3aTBEPAKEHOrO
BUpoGHMKa - OHOBMEHHNA cepTudikarta
BiNOBIgHOCTI €BponeWchkin hapmakonei ans
cuposuHu Primatone HS ta Primatone HS/UF
"3anponoHoBaHo: R1-CEP 2000-302-Rev-03;
3atBepakeHo: R1-CEP 2000-302-Rev-02" nuwe
wogo Primatone HS, Big 3aTBepaxeHoro
BupobHmka KERRY BIO-SCIENCE Norwich US.
HoBa Bepcis CEP He BnnuBae Ha CMPOBUHY
Primatone HS/UF, 110 BUKOPUCTOBYETLCSA Y
BUPOBHMUTBI J13, OCKiNbKM KOMMOHEHTH
TBapWHHOTO NOXOMKEHHS ANS HEel 3anuLarTbCst
HE3MiIHHUMMW.

133.

METACMPEU®

cnpen HasanbHWUN,
nosoBaHun, 50
Mkr/gody no 10 r (60
f[o3) abo 18 r (140
A03) y
nonieTuneHoBomMy
dnakoHi 3 HacocoM-
[03aTopoM Ta
Hacafkoto-
pO3MuoBaYeM i3
3aXUCHUM
KOBMa4kom, no 1
dnakoHy B
KapTOHHIN nayui

TOB
"BAJTAPTIH
DAPMA"

Ykpaina

TOB "Mikpodpapm"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
NEepPBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
3acoby (iHwi 3MiHK) oHoBNeHHSA p. 3.2.P.7.
CucTtemMa KoHTelnHep/3akynoptoBarnbHuii 3acib, a
came BUNyYeHHs Ha3B NocTadanbHUKIB
KOMMOHEHTIB MEPBMHHOIO MaKyBaHHS,
BUMPaBEHHS Pi3HOUUTaHb LLOAO AOBXUHN
CUOHHOI TPYOKM MO TEKCTY po3ainy (npasinbHe
3HaYeHHS: ANS 3aKynoproBaHHs bnakoHiB
HOMiHanbHO MicTKicTio 10 M - AOBXMHA
cndoHHOI Tpy6kM 22,0+1,0 MMm; ans
3aKynoploBaHHSA (hNakoHiB HOMiHANbHOK
micTkicTio 20 Mn - AOBXMHA CUDOHHOIT TPYOKM
24,0+1,0 mm) BignosigHO A0 HaAaHWX
[OKYMEHTIB BUPOOHWMKa. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX NepBUHHOI YMaKoBKW FOTOBOTO NikapCbKOro
3acoby (iHLUi 3MiHW) - BHECEHHS! 3MiH [0 p.
3.2.P.7. Cuctema KOHTeiHep/3aKyrnopoBanbHUin
3acib, a came 3miHa B cneumdikalii Ta meTogax
KOHTPO0 NEPBMHHOIO MNakyBaHHS (cbnakoHa) 3a
noka3Hukom «MikpobionoriyHa yuctotay, a came
NPOMNOHYETHCS 3a3HAYEHHS KpUTEpIto

3a
peuerimom

UA/19139/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NPUAHATHOCTI: 3aranbHe YMCro aepobHMX
mikpoopraHiamis (TAMC) — 10 KYO/dnakoh;
3aranbHe 4Y1cno ApiKMKOBKUX Ta NriceHeBMX
rpubis (TYMC) — 5 KYO/dpnakoH, ans Bcix
KOMMOHEHTIB NaKyBasbHWX MaTepianis.
134.| METOTPEKCAT | Tabnetku no 2,5 mr, EBEBE ABCTpis BUWMNYCK cepil: AscTpis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTtepianis: 3a UA/0513/01/01
"EBEBE" no 10 TabneTok y dapma EBEBE ®apma Himeuunna 3Mminu | TUnY - 3miHn wopo peuenmom
6nictepi; no 5 abo lec.m.6.X. lec.m.6.X. Hdpr. KT, 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
10 6nictepiB y Hapr. KI ABCTpist; BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHux
KapTOHHiI kopooLi BUWMNYCK cepil: npo cuctemy dapmakoHarnsgy (BBegeHHs
Cantotac ®apma y3aranbHeHUX AaHux npo cuctemy
'm6X, HimeuunHa; dapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
BUPOBHMUTBO in BiAMNOBiganNbHOI 3a 34INCHEHHSs
bulk, ynakoBka, dapmakoHarnagy; KOHTakTHoi ocobu 3
TECTyBaHHs: hapmakoHarnsigy 3asiBHUKa Ans 34ilNCHEHHS
[aynt ®apma dapmakoHarnagy B YkpaiHi, Ko BoHa
Awmaper 'm6X, BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
HimeyuunHa BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
(BKHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MiLLieHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
ocobu 3asBHKKa, BianosiganbHOI 3a
bapmakoHarnsg.
[itoua pegakuis: Mabpiena Gabriele Hecker-
Barth / Xekep-baps. - [MponoHoBaHa pegakLis:
Juergen Maares / OpreH Maapec.
3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI 0cobu
3asBHWMKa, BignosiganeHoi 3a hapmakoHarnsag. -
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi. -
[Hitoua pepakuisi: Opnos B'sayecnas BiktopoBuy.
MponoHoBaHa pepakuisa: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoi 3a
dapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy
135.| METOTPEKCAT | Tabnetku no 5 wr, EBEBE ABCTpis BUNYCK cepii: ABcTpis/ BHECEHHS1 3MiH 4O peecTpauiHMX maTepianis: 3a UA/0513/01/02
"EBEBE" no 10 TabneTtoky dPapma EBEBE ®apma HimeuunHa 3miHu | TUNYy - 3miHn Wwopo peuernmom
6nicTtepi, no 2 abo 5 lec.m.6.X. lec.m.6.X. Hopr. KT, 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
GnicTtepiB y Hopr. KI ABCTpiSt; BBeneHHs abo 3miHM [0 y3aranbHEHWX OaHUX
KapTOHHiIN kopobui BUWMYCK Cepil: npo cuctemy dapmakoHarnsgy (BBegeHHs
Cantotac dapma y3aranbHeHUX AaHux Npo cUctemy
'm6X, HimeuunHa; dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi ocobu,
BUPOBHMUTBO in BiANOBiAanNbHOI 3a 3AiNCHEHHS
bulk, ynakoBka, (hapmakoHarnsigy; KOHTakTHoi ocobu 3
TECTYBaHHs: (hapmakoHarnsigy 3asiBHUKa Ans 30iNCHEHHS
[aynt ®apma dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
Awmaper 'M6X, BigMiHHa Bif] ynoBHOBaXeHOi ocobu,
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Himeyumna

BigMOBiAanbHOI 3a 3ailcHeHHs hbapmakoHarnsay
(BKINOYaOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
pPO3MiLLeHHi MmacTep-aina cuctemm
dapmakoHarnsay) - 3MiHa yNnoBHOBaXXeHO|
ocobu 3asiBHMKa, BignosiganbHoi 3a
tbapmakoHarnag,.

[itoua pegakuis: Mabpiena Gabriele Hecker-
Barth / Xekep-bapas. - [ponoHoBaHa pegakuis:
Juergen Maares / FOpreH Maapec.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXeEHOI 0cobu
3asBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsg. -
3MiHa KOHTaKTHOI 0CO0M 3asiBHUKA,
BignoBiganbHOI 3a hapmMakoHarnag B YKpaiHi. -
[Hitoya pepakuis: Opnos B'ayecnas Biktoposuy.
MponoHoBaHa peaakuis: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
KOHTAKTHOI 0cOobM 3asiBHUKA, BiANOBiAanbHOI 3a
dapmakoHarnag B YkpaiHi. 3MiHa
MiCLie3HaXoQKEHHA MacTep-ganna cuctemm
bapmakoHarnsgy Ta noro Homepa. 3MiHa micus
30iMCHEeHHS OCHOBHOI AisiNbHOCTI 3
capmakoHarnagy

136.

METOTPEKCAT
"EBEBE"

Tabnetku no 10 mr
no 10 TabneTok y
6nictepi, no 1 abo
no 5 Gnictepis y
KapTOHHiI kopobui

EBEBE
dapma
[ec.m.6.X.
Hdpr. KI

ABcTpis

BWMYCK Cepil:
EBEBE ®apma
lec.m.6.X. Hdpr. KT,
ABCTpiSt;
BUNYCK cepii:
Cantotac Papma
'm6X, HimevuuHa;
BMPOGHMLTBO in
bulk, ynakoska,
TECTYyBaHHS:
[aynT ®apma
Amaper 'M6X,
HimeuunHa

AscTpis/
HimevuunHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | TUNYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHUX
npo cuctemy papmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHux Npo cUCTemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXKeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YKpaiHi, Ko BoHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thaina cuctemu
capmakoHarnsgy) - 3MmiHa ynoBHOBaXEHO|
ocobu 3asBHKKa, BianosiaanbHOI 3a
capmakoHarnsg.

[itoua pepakuis: Mabpiena Gabriele Hecker-
Barth / Xekep-Baps. - [NponoHoBaHa peaakLis:
Juergen Maares / FOpreH Maapec.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu
3asBHuMKa, BignosiganbHoi 3a hapmakoHarnsag. -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnag B YKpaiHi. -
[Hitoua penakuisi: Opnos B'suecnas BiktopoBuu.
MponoHoBaHa pepakuis: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAaHUX
KOHTaKTHOI 0cobu 3asBHUKA, BianoBiaansHoi 3a

3a
peuerimom

UA/0513/01/03
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapmakoHarnag B YkpaiHi. 3miHa
MicLe3Haxo4KeHHs macTep-aiina cucremu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
137.| MUPO®YPUN kancynu no 200 mr ToBapucTBO YkpaiHa ABC ®apmayeyTivi ITanis BHECEHHS1 3MiH JO peecTpaLinHMX maTepianis: 3a UA/17351/02/01
no 5 kancyny 3 C.nA. TexHiyHa nomunka (3rigHo Hakasy MO3 Big peuenmom
6nictepi; no 2 abo obmexeHo 23.07.2015 Ne 460) - BunpaBneHHst TEXHIYHOT
no 3 6nictepu y Bignosiganb nomunkw, 3rigHo n.2.4. posainy VI Hakasy MO3
KapTOHHiI kopooLi HiCTIO Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
"POKET- Hakady MOS3 Ykpainu Big 23.07.2015 p Ne 460) —
OAPM" BunpaBneHHs TEXHIYHOI MOMUIIKK, NOB’sI3aHO 3
HeBIOMOBIAHICTIO (PI3HOYUTAHHS) B MEXax
0[HOr0 AOKYMEHTa, AONYLIEHHS MOMUIIKA B
cneundgikauii M3 3a nokasHMkom
«MikpobionoriyHa unctoTa», a came: HeBipHO
3a3Ha4YeHo KpUTepii MPUAHATHOCTI. - 3a3HayeHe
BUMpaBMeHHs BignNoBigae apxiBHUM maTepianam
peecTpauinHoro Jocbe
138.| MUPLEEPA® PO34uH ANs iH eKuin TOB «Pouw Ykpaina BupobHuuTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/16434/01/01
no 50 mkr/0,3 mn; 1 YkpaiHa» Hepo3dgacoBaHoI LLisenuapis 3miHu | TUNY - 3miHun Wwopo peuenmom nionsizae
nonepeaHLo npoaykKLii, NnepBuHHe 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
HamnoBHEHWI LLNPULY nakyBaHHs, (iHLWi 3MiHW) - 3MiHK BHECEHO A0 IHCTPYKUii ANs
pa3oM 3 ronkow Ans BTOPUHHE MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
iH' €KL Y KApPTOHHIW nakyBaHHS, 0o posginie "OcobnuBocTi 3acTocyBaHHA",
ynakoBLi BUNpobyBaHHs "Cnocib 3actocyBaHHA Ta go3un", "TobiyHi
KOHTPONHO sIKOCTi (3a peakuii" BignosigHo oo pekomeHaauii PRAC.
BUHATKOM BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
BUNPOOYBaHHSI 3aTBEPKEHHS.
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOUMTEMIYHIN
Muwi" ans
[OCNIAKEeHHN
cTabinbHocTi),
BMNyckK cepii: Poww
LiarHocTuke MM6X,
HimeuuuHa;
BvnpobysaHHs
KOHTPOMIO SIKOCTi
aKTMBHOCTI Ans
BM3HAYeHHS (TinbKkn
BUNPOBYBaHHSI
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
MuLi" ans
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

[OCNIAKEeHH:A
cTabinbHOCTI):
Bioeccei-Jlabop
crop Gionoriwe
Ananitik F'm6X,
Hime4vuuHa;
BupobHuLTBO
Hepo3dacoBaHoi
npoaykKLuii, nepBuHHe
nakyBaHHs,
BMNPOOYBaHHS
KOHTPONHO SIKOCTi (32
BUHATKOM
BUNpobyBaHHs
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
Muwi" ans
[OCNIOKEeHH:
cTabinbHoCTi:
®.XodpdpmaHH-T4
Pow ITa,
LLiBenyapis

139.

MWUPLIEPA®

PO34MH ONs iH eKuin
no 75 mkr/0,3 mn; 1
nonepegHLo
HaMOBHEHWN LUNPUL,
pa3oM 3 ronkow Ans
iH’E€KLiN Y KapTOHHIW
ynakoBuUj

TOB «Polu
YkpaiHa»

YkpaiHa

BupobHuuTBO
Hepo3adacoBaHol
npoaykuii, nepBuHHe
nakyBaHHsi,
BTOPWHHE
nakyBaHHs,
BUNpobyBaHHs
KOHTPOIO AKOCTI (32
BUHATKOM
BUNpobyBaHHs
MeToA0M
6ionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOUMTEMIYHIN
muwi" gns
[OCNIAKEHHS
cTabinbHocTi),
BMMYyCK cepii: Poww
OiarHocTuke MvbX,
HimeuuunHa;
BunpobyBaHHs
KOHTPOIO AKOCTi
aKTMBHOCTI Ans
BM3HAYeHHs (Tinbkn
BUNpoByBaHHsI

Himevuunna/
LLiseniuapis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MmiHu | TUNY - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHW) - 3MiHW BHECEHO [0 IHCTPYKUiT ANns
MELNYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby
o po3ginis "OcobnumBocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHsi Ta fo3n", "ToGiyHi
peakuii" BignosigHo oo pekomeHaauii PRAC.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPOKEHHSI.

3a
peuenmom

He
nidnsieae

UA/16434/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
muwi" gns
[OCNIaKEeHH:A
cTabinbHOCTI):
Bioeccei-Jlabop
crop Gionoriwe
Ananitik F'm6X,
HimeuumnHa;
Bupo6HMLTBO
Hepo3dacoBaHoi
npoayKuii, nepBuHHe
nakyBaHHs,
BUNpobyBaHHs
KOHTPONHO SIKOCTi (32
BUHSITKOM
BUNpobyBaHHs
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
Muwi" ans
[OCNIAKEeHH:
cTabinbHoCTi:
®.XodpdpmaHH-T4
Pow ITa,
Llisevuapis
140.| MIONPUOUH® Tabnetku no 4 wmr; TOB "MIBE YkpaiHa Mmibe MmbX HimeyunHa BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a UA/19477/01/01
no 10 TabneTok y YKPATHA" ApuHanmiTTens 3Mminu | TUNYy - 3miHun Wwopo peuenmom
6nicTepi; no 2 abo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
no 5 Gnictepis y (iHLWi 3MiHW). 3MiHM BHECEHI B TEKCT MapKyBaHHS
navuj ynakoBKM LLIOA0 AofaBaHHs iHpopmaii
CTOCOBHO J1OroTuny BUPOBHMKa.
141.| MOKCONPEC TabneTkn, BKpUTI My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a UA/18998/01/01
NniBkOBOIO akuioHepHe akuioHepHe 3miHu | TUny - 3miHu 3 akocTi. CepTudikat peuenmom
obornoHkoto, no 0,2 TOBapuCTBO TOBapuUCTBO BignosigHocTi/lE-cepTudikat BignosigHoCTi
mr, no 10 TabneTok "HaykoBo- "HaykoBo- €Bponewckkin hapmakonei/MoHorpadii.
y 6nicTepi, no 3 BUPOGHWYMIA BMPOGHWYMIA LEHTP MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
Gnictepu B nayui LeHTp "BopLuariscbkui BignoBigHOCTi abo BUny4eHHsi cepTudikata
"BopLuariscb XiMiko- BignoBigHOCTI €BponeWichkin hapmakonei: ons
KU XiMiKO- apmaLeBTUYHUA A®I; ansa BuxigHoro
dapmaueBT 3aBog" matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, L0
VNYHWN BMKOPWCTOBYIOTBECS Y BUPOOHMLTBI APIl; ans
3aBog" [OMNOMiXHOT peqoBUHU (cepTudikat
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBReHn cepTudikat Bif, y>ke 3aTBEpAXEHOro
BUpOGHKKa - MogaHHa oHoBNEHOro cepTudikaTta
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BignoBigHocTi €Bponevickkin hapmakonei Ne
CEP 2013-175 - Rev 03 (3atBepaxeHo: R1-CEP
2013-175 - Rev 03) ana A®| mokcoHiauHy Bia
3aTBepakeHoro BupobHuka NEULAND
LABORATORIES LIMITED, IHgisi.

142.

MOKCOINPEC

TabneTku, BKpUTI
NniBKOBOIO
obonoHkoto, no 0,4
mr no 10 TabneTtok y
6nictepi, no 3
Gnictepu B nayui

My6niyHe
akuioHepHe
TOBapucCTBO

"HaykoBo-
BUPOBHMYMI

LEeHTp
"BopLuariscb
KW XiMiKO-
hapmaueBT
NYHUI
3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapuUCTBO

"HaykoBo-

BMPOGHWYMIA LEHTP
"BopLuariBcbkni
XiMiko-
hapmaLeBTUYHNIA
3aBof"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis:
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€Bponeickkin thapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BianosigHocTi abo BMNyYeHHs1 cepTudikaTta
BignoBigHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMOMiXHOT peqoBuHU (cepTudikat
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHWn cepTudikaT Bif yxe 3aTBepaXeHOro
BUpPOGHMKA - MNogaHHS OHOBMNEHOro cepTudikaTa
BiAnoBigHOCTI €Bponencokin dapmakonei Ne
CEP 2013-175 - Rev 03 (3atBepaxeHo: R1-CEP
2013-175 - Rev 03) ana A®| mokcoHiauHy Bia
3aTBepakeHoro BupobHuka NEULAND
LABORATORIES LIMITED, IHgisi.

3a
peuenmom

UA/18998/01/02

143.

MOP®OIJIHIEB
A Clllb
TIA3OTHOI
KUCNoTHu

KpucTanivyHmn
MOPOLLIOK
(cybcTaHuis) y
nonieTuneHomy
MiLLKY Ans
dapmaLeBTUHHOrO
3aCTOCYBaHHS

ToBapucTBo
3
obGMexeHo
BianoBiganb
HiCTIO
"GAPMXIM"

Ykpaina

ToBapwucTtBo 3
obmexeHo
BignoBiganbHIiCTIO
"OAPMXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | TUny - 3miHm 3 akocTi. API.
CrabinbHicTb. 3mMiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHa abo ymos
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBepAKeHOMY Aocbe cepTudikaTa
BiZNOBIgHOCTI €Bponenchkin hapmakonei, Lo
BKIIOMAE nepiof NOBTOPHOro BUNPOoGyBaHHSA)
(nepiog noBTOpHOrO BUNPOBYyBaHHs/Nepioa,
36epiraHHs) - 36inblueHHs abo BBEAEHHS
nepiofy NOBTOPHOro BMNpobyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB 4OCNiAXeHb Yy
peanbHOMYy Yaci - 36inblUEeHHS TEPMiHY
npuaaTHOCTI, Y 3B'A3KY 3 OTPUMaHMMUN SaHUMU
JocnigpkeHHs y peanbHoOMY Yvaci. [itova
pepakuis: TEPMIH NPUOATHOCTI 2 poku.
MponoHoBaHa pepakuisi: TEPMIH
MPUOATHOCTI 4 poku

UA/18765/01/01

144.

HANBAKCOH

PO34MH Ans iH'ekuin,
10 mr/mn; no 1 mn B
amnyni; no 10 amnyn
y nayi 3 KapTOHY

MPAT
"OITOPAPM

YkpaiHa

MioHrmyH Papm.
Ko., N1A.

Pecny6bnika
Kopes

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MiHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuL, NikapCbKOro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeANYHOrOo 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/GionogibHMxX NikapcbKunx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye

3a
peuenmom

He
nionsieae

UA/15502/01/01
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Ymosu

Peknam

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

aidnycky

yeaHHs*

peecmpauiliHo2o
noceid4yeHHs1

HaflaHHS XOAHUX HOBWX OOAATKOBUX AaHMX).
3MiHM BHECEHO A0 IHCTPYKUIT ANS MeanYHOro
3acToCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"dapmakonoriyHi BnactmsocTi", "lNokasaHHA"
(peparyBaHHs), "lpoTunokasaHHs", "B3aemogis
3 iHWKMMK NiKapcbknMn 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofgyBaHHs rpyaar”, "3aaTHicTe BNNMBaTh Ha
LIBMAKICTb peakuii Mpy KepyBaHHi
aBTOTPaAHCMNOPTOM abo iHWKMMK MexaHi3mamm",
"Cnoci6 3acTtocyBaHHs Ta go3u", "Oitn"
(peparyBaHHs1), "lNepeno3yBaHHs", "MMoGiYHI
peakuii” 3rigHo 3 iHbopmaLi€eto LWogo MeANYHOro
3aCTOCyBaHHsi pehepeHTHOro nikapCcbKoro
3acoby (NUBAIN®, 10 mg/ml solution for
injection). BBeaeHHs 3amiH npotarom 6-Tn micauis
nicns 3aTBepAXKEHHs!

UA/14739/01/01

145.

HEO®EH
BENYMNoO
nntoc

renb, 50 mr/r; no 15
rabto 50r, abo 100 r
y Ty6i; no 1 Ty6i B
KapTOHHIN navui

Benyno,
nikn Ta
KOCMeTuKa,
a.n.

XopsarTisa

Benyno, nikv Ta
KOCMeTuKa, 4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | Tvny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX gaHux
npo cuctemy dapmakoHarnagy (BBe4eHHs
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnsgy, 3MiHa ynoBHoBaxeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 3AiIMCHEHHSA dhapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thaina cuctemu
papmakoHarnsigy) - 3MiHa KOHTaKTHUX AaHnX
yMOBHOBaXeHOI 0cobyu 3asBHMKa,
BignoBiganbHoi 3a hapmakoHarnsag. - 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
capmakoHarnsgy. - 3MiHa Micus 3A4iINCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.

6e3
peuenma

6e3

nidnsieae

UA/14740/01/01

146.

HEO®EH
BENYMNoO
®OPTE

TabneTku, BKPUTI
NniBKOBOIO
o6GornoHkoto, no 400
mr; no 10 TabneTok
y 6nictepi; no 1
Gnictepy y
KapTOHHIN nayui

Benyno,
nikn Ta
KOCMETUKa,
a.a.

XopsarTis

Benyno, nikv Ta
KOCMeTuKa, 4.4.

Xopsaris

BHECEHHS1 3MiH O peecTpauinHMX maTtepianis:
3MinHn | TMny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeaMYHOro 3acToCyBaHHs Ha niacTasi
perynsipHO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEOEHMX

Bi4NOBIgHO 40 NfaHy negiaTpuyHMX gocnigXeHb

peuenma
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

(PIP) (iHwi 3miHM) 3MiHV BHECEHO A0 iHCTPYKLT
ONst MEQWYHOrO 3aCTOCYBaHHS MikapCbKoro
3acoby go po3aginis "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo 4o
OHOBMEHOT iHhopMmaLlii 3 6e3neku gitoyoi
peyoBUHYM iBynpodeHy 3rigHo 3
pekomeHaauismm PRAC. 3minu | Tuny - 3miHn
oo Gesnekn/edhekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) 3MiHM BHECEHO
[0 IHCTPYKLIT ANs MeAUYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao po3aginy "Mo6ivni peakuii”
(LwWopo noBigoMMeHHst Npo nigo3ptoBaHi NOGiYHI
peakuii).

147.

HEO®EH
BENyno
®OPTE

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 400
mr; no 10 TabneTok
y 6nicTtepi; no 1
Gnictepy y
KapTOHHIN nayui

Benyno,
nikn Ta
KOCMETUKa,
n.o.

Xopsaris

Benyno, niku Ta
KocmeTuKa, A4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUNY - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHUX
npo cuctemy papmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHux Npo cuctemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXeHoi ocobu,
BiAMNOBiganNbHOI 3a 34INCHEHHSN
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, Ko BoHa
BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnsaay) - 3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOI 0coby 3asBHMKa,
BignoBiganbHoI 3a chapmakoHarnsg. 3miHa
MiCLie3HaxXOMKeHHS MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiNCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.

bes
peuenma

UA/14740/01/01

148.

HEYPOBEKC-
TEBA

TabneTkn, BKpUTI
NNiBKOBOO
06onoHkoto; no 60,
abo no 90, abo no
150 TabneTtok y
6aHui; no 1 6aHuUi B
KapTOHHIN nayui

TOB «TeBa
YkpaiHa»

Ykpaina

BankaHdapma-
OynHuusg AT,
Bonrapis;
BankaHdapma-
Pasrpag AT,
Bonrapis

Bonrapis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
€Bponewickkin hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHOCTI €BponeWicbkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BMKOPWCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
[OMNOMiXHOT peqyoBUHU (cepTudikat
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBneHn cepTudikat Bif, y>ke 3aTBEpAXEHOro
BUpOGHKKa - [MoaaHHs oHOBMNEHOro cepTudikaTta
BignoBigHocTi EBponeiickkit papmakonei Ne R1-
CEP 1999-057-Rev 05 (3atBepmxeHo: R1-CEP
1999-057-Rev 04) ana A®I TiamiHy HiTpaTy Big

6e3
peuenma

UA/7313/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

3aTBepakeHoro BMpobHuka DSM Nutritional
Products GmbH, Germany.

149.

HE®AM®

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkoto, no 30
mr; no 10 TabneTok
y 6nicTtepi; no 2 abo
6 bnictepis y nayui 3
KapToOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TUny - 3MiHK 3 aKocTi. FoToBUN
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX MEepPBUHHOI YMAKOBKM FOTOBOrO MiKapCbKOro
3acoby (iHwWwi 3mMiHW) oHoBNeHHs po3giny 3.2.P.7
CucTemMa KoHTelnHep/3akynoptoBanbHUiA 3acib, a
came BHECeHHS 3MiH Ao cneuudikauii Ha donbry
anoMmiHieBy 3 TEpMOSIakoM 3a NOKa3HNKOM
«lpeHTudikadis». 3miHu | TUNy - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX MepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOro
3acoby (iHwWi 3MiHW) oHoBNEHHSs po3giny 3.2.P.7
CucTemMa KoHTelnHep/3akynoptoBanbHUiA 3acib, a
came BHeCeHHs 3MiH Ao cneuudikauii Ha Ponbry
namiHosany MNBX Ta noniamigomM 3a NokasHMKOM
«lpeHTudikadis». 3miHu | TUNy - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX MEepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOoro
3acoby (BMNYyYEeHHS] HE3HAYHOrO NOKa3HWKa
(Hanpwuknag 3acTapinoro nokasHuka))
OHOBRNeHHA po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3akynoptoBanbHWiA 3acib, a came:
BUMYyYeHHs 3 cneuudikadii Ha donbry
anoMiHieBy 3 Tepmonakom n. « ToBLUUHaY,
«Po3mipu pynoHy», «LLnpuHa dponbruy. 3minm |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapCbKUiA
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
AO0MYyCTUMUX MEX NepBUHHOI YNakoBKU rOTOBOrO
nikapcbkoro 3acoby (BUIyYeHHSI HE3HAYHOTO
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
OHOBMeHHs po3giny 3.2.P.7 Cuctema
KOHTenHep/ 3aKynoproBanbHWiA 3acib, a came:
BUMyYeHHs 3 cneuudikadii Ha ®onbry
naminoBaHy MNBX Ta noniamigom n. «Po3mipun
pynoHy», «WnpuHa donbrmy.

3a
peuenmom

UA/18031/02/01

150.

HICMA3M
®OPTE®

TabneTku, BKPUTI
NniBKOBOIO
oboroHkoto, no 80
mr, no 10 TabneTok
y 6nicTepi; no 2
Gnictepu B
KapTOHHI kopobui

TOB «MIBE
YKPATHA»

YkpaiHa

Mmi6e Mmb6X
ApuHanmiTTens

HimevuunHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTepianis:
3MmiHu | TUNY - 3miHu Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
(iHLWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBKW MiKapCbKoro
3acoby y 3B'A3Ky 3 AoAAHHAM iHdopMaLii Mpo
HasiBHICTb NTOroTuny BUPOBHMKa.

6e3
peuenma

UA/15658/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
151.| HOBOKAIH PO34MH ONs iH eKLiN, TOB YkpaiHa TOB "®APMACEN" YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/20327/01/01
5 mr/mn, no 5 mn B "®APMACE 3MiHn | Trny - 3miHK 3 aKocTi. [oToBUI peuernmom nidnsieae
amnyni n nikapcbkui 3aci6. Cuctema

nonieTuneHoB.in; no
10 abo 50 amnyn y
nayui 3 KapTOHy

KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
PO3Mipy ynakoBKM roTOBOrO fikapcbkoro 3acoby
(3MiHa KinbkocTi ognHULbL (Hanpvknag TabneTok,

amnyn ToLo) B ynakosLi:) - 3MiHa nosa
AianasoHOM 3aTBEPAXEHMX PO3MIPIB YNAKOBKN -
BBEAEHHA JOAATKOBOrO MakyBaHHS, a came no 2
mn abo no 5 mn B amnyni nonietuneHosin Ne 50
Ons rocniTanbHMX 3akynisenb, 3 BignoBigHNMu
3MiHamMu o p. «Ynakoeka» MKA N3
3aTBepaxeHo: Mo 5 mn B amnyni
nonietuneHosin. Mo 10 amnyn pasom 3
iHCTpYKUi€0 AN MeAnYHOro 3acToCyBaHHS
nomiLLaloTb y NayKy 3 KapToHy. 3anponoHOBaHO:
Mo 2 mn B amnyni nonietuneHosin. Mo 10 abo
50 amnyn pasom 3 IHCTPYKUi€o A4ns MeaNYHOro
3aCTOCYBaHHS NOMILLAIOTh B NAYKy 3 KAPTOHY.
Mo 5 mn B amnyni nonietuneHosin. Mo 10 abo
50 amnyn pasom 3 IHCTPYKUiEo Ans MeanYHOro
3aCTOCYBaHHSA NOMILLAIOTL Y NAYKy 3 KAPTOHY.
3MiHKn BHeceHi B po3ain "Ynakoska" iHCTPYKLT
ANA MeauyHoro 3actocyBaHHs Tay n. 1. Hassa
nikapcbkoro 3acoby, [03yBaHHS, nikapcbka
cdopma i n. 6.5. Tun Ta BMICT nepBUHHOT
YNaKoBKMN KOPOTKOI XapaKTepnCTUKM NiKapCbKoro
3acoby Ta sk HacMiAoK - 3aTBEPMKEHHS TEKCTY
MapKyBaHHS 4O4ATKOBOI YNaKoBKW NiKapCbKOro
3acoby. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsLiB
nicns 3aTeepaKeHHs - 3minu Il Tuny - 3miHu 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema

KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa
PO3Mipy ynakoBKM rOTOBOrO MikapCbKoro 3acoby

(3miHa macn/o6'emy BMICTy KOHTeNHepa
6araTo030BOro CTEPUIILHOTO NiKAapCbKOro
3acoby (abo ogHO4030BOr0, YaCTKOBOIO
BVKOPWCTaHHS) Ta 6aratofo30BOro nikapcbKkoro
3acoby 6ionoriyHoro/iMmyHONoriYHoro
NOXOMPKEHHS ANS NapeHTepansHoro
3aCTOCYyBaHHS)

— [ofdaBaHHSA HOBOro 06'eMy MakyBaHHS, a came
no 2 Mn B amnynax nonieTuneHosux, 6e3 amiHu
NepBUHHOIO NakyBanbHOro Matepiany
(3aTBepmKeHo: No 5 mn B amnynax
nonieTuneHoBux). 3MiHW BHECEHI B po3ain
"YnakoBka" iHCTPyKLUii 4ns MeanyHoro
3acTocyBaHHsA Ta y n. 1. Hasea nikapcbkoro
3acoby, 403yBaHHs, nikapcbka dopma i n. 6.5.
Twn Ta BMICT NEPBUHHOI YNaKOBKW KOPOTKOI
XapaKTEePUCTUKM NiKapCbKoro 3acoby y 3B'A3Ky 3
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BBEeJEHHSAM JOAATKOBOI yMakoBkM (Mo 2 mn B
amnyni) Ta SK HaCMigoK - 3aTBEPAKEHHS TEKCTY
MapKyBaHHs1 J00ATKOBOI YNaKOBKW NikapCbKOro
3acoby. BBegeHHs 3MiH npoTsiroM 6-Tu micsuiB
nicns 3aTBEPAXEHHS.
152.| HOBOMIKC® cycneHsist ansi A/T Hoso [anis Bupo6Humk Hanis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTtepianis: 3a UA/4862/01/01
30 iH'ekuin, 100 O/mm; Hopaick HeposdacoBaHoro ®paHuis/ 3MiHn |l Tuny - 3miHn 3 akocTi. AdI. peuenmom
®INEKCNEH® no 3 mny npoaykTy, Bpasunis/ Bupo6bHuuTBO. 3MiHM BUNpobyBaHb abo
KapTpuoxi, HanoBHEHHS B Kutancbka OonycTMMMUX MeX y npoueci BupobHuutea Adl,
BKIageHomy B MeHdin®, nepBMHHA HapoaHa LLI0 BCTaHOBIEHI y cneuudikauisx (BUnyyYeHHs
6araToao3oBiii ynakoBKa, KOHTPOIb Pecnybnika BMNPOBYyBaHHS B NpoLieci BUpobHULTBA, Lo

OAHOpPa30Bil
Lwnpuy-py4ui; no 1
abo 5 wnpuu-pyyok
Y KapTOHHIlA kopobui

SAKOCTi Ta
BigNOBiganbHUI 3a
BUMYCK Cepin
KIHLLEBOro NpoayKTy:
A/T Hoso Hopaick,
OaHisi; BupobHuk
NPOAYKLiT 32 NOBHUM
umknom: Hoeo
Hopgaick
MpoatokcboH CAC,
dpaHuis;
MapkyBaHHS Ta
yNaKoBKM
dnekclleH®,
BTOPUHHOIO
nakyBaHHsi: A/T
HoBo Hopaick,
OaHisi; BupobHuk
ans 3éupaHHs,
MapKyBaHHs1 Ta
YNaKoBKM
dnekcleH®,
BTOPUHHOIO
nakyBaHHs: A/T
HoBo Hopaick,
OaHis; BupobHumk
Hepo3dacoBaHoi
npoaykuii,
HaMoOBHEHHS B
MeHdin®, nepBrHHA
ynakoBka Ta
36UpaHHs,
MapKyBaHHs Ta
ynakoBka
dnekcleH®,
BTOPWHHE
nakyBaHHsi: HoBo
Hopgaick MNpoaykao
dapmaceyTika o
Bpasinb Jitga.,

MOXe MaTu iICTOTHWUI BMMB Ha 3ararnbHy SKiCTb.
BupaneHHs Tecty nnasmigHux nepebynos (FM-
B9501), wo 3acTocoByeTLCS Ha eTani
depMeHTaLii B npoueci BMpobHMUTBA Aitoyoi
peyoBuMHM iHCyniHy acnapT. 3MiHu |l Tuny - 3MiHu
3 gkocTi. A®Pl. BupobHuutBo. 3MiHN
BMnNpobyBaHb abo AONYCTUMMX MEX Y NPOoLECi
BMpo6HMUTBa AQDI, L0 BCTAHOBNEHI Y
cneumdikauiax (BunyyYeHHs BunpobyBaHHs B
npoueci BUpobHULTBA, L0 MOXe MaTu iCTOTHUI
BMMB Ha 3aranbHy sikictb A®I). BuganeHHs
TecTy Ha deHoTmn (FM-5000), wo
3aCTOCOBYETBLCA Ha eTani hepMeHTaLii B
npoLeci BUpoBHMLUTBA AiH040i PEHOBUHU iHCYMiHY
acnaprt.
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Bpasunis; BUpobHuk
HeposdacoBaHoro
npoaykTy,
HanoBHEHHS B
NepBUHHY YNaKOBKY:
Hoso Hopaick
(Kutan)
dapmacbioTikana
Ko., Jlta., Kutaricbka
HapogHa
Pecny6nika
153.| HOOBYT® IC Tabnetkn no 0,1, ToBapucTBO YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/8831/01/02
no 10 TabneTok y 3 [00aTKOBOO 3MmiHu | TUnYy - 3miHK 3 AkocTi. API. peuenmom
6nicTepi; no 2 [04aTKOBOIO BiAMOBIAANbLHICTIO BrpobHuuTBO. 3MiHa BUpobHUKa
Gnictepu y navui 3 Bignosiganb "I[HTEPXIM" BMXiAHOro/NPOMI>XKHOTO NPOAYKTY/peareHTy, Lo
KapToHY HiCcTIO BMKOPWCTOBYIOTBCS Y BUPOOGHMYOMY npoLeci
"IHTEPXIM" A®I, abo 3miHa BUpOGHWMKa (BkNtoYaruun, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO SKOCTI)
AQI (3a BiacyTHOCTI cepTudikaTta BiaNoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
[0CbE)(3anponoHOBaHW BUPOOHMK HanexuTb
[o Tiei camoi BUpOGHMYOI rpynu nNignprvemMcTs,
Lo 1 3aTBEepAXeHNI) [JONOBHEHHS
pPeeCTpauUiniHOro 4OCLE roTOBOro NMikapCbKOro
3acoby maTepianamu wopo APl deridyT, akuin
BMPOBNSETHCA 3@ anbTePHATUBHOI CXEMOKD
BMPOGHMLTBA, BXe 3aTBEPAKEHNM BUPOOHUKOM
TOB «®APMXIM», YkpaiHa (AdDI
3apeecTpoBaHuii B YkpaiHi: PI1
NeUA/14286/01/01) 3MiHu | Tuny - 3MiHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
CynyTHs1 3miHa - 3MiHK 3 sikocTi. [oToBMNI
nikapcbkuii 3aci6. 3mMiHW y BUpOGHULTBI. 3MiHM
BunNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMX Y cneumdikauisx, nig Yac
BMPOGHMLTBA roTOBOrO flikapcbkoro 3acoby (iHLwui
3MiHW) YTOYHEHHS (DOPMYIIOBAHHS HOPMYBaHHS
TecTy «OQHOPIAHICTb 4030BaHWX OAUHULILY B
cneuudikauii M3 (npy BUNycKy Ta NpOTArom
TepMiHy NpuaaTHOCTi) Ta MeToaax
BMUNpoByBaHHs, Ta, sk HAacNigoK y cneuundgikadisx
Ta MeToAax KOHTPOM0 NPOMIKHOIO NPOAYKTY
«Hepo3adacosaHi Tabnetku»
154.| HOOBYT®IC Tabnetkm no 0,25, Tosapucteo Ykpaina ToBapuctso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a UA/8831/01/01
no 10 Tabnetok y 3 [104aTKOBOK 3MmiHu | TUNYy - 3miHK 3 sikocTi. ADI. peuenmom
6nictepi; no 2 [104aTKOBOK BignoBiganbHicTIO BupobHmLTBO. 3MiHa BUpOGHWMKa
Gnictepu y navui 3 Bignosiganb "IHTEPXIM" BMXiAHOro/MPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
KapTOHY HiCTIO BUKOPUCTOBYIOTBLCS Y BUPOGHMYOMY npoLeci
"IHTEPXIM" A®I, abo 3miHa BUpoOHWKa (BKnoYaroun, ae
HeobXigHO, MicLie NPOBEAEHHSI KOHTPOIO SIKOCTI)
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€BponeWcbkin bapmakonei y 3aTBepaxXeHoMy
[0CbE)(3anponoHOBaHW BUPOBHWK HanexuTb
[0 Tiei camoi BUPOGHMYOI rpynu nNianprvemMcTs,

Lo 1 3aTBepAXeHnI) [JoNOBHEHHS
peecTpauUinHOro 4OCLE roTOBOrO MiKapCbKOro
3acoby maTepianamu wopo APl deHidyT, akun
BMPOBNSETHCS 3@ anbTEPHATUBHOK CXEMOIO
BMPOGHMLTBA, BXe 3aTBepAKEHNM BUPOOHUKOM
TOB «®APMXIM», YkpaiHa (APl
3apeecTpoBaHui B YkpaiHi: PI1
NeUA/14286/01/01) 3MiHu | Tuny - 3miHm 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
CynyTHs 3miHa - 3MiHK 3 sikocTi. [oToBMNI
nikapcbkuit 3aci6. 3mMiHW y BUpOOHULUTBI. 3MiHM
BunNpobyBaHb abo AONYCTUMMX MEX,
BCTaHOBIEHMX Y cneumdikauisx, nig yac

BMPOGHMLTBA roTOBOrO flikapcbkoro 3acoby (iHLwi

3MiHW) YTOYHEHHS (DOPMYIIOBaHHSA HOPMYBaHHS
TecTy «OAHOPIAHICTb 4030BaHWX OAUHULLY B

cneuudikauii M3 (npy BUNycKy Ta NpoOTArom
TepMiHy NpuaaTHOCTI) Ta MeToaax
BUNpobyBaHHs, Ta, Sk HacnigoK y cneundikawisx
Ta MeToAax KOHTPOM0 MPOMKHOIO NPOAYKTY
«Heposdpacosani Tabnetku»

155.

HOOBYT® IC
100

MOPOLLIOK ANsi
OpanbHOro Po34uHy,
100 mr/gosy; no 2,5
ry cauwe; no 10
cawe y nayui

ToBapucTBo
3
[04aTKOBOK
Bignosigans
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapwucTtBo 3
[00aTKOBOO
BiANOBIgANbLHICTHIO
"IHTEPXIM"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MmiHu | TUNYy - 3miHK 3 skocTi. API.
BrpobHuuTBO. 3MiHa BUpobHUuKa
BWXiAHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHNYOMY npoLeci
A®I, abo 3miHa BUpobHUKa (BKkMtoyaoun, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
[0CbE)(3anponoHOBaHW BUPOOHWK HanexuTb
[o Tiei camoi BUpOGHMYOI rpynu nignprvemMcTs,
Lo 11 3aTBEpOKEeHUI) - [JONOBHEHHS
peecTpaLiiHOro 4OCbE roTOBOrO MikapCbKoro
3acoby maTepianamu wopo A®I deribyT, skuin
BMPOBNSETHCA 3@ anbTePHATUBHOI CXEMOKO
BMPOOHMLTBA, BXe 3aTBepHKEHOro BUPOBGHUKOM
TOB «®Papmxim»( AD| 3apeecTpoBaHuii B
Yxpaini: Pl Ne UA/14286/01/01. Cneumndikauis
AQD| He 3MiHMAKCS.

3a
peuerimom

UA/8831/02/01

156.

HOOBYT® IC
500

MOPOLLIOK ANsi
OparnbHOro PO34uHYy,
500 mr/goasy; no 2,5
ry cawe; no 10
cawle y nayui 3
KapTOHY

ToBapucTBo
3
[04aTKOBOKO
BignoBsigans
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapwucTtBo 3
[04aTKOBOK
BignoBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TUnYy - 3miHm 3 akocTi. API.
Bupo6HuuTBO. 3MiHa BUpOGHUKa
BWXiAHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOGHUYOMY npoLeci
AQI, abo 3miHa BUpobHUKa (BKMoYa4u, ae

3a
peuenmom

UA/8831/02/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO AKOCTI)
AQI (3a BigcyTHOCTI cepTudpikaTta BiANOBIAHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
[0CbE)(3anponoHOBaHW BUPOOHWK HanexuTb
[0 Tiel camoi BUPOGHUYOT rpynu nignpuemcTs,
L0 ¥ 3aTBeppKeHUI) - [lonoBHEHHS
peecTpauUiniHOro 4OCLE roTOBOrO MiKapCbKOro
3acoby maTepianamu wopo A®I deribyT, skuin
BMPOBNSIETLCA 3@ anbTepHaTUBHOK CXEMOI0
BMPOGHMLTBA, BXe 3aTBEPA)KEHOr0 BUPOOHNKOM
TOB «®Papmxim»( AD| 3apeecTpoBaHuii B
Ykpaini: PN Ne UA/14286/01/01. CneundikaLis
AQDI| He 3MiHUMMUCS.
157.| HOPMOJAKT cmpon, 670 mr/mn no My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/18509/01/01
100 mn y 6aHui akuioHepHe aKuioHepHe 3minu | Tvny - 3miHu 3 skocTi. MoToBUIA peuyenma
nonimepHin; no 1 TOBapUCTBO TOBapUCTBO nikapcbkuii 3aci6. Cuctema
6aHLi pa3om i3 "HaykoBo- "HaykoBo- KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
[03yBarbHO BUPOGHWYMIA BMPOGHUYMIA LEHTP pO3Mipy yNakoBKU rOTOBOrO fikapcbkoro 3acoby
TIOXKOI B naudi; no LEeHTp "BopLuariBCbkumn (3miHa macw/o6'emy BMICTy KOHTeNHepa
100 mn y cbrakoHi "BopLuariscb XiMiko- B6araTogo30Boro nikapcbkoro 3acoby ans
nonimepHomy; no 1 KWW XiMiKO- bapmaLeBTUYHNIA HenapeHTepanbHOro 3acTocyBaHHs (abo
dnakoHy pasom i3 tapmaueBT 3aBog” 0[jHO[,030BOr0, YAaCTKOBOrO BUKOPUCTAHHS)) -
[o3yBarbHO VNYHWN CynyTHS 3miHa - 3MiHK 3 sKocTi. [oToBMI
TNOXKO B NayLi; no 3aBon" nikapcbkuit 3aci6. 3mMiHW y BUpOOHULUTBI. 3MiHM

200 mMn y donakoHi
nonimepHomy; no 1
dnakoHy pasom i3
[03yBasbHO
TOXKOI0 B NavLj; no
240 mn y donakoHi
nonimepHomy; no 1
hnakoHy pasom i3
[03yBasnbHO
NOXKOI0 B Mayui; no
500 mn y donakoHi
nonimepHomy, no 1
dnakoHy pasom i3
TIOXKOH0
[03yBasbHOW B
navuj

BunNpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig yac
BMPOGHMLTBA roTOBOrO flikapcbkoro 3acoby (iHLwui
3MiHn) - 3MiHK 3 gKocTi. FoToBWMIA NikapcbKuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikaui Ta/abo
AOMYyCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby
(iHWi 3miHK) - BBEOAEHHS 0OAATKOBOI YNAKOBKM MO
500 mn y conakoHi nonimepHomy (PET) B
KOMMNIIEKTi 3 KPMLLKOIO 3 KOHTPONEeM NepLIoro
poskputTa (PP), no 1 donakoHy pasom i3
[03yBarnbHOI NIOXKOK B Navui. Ak Hacnigok
BHECEHHS BiAnNoBiAHUX 3MiH 40 p. «YnakoBka» Ta
cneuudikauii M3 n. «O6’em BMICTY ynakoBKu»
Ta B CneuudikaLii 4ns KOHTPOMH NPOMIKHUX
npoaykTiB p. «O6’eM BMIiCTY yNaKkoBKW».
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKEHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi.
[oToBWMI Nikapcbkuin 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3MiHa y
NEepPBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
3acoly (sikicHWI Ta KinbkicHWI cknag) - M’'siki Ta
HecTepuIbHI piaki fMikapcebki opmu - BBEAEHHSA
HOBOI KPULLIKM 3 KOHTPOMEM MEepLUOro PO3KPUTTS
(PP) ons 3anponoHoBaHOro onakoHy
nonimepHoro (PET) o6'emom 500 mn Ta
BHECEHHS BiANoBiAHUX 3MiH 40 cneuundikauii Ha




86 [TponoBkeHHs qoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KpULKy 3a n. «Onucx» Ta «MaTtepian»
158.| HOPMOJAKT cupon, 667 mr/mn, My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/18985/01/01
OPYT no 100 mn y 6aHui akuioHepHe akuioHepHe 3minu | Trny - 3miHu 3 skocTi. FoToBUIA peuenma

noniMepHin Ta nadui TOBapucTBo TOBapUCTBO nikapcbkui 3aci6. Cuctema
pas3oM i3 NOXKO0 "HaykoBo- "HaykoBo- KOHTeHep/3akynoptoBanbHui 3aci6. 3miHa
[03yBarnbHOI0; Mo BYPOGHWYMIA BMPOGHWYMIA LEHTP pO3Mipy ynakoBKuM roTOBOIO fikapcbKoro 3acoby
100 mn a6o no 200 LEeHTp "BopLuariscbkuii (3miHa macu/o6'emy BMICTY KOHTElHepa
mn, abo no 240 mny | "Boplariscb Ximiko- 6araTtofo30BOro nikapcbkoro 3acoby Ansi
nonimepHoMmy KW XiMiKO- bapmaLeBTUYHNIA HenapeHTepanbHOro 3acTtocyBaHHs (abo
cdonakoHi Ta nayui tapmaueBT 3aBoa” 0[HOA030BOr0, YAaCTKOBOrO BUKOPUCTAHHS)) -
pasoMm 3 MNOXKOI NYHWI CynyTHS 3miHa - 3MiHK 3 akocTi. [oToBMI
[03yBarnbHOIo; Mo 3ason" nikapcbkuii 3aci6. 3mMiHW y BUPOGHULUTBI. 3MiHM

500 mMn y donakoHi
nonimepHomy, no 1
dnakoHy pasom i3
TOXKOHO
[03yBanbHO B
navuj

BunNpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIIEHNX Y cneundikauisx, nig vyac
BMPOBHMLTBA roTOBOrO flikapcbkoro 3acoby (iHLwui
3MiHn) - 3MiHU 3 gKocTi. FoToBWMIA NiKapCbKuiA
3aci6. KoHTponb rotToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
AOMYyCTUMMX MEX roToBOro NikapcbKoro 3acoby
(iHWi 3MiHW) - BBeAEHHSI 4OAATKOBOI YMAKOBKM
no 500 mn y donakoHi nonimepHomy (PET), no 1
nakoHy pa3oMm i3 NOXKOK A03yBanbHO B
nayui. Ak Hacnigok BHECEHHS BiAnoBigHUX 3MiH
00 p. «YnakoBka» Ta cneumdikadii gns
koHTporito 13 n. «O6’em BMICTY ynakoBku» Ta B
CreumdikaLii 4Nst KOHTPOMIO NPOMIKHUX
npoaykTiB p. «O6’eM BMIiCTY ynakoBKW».
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuit 3aci6. 3MiHKU y
BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKrovaoum
[iana3oH po3Mipy cepii) roTOBOro mfikapCbkoro
3acoby (3meHweHHs go 10 pasiB) - 3miHa
po3mipy cepiit (BKnroHaum AianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby, a came
BBeAEeHHS 0AaTKOBOro 3meHLUeHoro (go 10
pasiB) po3mipy cepii [M13. 3atBepaxeHo: 100 mn
— 15387 nak. no 100 mn 200 mn — 7693 nak. no
200 mn 240 mn — 6411 nak. no 240 mn
3anponoHoBaHo: 100 mn — Big 11 330 nak. go 15
387 nak. no 100 mn 200 mn — Big 5 665 nak. ao
7 693 nak. no 200 mn 240 mn — Big 4 720 nak.
0o 6 411 nak. no 240 mn 500 mn — 2 266 nak. no
500 mn. 3miHm | TMny - 3MiHK Wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW)- YTOYHEHHS BUKNaAEHHs po3ainis
Hopatkosa iHdopmauisa (A1) «Al-1. Ynakoska»
MKA N3. Po3gin JopaTtkosa iHdopmauis (Al).
OHOBIEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOI YNaKoBKM NikapCcbKoro 3acoby, a came
BUINYyYeHHs iHhopMaLlii, 3a3Ha4YeHOi POCINCHKOID
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk KpaiHa

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

MOBOI0, Ta HE3HAYHI pedaKUiiHi NpaBKu.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTiI.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acio. 3MiHa y
NEPBUHHIN yNakoBLji FOTOBOrO NiKapCbKoro
3aco0y (sKicHWMI Ta KinbkicHWiA cknag) - M'siki Ta
HecTepuribHI pigki nikapcbki opmn — BBEAEHHSA
HOBOI KPWLLKW 3 KOHTPOSIEM MEPLLOro PO3KPUTTS
(PP) pnsa 3anponoHoBaHOro onakoHy
nonimepHoro (PET) o6'emom 500 mn Ta
BHECEHHS BigNoBigHMX 3MiH A0 cneumdikauii Ha
KpULKY 3a n. «Onuncy Ta «Matepian»

159.

HYPO®EH®
EKCMNPEC
®OPTE

Kancynu m'ski no
400 wmr; no 10
kancyn y 6nictepi;
no 1 abo 2 6nictepn
B KAPTOHHI Kopobui

PekkiTT
BeHkizep
Xenckep

IHTEepHeLwHN

Nimiten

Benwuka
BputaHia

Benuka
BpuTaHis/
Higepnanam

BignosiganbHuii 3a
nakyBaHHsi Ta
BUNYCK cepii:

PekkiTT BeHkizep
Xenckep
IHTepHeLwHnN
JlimiTen, Benuka
BputaHia
BignosiganbHui 3a
BMPOGHMLTBO in
bulk:

MateoH Codhmxkenc

B.B., Hinepnanan

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€sponevicbkin dapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BignoBigHocTi abo BuUny4eHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Yy BUPOOHMLTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT
BignoBigHocTi €Bponencokii hapmakonei) -
OHoBneHun cepTudikaT Bif yxXe 3aTBepaXeHoro
BMpOGHUWKa. MNogaHHst oHOBMNEHOro cepTudikaty
BianosiaHocTi EP CEP R1-CEP 1996-061-Rev
13 (nonepepHs Bepcia CEP R1-CEP 1996-061-
Rev 12) onsa A®l ibynpodeHy Big Bxe
3aTBepgkeHoro BupobHuka SOLARA ACTIVE
PHARMA SCIENCES LIMITED, IHgisi, y 38’a3ky
3i 3mMiHOt0 Ha3Bu BUpobHuka AD| 3 STRIDES
SHASUN LIMITED, IHgis Ha SOLARA ACTIVE
PHARMA SCIENCES LIMITED, IHgis. 3miHu |
Tuny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponewickkin hapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBREHOro cepTudikaTta
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BMKOPWCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
[OMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponenchkiii hapmakonei) -
OHoBneHn cepTudikat Bif, y>xe 3aTBEpAXEHOro
BMpOGHUWKa. MNogaHHst oHOBNEHOro cepTudikaty
BianosiaHocTi EP CEP R1-CEP 1996-061-Rev
14 (nonepepHs Bepcis CEP R1-CEP 1996-061-
Rev 13) ans Adl ibynpodeHy Big Bxe

6e3
peuenma

UA/14179/01/01




88

[IponoBkeHHs 1oaarka 3

Ne

Haszea

Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

3aTBepakeHoro BMpobHuka SOLARA ACTIVE
PHARMA SCIENCES LIMITED, IHgisi. 3MiHu |
Tuny - 3MiHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€sponewicbkin apmakonei/moHorpadii.
MogaHHA HoBOro abo oHoBneHoro cepTudikara
BignoBigHOCTi abo BUny4eHHs cepTudikata
BigMNOBIQHOCTI €BponeWnchkin dapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT
BignoBigHocTi €Bponencokii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BMpO6GHUWKa. MNogaHHs oHoBRNEHoro ceptudikaty
BianosiaHocTi EP CEP R1-CEP 2000-087-Rev
03 (nonepeans sepcis CEP R1-CEP 2000-087-
Rev 02) onsa A®I ibynpodeHy Big Bxe
3aTBepakeHoro BupobHuka BASF
CORPORATION, CLA 3minn | Tvny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNnoBigHOCTI €BpoNenchbkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBEHOro cepTudikaTta BignoBigHoCTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADI; ans AONOMIKHOT peyYoBMHU (cepTudikaTt
BignoBigHocTi €Bponeinchkii hapmakonei) -
HoBwuii cepTudikat Big HOBOro BUpoGHMKa
(3amiHa abo gonoBHeHHS). MNoaaHHst HOBOro
cepTtudikaTty BignosigHocTi EP CEP R1-CEP
2008-316-Rev 03 Big HoBoro BupobHuka AdI
idynpogeHy IOL CHEMICALS AND
PHARMACEUTICALS LTD, Ingis. 3miHn | Tvny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiaNoBIAHOCTI €EBpONENChKIN
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencokin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpPoOMiXXHOrO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona AonoMiXKHOI peqoBUHM (cepTudikaT
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBneHnr ceptudpikat Bifg yxxe 3aTBEpPKEHOro
BUpo6HMKa. [ogaHHA OHOBEHOrO cepTudikaTy
BianosiaHocTi EP CEP R1-CEP 2008-316-Rev
04 (nonepeaHs Bepcia CEP R1-CEP 2008-316-
Rev 03) ansa A®Il ibynpodeHy Big BXe
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3aTBepakeHoro BMpobHuka IOL CHEMICALS
AND PHARMACEUTICALS LTD, IHgis
160.| HYTPUDIIEKC emynbcis ans B. BpayH HimeuyunH Bupo6bHmuTBO, HimeyunHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/13247/01/01
ninia nepi iHpysin; no 1250 mn | Menb3ayHreH a nepBuHHa Ta 3Mminu | TUnY - 3miHK Wwopo peuernmom
abo no 1875 mny Al BTOPUHHA yraKoBKa, 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
MiLLIKax NnacTMKOBMX Bunyck cepii: b. (iHWwi 3MiHK) - 3MiHn BHeceHo y n.17. IHLWE
TpUKaMmepHux; no 1 BpayH Menb3ayHreH TEKCTYy MapKyBaHHS BTOPUHHOI Ta NEPBUHHOI
MiLLKY Al, HimevunHa; yNaKkoBOK fikapcbKoro 3acoby. - TepMiH
nnacTMKoBOMY KoHTponb cepii: b. BBeAEHHS 3MiH MPOTArom 6 micauis nicns
TpUKaMepHoMmy y BpayH Menb3ayHreH 3aTBEPOKEHHS.
3aXVCHOMY MILLIKY; Al', Himewunna
no 5 3axmcHnx
MILLIKIB B KAPTOHHIN
Kopobui
161.| HYTPU®DIEKC eMynbCia ans B. BpayH HimevumH BupobHumuTBO, HimevuunHa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/13297/01/01
mng iHdpy3in; no 625 mn Menb3yHreH a nepBunHHa Ta 3MiHn | Tuny - 3miHn Wwoao peuernmom
CMNELUIANBLHUA | (250 mn posunHy Al BTOPUHHA yMaKoBKa, 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy

amiHokucnoTt + 125
MIT XMPOBOI
emynbcii + 250 mn
PO3YMHY TIOKO3N) B
MiLLIKax NnacTUKOBUX
TpUKamepHux; no 1
MILLIKY Yy 3aXMCHOMY
nnacTuKoBOMy
MILLIKY; MO 5 MiLLKiB Yy
KapTOHHiI kopobuyj;
no 1250 mn (500 mn
pO34UHy
amiHokucnoT + 250
MIT XXMPOBOI
emynecii + 500 mn
PO3YMHY TIOKO3N) B
MiLLIKax NnacTUKoBUX
TpUKaMmepHux; no 1
MILLIKY Yy 3aXMCHOMY
nnacTKoBoMy
MILLIKY; MO 5 MiLLKiB Yy
KapTOHHiIl kopobuyj;
no 1875 mn (750 mn
PO34UHY
amiHokucrnot + 375
M1 )XMPOBOI
emynecii + 750 mn
PO34MHY FTIOKO3N) B
MiLLIKaX NnacTUKoBUX
TpYKamepHux; no 1
MILLIKY Yy 3aXMCHOMY
nnacTKoBOMy
MILLIKY; MO 5 MiLLKiB Yy
KapTOHHI kopobui

BUNycK cepii: b.
BpayH Menb3yHreH
Al", HimeuuuHa;
KoHTponb cepii: b.
BpayH Menb3yHreH
AT, HimeuunHa

(iHwi 3MiHK). 3MiHKM BHeceHo y n.17. IHLWE
TEKCTYy MapKyBaHHS BTOPUHHOI Ta NEPBUHHOI
yMakoBOK nikapcbkoro 3acoby. TepmiH BBeAEHHS
3MiH - NPOTSAromM 6 MicAUIB NicNsa 3aTBEPIYKEHHS.
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
162.| HYTPUDPIIEKC emynbcis ans B. BpayH HimeuunH Bupo6bHmuTBO, HimeyunHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/13231/01/01
OMETA iHdpysin; no 1250 Menb3yHreH a nepBuHHa Ta 3Mminu | TMnNY - 3miHn Wwopo peuenmom
CNEUIANBLHUA | mn, 1875 mny Al BTOPWHHA yNakoBKa, 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy
MiLLIKy Bunyck cepii: b. (iHWwi 3MmiHK) - 3MiHn BHeceHo y n.17. IHLWE
nnacTMKkoBoMy BpayH Menb3ayHreH TEKCTYy MapKyBaHHS BTOPUHHOI Ta NEPBUHHOI
TpukamepHomy; no 1 Al', HimeuunHa; ynakoBOK NikapcbKkoro 3acoby. TepmiH BBeAEHHSI
MiLLIKY KoHTponb cepii: b. 3MiH - NpOTAroM 6 MicsauiB nicnsa 3aTBEpPAKEHHS.
nnacTMKkoBoMy BpayH Menb3ayHreH
TpUKamepHomy B Al , HimeuyunHa
3aXVCHOMY MILLIKY;
no 5 3axmMcHMX
MILLKIB y KapTOHHIW
Kopobui
163.| OKCAJIMIATWU | KoHUeHTpaT Ans EBEBE ABcTpis NOBHUW LKA AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/6314/02/01
H "EBEBE" po34mHy Ans dapma BUpOGHMUTBA: HimeuyunHa 3miHu | TUNY - 3miHun Wwopo peuenmom
iHcpy3in, 5 mr/mn, no [ec.m.6.X. DAPEBA YHTepax 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
10 mn (50 wr), abo Hdr. KI 'm6X , ABcTpist BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHUX
20 mn (100 wr), abo BUWMNYCK cepil: npo cuctemy papmakoHarnsgy (BBegeHHs
30 mn (150 wr), abo EBEBE ®apma y3aranbHeHUX AaHux Npo cuctemy
40 mn (200 mr) y lec.m.6.X. Haopr. KT, dapmakoHarnsay, 3MiHa YNnoBHOBaXeHOi ocobw,
dnakoHi; no 1 ABCTpis BiAMNOBiganNbHOI 3a 34INCHEHHSN
hbnakoHy B KOHTpOrnb/BUNpobyB hapmakoHarnsigy; KOHTakTHoi ocobu 3
KapTOHHiIN kopobui aHHSA cepii: apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
JTa6op J1C CE & Ko. dapmakoHarnsgy B YkpaiHi, SKWwo BoHa
KI', Hime4yunHa BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
KOHTpOnb/BMNpoOyB BiAMOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnagy
aHHs cepii: (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
Ymdpopara Jlabop po3MilLeHHi MacTep-chaina cuctemu
dbop AHaniTiK yHA, dapmakoHarnsgy) 3miHa ynoBHOBaxeHOi ocobu
AydTpardopcLuyHr 3asiBHMKa, BignoBiganeHoi 3a hapMakoHarnsag.
'm6X &Ko KT, [itoywa pepakuis: Oasig OxoH Jlesic / David John
HimeuunHa Lewis. MponoHoBaHa pepakuisi: Juergen Maares
/ KOpreH Maapec. 3miHa KOHTaKTHUX JaHUX
yMNOBHOBaXeHOI 0coby 3asBHMKa,
BiAnNoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoi 3a
dapmakoHarnag B YkpaiHi. fitova pegakuis:
Opnoe B'ayecnas Biktoposuy. MNponoHoBaHa
pepakuis: TaHacoBa 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0COOW 3asiBHMKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi.
3miHa Micue3HaxomKeHHs macTep-caiina
cucTeMu chapmakoHarnsigy Ta horo Homepa.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
apmakoHarnsay.
164.| OME3® kancynu no 20 wmr; O-p Peppi'c IHgia O-p Pegnic IHAis BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/0235/02/01
no 10 kancyny JTabopaTopi JTabopaTopic Jitg, 3MiHn | TMny - 3miHK 3 sKocTi. [oToBUIA peuenmom
cTpuni abo GnicTepi; c g STO -1l nikapcbkuii 3aci6. 3mMiHW y BUpOBHULTBI. 3MiHM
no 3 ctpunu abo BUNpobyBaHb abo AoNYyCTUMUX MEX,
6nictepn y Kopobui BCTaHOBIIEHNX Y cneuudikauisx, nig vyac
BMPOGHMLUTBA roTOBOIO fikapcbkoro 3acoby
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
(BUMYyYeEHHS HECyTTEBOrO BUNPODbyBaHHS B
npoueci BUpobHWULTBA) - BUAANEHHS NOKa3HWKa

3ab0B’s13y€TbCA NPOBOANTUN AaHe BUNPODyBaHHS

«Onucex» 3i cneuudikadii in-process. BupobHuk

B npoLeci BUpOGHMLUTBA BanigaLinHux napTii.
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepOKeHHS. - 3MiHu | Tuny - 3miHK 3 AKocTi.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneumdikauisx, nia yac BMpobHMLTBa rOTOBOTO
nikapcbkoro 3acoby (iHWi 3MiHN) — BUOaneHHs
nokasHuka «Bopgay 3i cneumdikauii in-process.
BrpobHuk 3a60B’A3yeTbCa NPOBOANTY AaHEe
BMNpobyBaHHs B Npoueci BUpobHMLTBa
BanigauinHmx napTin. BBeaeHHs 3MiH NpoTArom
6-Tv MicALIB MiCNs 3aTBEPMKEHHS. - 3MiHuM | Tuny
- 3MiHM 3 sikocCTi. FOTOBMIA NikapCbkuii 3aciO.
3MiHn y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo
A0NYyCTUMMUX MEX, BCTAHOBMEHNX Y
crneungikalisx, nig yac BUpOGHULTBA rOTOBOMO
nikapcbkoro 3acoby (iHLWi 3MiHK) - BuAaneHHs
nokasHuka «KinbkicHe BU3Ha4YeHHS» 3i
cneumndikauii in-process. BUpoGHMK
3ab0B’s13yeTbCA NPOBOANTUN AaHe BUNPODyBaHHS
B MpoLieci BUpOOHMLTBA BanigauinHmux napTin.
[aHa 3miHa He obymoBneHa
HenepeabadyBaHuMy obcTaBUHaMU B NPOLEC
BMPOGHMLUTBA. BBEeAeHHS 3miH npoTarom 6-tu
MicaUiB Micns 3aTBEPAXEHHS. - 3MiHuM | Tuny -
3MiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOro nikapcbkoro 3acoby (iHLwi 3miHK) -
BBEAEHHS NepioaANYHOCTI KOHTPOIIO 3a
nokasHukom «MikpobionoriyHa yncrtoTay y
cneuudikauii M3, BiaNoBIAHO A0 CTAaTUCTUYHUX
naHux. Ha momeHT Bunycky (release
specification): KOHTPONIOETLCA 3 NEPIOANYHICTIO
1 cepisi Ha koxHi 20 cepiin abo 1 cepisi Ha pik
3arexHo Bif TOro, Wo paHiwe. MpoTarom
TepMmiHy npugaTtHocTi (shelf-life specification):
BUNpPoBYyBaHHS NPOBOASATL B KiHLji TEpMiHY
npvgaTHocTi abo BigNoOBIAHO 4O NPOTOKONY.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEpPOKEHHS. - 3MiHM | TNy - 3MiHK 3 AKOCTi.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHLUi 3MiHW) - NPMBEAEHHSN
TekcTy MeTogiB koHTponto sikocTi [13 'y

BiZNOBIHICTb 4O BUMOT [il04Oro 3aKOHOL4ABCTBA
YKpaiHu, a came, nepeknaj Ha yKpaiHCbKy MOBY
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3 pocilicbkoi MoBUW. BBeAEHHSI 3MiH NpoTarom 6-

TV MicsLiB nicns 3aTBepAXeHHS - 3MiHu | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOroO nikapcbkoro 3acoby (iHLi 3MiHK) -
CynyTHS 3miHa - 3MiHK 3 sikocTi. [oToBMNI
nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHNX MeTodax
BUNPoBYBaHHS1) - BHECEHHS 3MiH 10
cneumdikauii M3 3a nokasHnkom «CepeaHs
maca», a came [OMOBHEHHS HOPMYBaHHAM Mpu
BUNyckKy, BignosigHo n.3.2.P.5.1.Cneuundikauisi(-
7). 3aTBepaoxeHo: cepeaHs maca 333 mMr+7,5%
(308,0 Mr-357,9 mr) 3anponoHoBaHo: cepeaHsi
maca 333 mr+5,0% (Big 316,4 mr o 349,6 mr)
Ha MOMEHT BUNycKy cepeaHa maca 333 mr+7,5%
(Big 308,0 mr go 357,9 mr) MpOTAroM TepMiHy
npuaatHocTi BBegeHHs 3MiH npoTsirom 6-tm
MicaUiB Micns 3aTBEPAXEHHS. - 3MiHuM | Tuny -
3MiHn 3 skocTi. FoTOBMI Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MEX roTOBOrO fikapcbkoro 3acoby (iHLLi 3MiHW) -
CynyTHs1 3miHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BUNpPoOyBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeTodax
BUNPOOYBaHHS )— BHECEHHS 3MiH A0
cneuudikauii M3 3a nokasHukom «CepenHs
Maca BMICTy Karcynu», a came A0NOBHEHHSI
HOPMYBaHHSIM MpW BUMYCKY, BiAMOBIAHO
n.3.2.P.5.1.Cneuudikauis(-i). 3aTBepmxeHo:
cepefHsi maca BmicTy kancynu 270 mr+ 10,0%
(i@ 243,0 mr go 297,0 mr) 3anponoHOBaHO:
cepepHs maca BmicTy kancynm 270 mr+ 5,0%
(Big 256,5 mr oo 283,5 Mr) Ha MOMEHT BUMYCKY
cepefHst maca BmicTy kancynu 270 mr+ 10,0% (
Bia 243,0 mr oo 297,0 Mr) NpoTArom TepMiHy
npuaaTHocTi; BBegeHHs 3MiH npoTsirom 6-tu
MicAUIB Micnsa 3aTBEPKEHHS. - 3MiHuM | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonyctummx
MEX roTOBOroO fikapcbkoro 3acoby (iHLUi 3MiHK) -
CynyTHs 3MiHa
- 3MiHu 3 sikoCTi. FOTOBMIA NiKapCbkuii 3aci6.

KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa y
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meToAax BUNPoOyBaHHSA rOTOBOTO fiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPIXXEHNX
mMeToAax BUNpobyBaHHS) — BHECEHHS 3MiH A0
cneundikauii M3 3a nokasHukom «Bopgar, a
came [OMOBHEHHS HOPMYBaHHSIM MPUW BUMYCKY,

BignosigHo n.3.2.P.5.1.Cneundikauis(-i).

3artBepaxeHo: Boga: He binbwe 3,0%
3anponoHoBaHo: Boaa: He GinbLe 2,0% Ha
MOMEHT BUMyCKy; He Binblue 3,0% npoTsrom

TepMiHy npuaaTtHocTi; BBeAeHHs 3MiH NpoTArom
6-Tv MicALiB MiCNsa 3aTBEPMKEHHS. - 3MiHuM | Tuny
- 3MiHM 3 sikocTi. FOTOBMIA NikapCbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX roTOBOro nikapcbkoro 3acoby (iHLi 3MiHK) -
CynyTHs 3MiHa
- 3MiHu 3 AkocTi. FOTOBMIA NiKapCbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
meToAax BUNpobyBaHHSA rOTOBOTO fiKapCbKOro
3aco0y (He3HayHa 3miHa y 3aTBEPIKEHUX
mMeToAax BUNpobyBaHHS) — BHECEHHS 3MiH A0
crneundgikauii M3 3a noka3HMKoM «Po3uMHEHHS

B B6ycepHomy posuuHi, pH 6,8», a came

[OMOBHEHHS HOPMYBaHHSIM NPU BUMYCKY,

BignosigHo n.3.2.P.5.1.Cneundikadis(-i).

3aTtBepaxeHo: He MeHwe 70% (Q) HomiHanbHOI
KiNbKOCTi OMenpa3ony NOBUHHO PO3YMHUTUCSH
npotsarom 30 xB - 3anponoHoBaHo:

He MeHLwe 80% (Q) HoMiHanbHOI KiNbKOCTi
omenpasony NOBMHHO PO3YMHUTUCH NMPOTSTOM
30 xB Ha MOMEHT BUNycky He MeHwe 70% (Q)
HOMiHarbHOI KiNbKOCTi OMenpas3ory NOBUHHO

po34nHUTUCS NpoTsaroMm 30 XB NPOTArOM TePMiHYy
npvaaTHocTi. BBegeHHs 3MiH npoTarom 6-tu
MiCALIB MiCnsA 3aTBEPKEHHS. - 3MiHuM | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX roTOBOrO fikapcbkoro 3acoby (iHLUi 3MiHK) -
CynyTHs1 3miHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BUNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPAKEHUX MeToAaxX
BMNPOBYBaHHA)— BHECEHHS 3MiH [0
cneuudikauii M3 3a nokasHykom «JoMilwkuy», a
came [JOMOBHEHHS HOPMYBaHHSIM NP BUMYCKY,

BignosigHo n.3.2.P.5.1.Cneundikadis(-

i).3aTBepmkeHo: 3anponoHoBaHo: - HanbinbLuoi
iHaMBIQyanbHOI JOMiILKK - He Binble 0,5% -
Cyma gomilwok - He Binble 2,0% -Ha momeHT
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Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUnycky NpoTarom TepMiHy NpMaaTHOCTI -
HanbinbLuoi iHaMBiayanbHOT AOMILLKM - He
6inbwe 0,5% - Cyma gomiwok - He GinbLe 1,0%
HanbinbLwoi iHavBigyanbHOT AOMILLKM - He
6inbwe 0,5% - Cyma gomiwok - He GinbLue 2,0%
- BBeaeHHst amiH npoTaroM 6-Tu micsauis nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTiI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHWi 3miHM y MeToaax BunpobyBaHb
(Bkntoyaroum 3amiHy abo JONOBHEHHS)) -
BBEJEHHS HOBOro MeToay BunpobysaHHs 113 3a
nokasHukoM «KinbkicHe BU3Ha4YeHHs1
omenpasony B Kancyni» nuwe ans
BunpobyBaHHs ctabinbHocTi (HPLC, for stability
testing only). BBegeHHs 3MiH npoTarom 6-tn
MicsLiB Micnsa 3aTBEPAXEHHS.

165.

OPLIEPUH

kancynu no 50 mMr no
10 kancyn y
6nictepi; no 1 abo 3
Gnictepu B
KapTOHHIN ynakoBLi

Makneoac
dapmacbloT
mKarnc
Nimiten

IHgia

Makneoac
dapmacbtoTukanc
Nimiten

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3minm | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo 4OMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHK) - BHeceHHs
3MiH B cneumdikaLito Woao nepiognyHocTi
MmikpobionoriyHoro koHTponto 13, a came: 3miHa
PYTUHHOCTI NpoBefeHHs aHanidy MBY (aHani3
NpOBOANTLCS Ha NepLUNX TPbOX CEePisiX Ta Ha
KOXHiV [ecaTii HacTynHiv cepii, ane He pigwe 1
cepii B pik). BBegeHHs 3MiH npoTsiroM 6-Tu
MicsiLiB micnsi 3aTBEpOXKEHHS.

3a
peuernmom

UA/6644/01/01

166.

NAPALETAMO
n

Tabnetku no 200 mr
no 10 Tabnetok y
6nictepax; no 10
Tabnetok y bnicrepi,
no 2 6nictepu B
navuj

NAT
"Mannidap
M

Ykpaina

MAT "Fanuudpapm”,
YkpaiHa;
NAT
"KniBmegnpenapart”,
YkpaiHa

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3Mminu | TUNYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sik pesynbtaT
OLiHKM 3BITY 3 AoCHigKeHb, NpOBeAeHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3miHy y3rogeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm) -
3MiHM BHECEHO B IHCTPYKLIitO ANt MEAUYHOTO
3acTOCyBaHHS NikapCcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWK1MKM nikapcbknMu 3acobamu Ta
iHWIi BMAW B3aemogain" Ta "OcobnmBocTi
3acTocyBaHHA" BiANOBIAHO O OHOBMEHOI
iHpopMmalii Loao 6e3nekn 3acTocyBaHHs Aitoyoi

6e3
peuenma

nionsieae

UA/8334/01/01




95

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa
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Homep
peecmpauiliHo2o
noceid4yeHHs1

pevoBUHM 3rigHo 3 pekoMeHgauieto PRAC. -
TepMiH BBEAEHHS 3MiH - NPOTSAroM 6 micsauis
nicnsa 3aTBepaKEHHs

167.

NEPIHOOMPEC
® TPIO

TabneTku no 4
mr/1,25 mr/5 mr, no
10 Tabnetok y
Gnictepi; no 3
Gnictepu B nayui

MpAT
"®apmaueBT
nyHa dipma

"NapHuug"

Ykpaina

MpAT
"PapmaueBTUYHa
cipma "dapHuua”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MinHn | Tvny - 3MiHmM Wwoao
6e3nekn/edekTMBHOCTI Ta bapMakoHarnsay.
3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MELMNYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OLliHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHUX
BiA4NOBIAHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3miHy y3rog)XeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpPraHoMm)
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOrO
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"Mepeno3yBaHHs" BiANOBIAHO 40 OHOBMEHOI
iHcpopMmaii woao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBUMHM 3rigHo 3 pekoMeHgauieto PRAC.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS

3a
peuenmom

He
nidnsieae

UA/19239/01/01

168.

NEPIHOOMPEC
® TPIO

Tabnetku no 4
mr/1,25 mr/10 mr, no
10 TabneTtok y
6nictepi; no 3
onictepu B navui

MpAT
"®apmaueBT
nyHa cipma

"NapHuug”

Ykpaina

MpAT
"®apmaLeBTUYHa
cipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis:
3MinHn | TMny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHoO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBAXXEHUM OpPraHoMm)
3MiHM BHECEHO B iHCTPYKLIit0 ANt MEAUYHOTO
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"Mepeno3yBaHHS" BiQMOBIAHO JO OHOBIEHOI
iHcpopMalii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBUHY 3rifHo 3 pekomeHaauieto PRAC.
TepmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS

3a
peuenmom

He
nionsieae

UA/19239/01/02

169.

NEPIHAOMPEC
® TPIO

Tabnetku no 8
mr/2,5 mr/5 mr, no 10
TabneTok y 6nictepi;
no 3 6nictepu B
nayui

MpAT
"®apmaneBT
nyHa dipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
dipma "OdapHuus”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsay.
3MiHa y KOpOTKili XapakTepuCTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeaMYHOro 3acToCyBaHHs Ha NiacTasi

3a
peuenmom

He
nionsieae

UA/19239/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pesynbtat
OL|iHKM 3BITY 3 AOCNigXEeHb, NPOBEAEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHUX JocnigkeHb
(PIP) (3miHy y3rog)XeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpPraHoMm)
3MiHM BHECEHO B iHCTPYKLIitO AN MEAUYHOrO
3acTocyBaHHS nikapcbkoro 3acoby Ao po3giny
"lMepeno3yBaHHs" Bi4NOBIAHO 40 OHOBMEHOI
iHcpopMmaii woao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBUMHM 3rigHo 3 pekoMeHgauieto PRAC.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauiB nicns
3aTBEePAKEHHS!

170.

NEPIHOOMPEC
® TPIO

TabneTku no 8
mr/2,5 mr/10 mr, no
10 TabneTtok y
6nictepi; no 3
onictepu B navui

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT
"®apmaueBTUYHa
cipma "dapHuua”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MELMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIOBaHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JoChioXeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBAXXEHUM OpPraHoMm)
3MiHM BHECEHO B iHCTPYKLIit0 ANt MEAUYHOrO
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"Mepeno3yBaHHs" BigNOBIAHO 4O OHOBMEHOT
iHcpopMmalii Lwoao 6e3neku 3acTocyBaHHSA Aito4oi
peyoBUHYM 3rigHo 3 pekomeHaauieto PRAC.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS

3a
peuernmom

He
nidnsieae

UA/19239/01/04

171.

MNOPTAJAK

cupon, 667 mr/mn;
no 250 mn a6o no
500 mMn y donakoHi 3
KpWLLKOIO Ta 3
MipHUM
cTakaH4ymkom; no 1
dnakoHy B
KapTOHHIN nayui

Benyno,
nikn Ta
KOCMeTuKa,
a.an.

XopsarTis

Benyno, nikv Ta
KOCMeTuKa, 4.4.

Xopsaris

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
BBepneHHs abo 3mMiHu 4o y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnagy (BBeAeHHs
y3aranbHeHWX faHnx npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BiANoOBiAanbHOI 3a 3AiNCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiA4NoBiganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYALOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-chaina cuctemu

6e3
peuenma

UA/14086/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOi 0cobu 3asBHUKA,
BignosigansHoi 3a chapmakoHarnsag. 3miHa
MicLie3HaXoQKeHHA MacTep-ganna cuctemm
capmakoHarnagy. 3MiHa micus 34iNCHEHHS
OCHOBHOI AisinbHOCTI 3 dhapMakoHarnsgy.

172.

NPErABANIH-
TEBA

Kancynu Teepai no
150 mr no 14 kancyn
y 6nicTepi; no 1, 2,
abo 4 6nictepn y
Kopoo6uUi

TOB «TeBa
YkpaiHa»

Ykpaina

MNIBA Xpsatcka
A.0.0.

Xopsarisi

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MoaaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHocCTi abo BUny4eHHs cepTudikata
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
AonomixHoi pevosuHu (ME-ceptudikat
BiNOBIgHOCTI €BponeWchkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoAykTy abo AOMOMIKHOI pe4oBuHM) - HoBuiA
cepTudikat Ansa BUXigHOro
maTepiany/peareHTy/npoMixxHOro npoaykty abo
[OOMOMIDKHOI peYOBUHM Big HOBOrO abo Bxe
3aTBEpOKEHOro BUPOGHUMKa - MoAaHHS HOBOro
[E-cepTudpikaTa BignosigHOCTI €Bponencbkin
dapmakonei Ne R1-CEP 2008-048 - Rev 00 gns
»enaTtuHy Bi HoBoro BMpo6GHuka Pioneer Jellice
India Private Limited

3a
peuenmom

UA/13629/01/02

173.

NPErABANIH-
TEBA

Kancynu TBepgi no
75 mr no 14 kancyn
y BnicTepi; no 1, 2,
abo 4 Gnictepn y
kopooui

TOB «TeBa
YkpaiHa»

Ykpaina

MNIBA XpsaTtcka
A.0.0.

Xopsgarisi

BHECEHHS 3MiH IO peecTpauiiHix maTepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponewickkin hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHocCTi abo BUny4eHHs cepTudikata
BigNOBIQHOCTI €BponeWnchbkin dapmakonei: ons
ADI; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, LWo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
nonomixHoi pevosuHu (FE-ceptudikat
BiQNOBIgHOCTI €Bponelickkin hapmakonei Ans
Adl/BnxigHoro matepiany/peareHTy/npoMiKHOro
npoaykTy abo foMoMixXHOI pe4oBuHM) - HoBui
cepTudikaT ans BUXigHoro
marepiany/peareHTy/npOMiKHOro NpoaykTy abo
[OMOMDXHOT pe4oBMHU Bi HOBOro abo Bxe
3aTBepAKeHOro BUpobHWKa - NogaHHsA HOBOroO
'E-cepTudikaTa BignosigHocTi €Bponenchbkin
dapmakonei Ne R1-CEP 2008-048 - Rev 00 ans
»enaTtuHy Bia HoBoro BMpo6Huka Pioneer Jellice
India Private Limited

3a
peuenmom

UA/13629/01/01

174.

NPECAPTAH®

TabneTku, BKPUTI

Inka

IHOisa

Inka Jlabopatopis

IHAis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:

3a

UA/14414/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
H-50 nniBKOBOK JlabopaTopis Nimiten 3minu | TUNY - 3miHun wopo peuenmom
obonoHkoto, no 50 Timiteq 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr/12,5 mr; no 14 BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
TabneTok y 6nictepi; npo cuctemy dapmakoHarnsgy (BBegeHHs
no 2 bnictepun y y3aranbHeHUX AaHux npo cuctemy
KapTOHHIN nayui; no dapmakoHarnsay, 3MiHa ynoBHOBaXXeHoi ocobu,
10 Tabnetok y BiAnNoBiganbHOI 3a 3AiNCHEHHS
Gnictepi; no 3 hapmakoHarnsiay; KOHTakTHoi ocobu 3
Gnictepny dapmakoHarnagy 3assHuka Ans 30iNCHEHHs
KapTOHHIN nayui dapmakoHarnsgy B YkpaiHi, SKWwo BoHa
BiAMiHHa Bif ynoBHOBaXeHOi ocobu,
BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
(BKHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-danna cuctemm
apmakoHarnsigy) - 3MiHa KOHTaKTHOI ocobu
3asBHMKa, BiANOBiAanbHOI 3a dhapMakoHarnsag B
YkpaiHi. - Oitova pegakuis: Catiw YaHgpa. -
MponoHoBaHa peaakuis: CapaniHa Onbra
|IBaHiBHA. - 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOI
ocobu 3asBHMKa, BiAnoBiganbHOI 3a
bapmakoHarnag B YkpaiHi.
175.| NIPOMNO®OII- emynbcis ans B. BpayH HimeuyunH BupobHumuTBO, HimevuunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/8172/01/01
ninypPo 1% iHdpy3in, 10 mr/mm; Menb3yHreH a nepBuHHa Ta 3MiHn | Tuny - 3miHn Wwoao peuernmom
no 20 mn B amnyni; Al BTOPUHHA yNaKoBKa, 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
no 5 amnyny BUMYCK cepil (iHLWi 3MiHW). 3MiHWM BHECEHO Y TEKCT
KapTOHHiIN kopobuyj; dnakoHiB: b. BpayH MapKyBaHHS MEPBMHHOI Ta BTOPMHHOI YyNaKOBOK
no 50 mn a6o no Menb3ayHreH AT, nikapcbkoro 3acoby. BBegeHHst 3MiH MpPOTArom
100 mn 'y dpnakoHi; Himeuumnna; 6-TW MicauiB nicna 3aTBepAXKEHHS
no 10 chnakoHiB y KoHTponb cepii
KapTOHHiI kopobui dnakoHiB:
B. BpayH
Menb3yHreH AT,
HimevuunHa; MoBHuN
LMK BUpOBOHMLTBA
amnyn: b. BpayH
Menb3ayHreH AT,
HimeyunHa
176.| NYPEITOH® PO34UH ANS iH'eKuin, OpraHoH LLisenuapi BupobHuuTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a He UA/5023/01/01
833 MO/mn; no CeHrtpan lct a Hepo3adacoBaHol HigepnaHnaun 3MiHun 1l Tuny - 3miHn wopno peuenmom | nidnsizae
0,420 mn (300 m6X npoaykuii Ta 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
MO/0,36 mn) abo nepBUHHA yNakoBkKa, 3MiHU y KOPOTKili XapakTepucTuL, NikapCbKoro
0,780 mn (600 KOHTPOMb SIKOCTI, 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MO/0,72 mn) y TEeCTyBaHHs MeON4YHOro 3aCTOCyBaHHS y 3B’A3KY i3 HOBUMM
KapTpumpki; no 1 CTEepUNbHOCTI Ta OAHUMW 3 SKOCTI, AOKNIHIYHUMMN, KNiHIYHUMK
KapTpumxKy y GakTepianbHUX AaHVMU Ta AaHuMu 3 dhapmakoHarnsgy. 3miHu
BigKpUTOMY €HOOTOKCUHIB BHECEHO [0 iHCTPYKLii ANns MeguyHoro
nnacTUKOBOMY NOTKY roTOBOrO 3acTOCyBaHHS NikapCcbKoro 3acoby Ao po3ainis
B KOMMIEKTI 3 nikapcbkoro 3acoby "MobiuHi peakuii”, "MicLe3HaxookKeHHs
rornkamu, no 2 (kOHTpOnb sIKOCTI Ta BUPOGHWMKa Ta oro agpeca Miclsi IPoBagKEHHS
KOMMJIEKTU FONoK — 2 TeCTyBaHHSA [iANbHOCTI/ MicLLe3HaxomKeHHs 3asiBHUKa Ta/abo
KapTOHHi KOPOGKM cTabinbHoCTi), npefcTaBHVKa 3asiBHUKA" (OHOBMEHHSI AaHUX
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
(KOXeH KoMnMeKT no BidyanbHa iHCneKuis: LLOAO0 KOHTaKTHWX AaHUX NPeAcTaBHUKa
3 ronku, KoxHa BetTep dapma- 3asBHUKa). BBeaeHHs 3MiH npoTsarom 6-Tn
ronka B ®epTuryHr MTM6X i MicauiB Micnsa 3aTBepAXeEHHSA
iHauBigyanbHOMy Ko. KI', HimeuunHa;
nnacTMKkoBoMy KoHTponb sikocTi,
KOHTeWHepi) y TEeCTyBaHHs
KapTOHHIN nayui CTepWnbHOCTI Ta
GakTepianbHux
€HOOTOKCUHIB
roToBOro
nikapcbkoro 3acoby
(KoHTpOIb AKOCTI Ta
TecTyBaHHS
cTabinbHOCTI),
BidyarnbHa iHcnekuis:
BeTttep dapma-
®epTuryHr MM6X i
Ko. KI", HimeuuuHa;
BisyanbHa
iHcnekuisn: BeTtTep
Papma-depTuryHr
moX i Ko. KT,
Hime4yuunha;
KoHTponb sikocTi Ta
TecTyBaHHS
cTabinbHocCTI,
BTOPWHHA YNaKoBKa,
[03BiN Ha BUNYyCK
cepii: H.B. OpraHoH,
Higepnanau
177.| PAMINPUN- TabneTku no 2,5 wr, TOB «TeBa YkpaiHa Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/16689/01/01
TEBA no 10 TabneTtok y YkpaiHa» HimeuunHa 3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBun peuernmom
6nicTepi, no 3 abo 6 (BupobHuuTteo nikapcbkuii 3aci6. 3mMiHM y BUpoGHULUTBI. 3MiHa
GnicTepis y kopobui Hepo3dpacoBaHoro iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
npoayKTy, AO03BiN Ha Ta KOHTPOIO AKOCTi FOTOBOrO JiKapCbKOro
BUNYCK cepii; 3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
[MepBuHHa Ta AKI 3AINCHIOETBCS KOHTPOb/BUNPOOYBaHHS
BTOPUHHA yMNaKoBKa, cepii). [lonaBaHHA HOBOI AiNbHWLI, a came
KOHTpPOIb SIKOCTI); popaTtkoBoi nabopaTtopii, sika NpuiMae yvacTtb y
HopatkoBa koHTponi sikocTi: HHAC J1a6op [O-p Xoiicnep
naboparopis, sika 'm6X (FMHaeHbyprwTpacce 33, dpigpixcrans,
npunmae yvactb y wtyTeHsee, baneH-Bioptembepr, 76297,
KOHTpPOMi SIKOCTi: Himeuumna) / HHAC Labor Dr. Heusler GmbH
HHAC Na6op O-p (Hindenburgstrasse 33, Friedrichstal, Stutensee,
Xowicnep 'mbX, Baden-Wuerttemberg, 76297, Germany).
HimeuunHa 3MiHM BHECEHO Ha TUTYNbHY CTOPIHKY TEKCTY
MapKyBaHHs1 yakoBKM MikapcbKoro 3acoby ans
BCiX JO3YBaHb.
178.| PAMINPUN- Tabnetku no 10 mr, TOB «TeBa YkpaiHa Mepkne 'mbX, HimeyuunHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/16689/01/03
TEBA no 10 TabneTtoky YkpaiHa» HimeyumHa 3MiHn | Tuny - 3MiHK 3 gxocTi. FoToBuN peuernmom
6nictepi, no 3 abo 6 (BupobHuuTtBo nikapcbkuii 3aci6. 3miHM y BUpoBHUUTBI. 3MiHa




100 [TponoBkeHHs qoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
GnicTepiB y kopobui Hepo3dpacoBaHoOro iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
npoaykTy, AO3BIN Ha Ta KOHTPOIIO AKOCTi FOTOBOrO fiKapCbKOro
BUWMNYCK Cepil; 3acoby (3amiHa abo gopaBaHHs AinbHULI, Ha
MepBuHHa Ta AKiIN 3AINCHIOETBCS KOHTPOMbL/BUNPOOYBaHHS
BTOPUHHA yMaKoBKa, cepii). [lonaBaHHA HOBOI AiNbHWLI, a came
KOHTPOIb SIKOCTI); popaTtkoBoi nabopaTtopii, sika NpuiMae yvacTtb Yy
[opaTkoBa koHTponi sikocTi: HHAC Jlabop [-p Xovicnep
naboparopisi, sika 'mM6X (FiHaeHbyprwTpacce 33, ®pigpixctans,
npuMae yyacTb y wTyTeHsee, bageH-Bioptembepr, 76297,
KOHTpONi SIKOCTi: Himeuyumna) / HHAC Labor Dr. Heusler GmbH
HHAC Na6op O-p (Hindenburgstrasse 33, Friedrichstal, Stutensee,
Xowicnep M'mbX, Baden-Wuerttemberg, 76297, Germany).
HimeuyunHa 3MiHN BHECEHO Ha TUTYIbHY CTOPIHKY TEKCTY
MapKyBaHHS YNakoBKW nikapcbkoro 3acoby ans
BCiX 403YBaHb.
179.| PAMIOPUIN- TabneTtku no 5 mr, TOB «TeBa YkpaiHa Mepkne 'm6X, HimevuunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/16689/01/02
TEBA no 10 TabneTtoky YkpaiHa» HimeyunHa 3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBuN peuernmom
6nictepi, no 3 abo 6 (BupobHuuTteo nikapcbkuii 3aci6. 3miHu y BUpoOHULTBI. 3MiHa
GnicTepiB y kopobui Hepo3dacoBaHOro iMnopTepa/amiHu, Lo CTOCYHTLCSA BUNYCKY cepii
npoaykTy, AO3BIN Ha Ta KOHTPOIO AKOCTi FOTOBOrO JiKapCbKOro
BUNYCK cepii; 3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
MepBuHHa Ta A 3AINCHIOETBCS KOHTPOIb/BUNPOOYBaHHS
BTOPUHHA yMaKoBKa, cepii). [lonaBaHHA HOBOI AiNbHWLI, a came
KOHTPOIb SIKOCTI); popaTtkoBoi nabopaTtopii, sika Nnpuimae yvacTtb y
[opaTkoBa koHTponi sikocTi: HHAC Jlabop [-p Xovicnep
naboparopis, sika 'm6X (FMHoeHbyprwTpacce 33, Ppigpixctans,
npunmae yvactb y wTyTeHsee, bagneH-Bioptembepr, 76297,
KOHTpPONi SIKOCTi: Himeuyumna) / HHAC Labor Dr. Heusler GmbH
HHAC Na6op O-p (Hindenburgstrasse 33, Friedrichstal, Stutensee,
Xowicnep M'mbX, Baden-Wuerttemberg, 76297, Germany).
HimeuunHa 3MiHM BHECEHO Ha TUTYINbHY CTOPIHKY TEKCTY
MapKyBaHHS YNakoBKW nikapcbkoro 3acoby ans
BCiX JO3YBaHb.
180.| PEATNA Kancynu Teepai no BAT YropwuHa BAT "legeoH YropwuHa BHECEHHS1 3MiH O peecTpauiHuX maTtepianis: 3a He UA/17545/01/01
1,5 mr, no 7 kancyn "TeneoH PixTep" 3MinHn | Tuny - 3MiHK Wwopo peuenmom nionsieae
y 6nicTtepi; no 1 abo PixTep" 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
4 6nictepu B (iHLWi 3MiHK) - 3MiHK BHECEHO [0 IHCTPYKLUii Anst
KapTOHHIN ynakoBLji MeOUYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby, a
came pefaryBaHHsi TEKCTY Ta YTOYHEHHS
iHdbopMmaii B TekcTi po3ginis "®apmakonorivHi
BrnactusocTi", "OcobnuneocTi 3acTocyBaHHSA",
"Cnoci6 3actocyBaHHs Ta fo3u", "TMobiuHi
peakuii”. BBeaeHHs 3MiH NpOTArom 6-Tu Micsuis
nicns 3aTBepaKeHHs - 3miHu | Tuny - 3miHn
wono 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - 3MiHK BHECEHO
[0 IHCTPYKUIi ANs MeanyHoro 3acTocyBaHHS
nikapcbkoro 3acoby Ao po3aainy "MNobivHi peakuyii”
{00 NOBIAOMIEHHS NPO MiA03ptoBaHi NOBIYHI
peakuii. BBeaeHHs1 3MiH NpoTaromM 6-Tn micsiuiB
nicns 3aTBepaKeHHs! - 3minu Il Trny - 3miHK
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

oo 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsagy. 3miHn y KOpoTKiv
XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMUW AaHUMW 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMW JaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy - 3MiHu BHeceHo 4o
IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby fo posginis "Baaemogis 3
iHLWMMM nikapcbkumm 3acobamm Ta iHWi BUuam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat” Wwoao pesynbraTie
OOCHiMKEeHHS B3aEMOZIi KapunpasuHy 3
ropMoHarsibHMMK KOHTpauenTueamm npu
OfHOYaCHOMY 3aCTOCYyBaHHiI. - BBegeHHs 3MiH
NPOTArom 6-Ty MiCSILIB MiCNsi 3aTBEPOXKEHHS -
3minm Il Tvny - 3miln wopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
OaHnMu Ta AaHnMm 3 chapmakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao po3ginis
"®apmakonoriyHi BnactmsocTi", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHsi rpyaar”, "MobidHi
peakuii” Wwoao iHgopmaLii CTOCOBHO OTPUMaHNX
pe3ynbTaTiB AOKNIHIYHMX AoCnigKeHb 3 6e3neku
KapunpasuvHy.

BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS

181.

PEATINA

Kancynu TBepgi no 3
Mr, MO 7 Kancyny
6nicTepi; no 1 abo 4
6nictepu B
KapTOHHIN ynakoBLi

BAT
"leneoH
PixTep"

YropwwmHa

BAT "leneoH
PixTep"

YropwuHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3Mminu | TUNYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHW) - 3MiHW BHECEHO [0 IHCTPYKUiT ANns
MeAMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby, a
came peflaryBaHHsi TEKCTY Ta YTOYHEHHS!
iHdbopmaii B TekcTi po3ginis "®apmakonorivHi
BnactmeocTi", "OcobnumBocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHs Ta go3u", "TMobiuHi
peakuii”. BBeieHHSA 3MiH NpOTArom 6-Tn MicsiLiB
nicnsi 3aTBepaXeHHs - 3MiHu | Trny - 3miHn
oo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHun) - 3MiHM BHECEHO
00 IHCTPYKUIi ANS MeanYHOro 3acToCcyBaHHS
nikapcbkoro 3acoby Ao po3aainy "MNobivHi peakuii”
LLIOAO MOBIAOMIIEHHS MPO MiA03PHoBaHi NOBIYHI
peakuii. BBegeHHs1 3MiH NpoTAroM 6-T1 Micsuis

3a
peuenmom

He
nidnsieae

UA/17545/01/02
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Kpaina

[IponoBkeHHs 1oaarka 3

PeecmpauyitiHa npoyedypa

Ymosu

Peknam

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

eUpPOb6HUKa

nicns 3aTeepaKeHHs - 3minu I Tuny - 3miHn

aidnycky

yeaHHs*

peecmpauiliHo2o

noceid4yeHHs1

oo Gesnekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKil
XapaKkTepucTuLi NnikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEeANYHOro
3aCTOCYBaHHS! y 3B’A3KY i3 HOBUMMW AaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KMiHIYHUMMW JaHUMK Ta
OaHumu 3 dpapmakoHarnagy - 3MiHM BHeCEHO A0
iHCTpYKLUIii 4N MEAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby fo posginis "Baaemogis 3
iHLWIKXMKM nikapcbkuMK 3acobamu Ta iHWi BUAm
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” Woao pesynsraTtis
OOCnifKEeHHS B3aEMOZIi KapunpasuHy 3
ropMOHarnbHUMK KOHTpaLenTuBamm npu
O0[HOYaCHOMY 3aCTOCyBaHHiI. - BBegeHHst 3amiH
NPOTArom 6-Tu MicAUIB NicNA 3aTBEPLKEHHS -
3minm Il Tvny - 3milm wopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
MEeAMNYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 SKOCTI, AOKMIHIMHUMU, KIMiHIYHUMK
OaHnMu Ta AaHnMm 3 chapmakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLii AN MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi", "OcobnumeocTi
3actocyBaHHs", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peakuii” Wwoao iHgopmaLii CTOCOBHO OTPUMaHNX
pe3ynbTaTiB AOKNIHIYHUX JOoCnigkeHb 3 6e3neku
KapunpasuHy.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHSI
BHECEHHS1 3MiH O peecTpauinHMX maTtepianis:

3a

He

UA/17545/01/03

182.

PEATIA

Karncynv TBepai no
4,5 mr, no 7 kancyn
y 6nictepi; no 4
Gnictepu B
KapTOHHIN ynakoBLi

BAT
"lepeoH
PixTep"

YropwuHa

BAT "T'epeoH
PixTep"

YropwuHa

3Mminu | TUNYy - 3miHun Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHLWi 3MiHK) - 3MiHK BHECEHO [0 IHCTPYKLUii Anst
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby, a
came peflaryBaHHs TEKCTY Ta YTOUHEHHS
iHdbopMmaii B TekcTi po3ginis "®apmakonorivHi
BnactmsocTi", "OcobnumBocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHA Ta fo3un", "TobiuHi
peakuii”. BBeaeHHs 3MiH NpOTArom 6-Tu Micsuis
nicnsi 3aTBepaXeHHs - 3MiHu | Tuny - 3miHn
wono 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - 3MiHK BHECEHO
00 IHCTPYKUIT ANS MeanYHOro 3acTocyBaHHS
nikapcbkoro 3acoby o posginy "lMobivni peakuii”

LL{0A10 NOBIAOMIIEHHS NPO Mif03ptoBaHi NOBiIYHI

peuerimom

nidnsieae
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

peakuii. BBeaeHHs1 3MiH NpoTaroM 6-Tn micsiuis
nicns 3aTBepmKeHHs - 3MiHu I Tuny - 3miHn
wopno 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKil
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeaU4Horo
3aCTOCYBaHHS! y 3B’A3KY i3 HOBUMMW AaHUMU 3
SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy - 3mMiHu BHeceHo 4o
iHCTPYKLUIii 4N MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainis "B3aemopis 3
iHLWMMM nikapcbkumm 3acobamm Ta iHWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaat” Wwoao pesynbraTis
OOCnifKeHHS B3aeMOZIi KapunpasuHy 3
ropMOHarnbHVMK KOHTpauenTuBamm npu
OfHOYaCHOMY 3aCcTOCyBaHHiI. - BBegeHHs 3MiH
NPOTArom 6-Tn MicAUIB NiCNA 3aTBEPLKEHHS -
3minHn Il Trny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3MiHUN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MEeAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OaHMMW 3 SKOCTi, AOKMIHIMHUMW, KIiHIYHUMKX
AaHnMun Ta AaHnMu 3 hapmakoHarnsagy - 3MiHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi", "OcobnuneocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peakuii” Wwopao iHopmaLii CTOCOBHO OTpUMaHMX
pe3ynbTaTiB AOKNIHIYHMX AOCnigKeHb 3 6e3neku
KapunpasuHy.
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPKEHHSI

183.

PEATIA

Kancynu Teepai no 6
Mr, Mo 7 Kancyny
6nicTepi; no 4
Gnictepu B
KapTOHHIN ynakoBLi

BAT
"lepeoH
PixTep"

YropwuHa

BAT "T'epeoH
PixTep"

YropwuHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK) - 3MiHK BHECEHO [0 HCTPYKUIi Anst
MeaMYHOro 3aCTOCyBaHHS NikapcbKkoro 3acoby, a
came pefaryBaHHs TEKCTY Ta YTOUHEHHS
iHdbopMmaii B TekcTi po3ginis "®apmakonorivHi
BrnactueocTi", "OcobnuneocTi 3acTocyBaHHSA",
"Cnoci6 3actocyBaHHs Ta go3u", "TMobiuHi
peakuii”. BBeAeHHs 3MiH NpOTArom 6-Tu Micsiuis
nicns 3aTBepaKeHHs - 3miHu | Tuny - 3miHn
Lwono 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - 3MiHK BHECEHO
[0 IHCTPYKUIi ANs MeanyHoro 3acTocyBaHHS
nikapcbkoro 3acoby ao posainy "MNobivHi peakuyii”

3a
peuenmom

He
nidnsieae

UA/17545/01/04
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

LLIOA0 NOBIAOMIIEHHS NMPO MiA03ptoBaHi NOBIYHI
peakuii. BBegeHHs 3MiH NpoTaromM 6-Tn micsiuiB
nicns 3aTBepaKeHHs - 3minu I Tuny - 3miHn
wopno 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsagy. 3miHn y KOpoTKin
XapaKkTepucTuLi NnikapcbKoro 3acoby, TeKCTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeaUYHOro
3aCTOCYBaHHS y 3B’A3Ky i3 HOBMMMW JaHUMM 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMM JaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy - 3mMiHu BHeceHo 4o
IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby fo posginis "Baaemogisi 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUAn
B3aemogin", "OcobnmneocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaat” Wwoao pesynbraTis
OOCHNiMKEeHHS B3aEMOZIi KapunpasuHy 3
ropMoHarsibHMMK KOHTpauenT1eamm npu
OfHOYaCHOMY 3aCcTOCyBaHHiI. - BBegeHHs 3MiH
NPOTArom 6-Ty MiCSILIB MiCNsi 3aTBEPOXKEHHS -
3minm Il Tvny - 3milm wopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHUN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeAMYHOrO 3aCTOCYBaHHS! y 3B’5I3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMK
OaHnMu Ta AaHnMu 3 chapmMakoHarnsgy - 3MiHu
BHECEHO A0 iHCTPYKLii AN MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHsi rpyaar”, "MobidHi
peakuii” Wwoao iHgopmaLii CTOCOBHO OTPUMaHNX
pe3ynbTaTiB AOKNIHIYHMX AOCnigKeHb 3 6e3neku
KapunpasuvHy.

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS

184.

PIANITPIC
MOHO

crper HasanbHUi,
[030BaHUN,
cycneHxsis, 50
mkr/go3y no 60 abo
120 po3y
nonieTMneHoBomMy
donakoHi, no 1
dnakoHy 3
[03Y04MM HacoCOM-
po3nuoBayeM,
3aKpUTUM
KOBMaykoM, y
KapTOHHiIl kopobuyi

"nmenmapk
CnewianTi
C.A.

LLsenuapi
a

"mexnmapk

q)apMaCb}OTMKaJ'B

1o,

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3Mminu | TUNYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3miHa yacToTu Ta/abo TepMmiHiB NogaHHA
perynsipHo OHOBIIOBaHWUX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB 3MiHa YacToTu Ta TepMiHy
NOAAHHS PeryrnsipHO OHOBITHOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby: [itoua penakuis:
Yacrota nogaHHs PO3B — 5 pokis; KiHuesa
nara ons BknoyeHHsA aaHux o PO36 —
22.05.2022 p.;

Hata nogaHHsa — 20.08.2022 p. MNMponoHoBaHa
pegpakuisa: Yactota nogaHHsa PO3B — 5 pokiB;
KiHueBa gata ans BknoYeHHs gaHnx go PO36 —

3a
peuerimom

UA/19108/01/01




105 [TponoBkeHHs qoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
22.05.2028 p.; Oata nogaHHsa — 20.08.2028 p.
PekomeHgoBaHo A0 3aTBEpOXKEHHS BigNoBigHO
[0 NepioAnYHOCTi MoAaHHSA perynspHo
OHOBIIOBaHWX 3BITIB 3 6e3nekn nikapcbkux
3acobiB y €Bponeiicbkomy Cotosi
185.| CAKCEHOA® PO34MH Ans iH'ekuin, A/T Hoso [anis KomnnekTyBaHHs, Hanis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTtepianis: 3a UA/18651/01/01
6 mr/mn; no 3 mny Hopaick MapKyBaHHSA Ta CnonyyeHi 3MiHn |l Tuny - 3miHn 3 akocTi. AdI. peuenmom
KapTpumKax, BTOPUHHE LWratn Bupo6bHuuTBo. 3MiHM BUNpobyBaHb abo
BKNageHux y nakyBaHHSi FOTOBOrO OonycTMMMUX MeX y npoueci BupobHuutea Adl,
nonepegHL0 nNpoAayKTy. LLI0 BCTaHOBIEHI y cneuudikauisx (BUnyyYeHHs
3anoBHeHy CepTtudikauis cepii. BMNPOBYyBaHHS B NpoLieci BUpobHULTBA, Lo
6araTogosoBy A/T Hoso Hopaick, MOXe MaTu ICTOTHUI BAMB Ha 3ararnbHy SKiCTb
0fHOpa3oBy LUMNPUL- [aHisi; BupobHmuTteo AQ®Il). BupaneHHs Tecty nnasmigHux nepebynos
pyuyky; no 1, 3 abo 5 npoaykKTy, (FM-B9501), L0 3acTOCOBY€ETLCS Ha eTani
nonepegHL0 HanoBHEHHS depMeHTaLii B npoueci BMpobHMUTBA Aitoyoi
3anoBHEHiI LWNpuu- KapTpUaXy Ta peyoBuHM niparnytuay. 3miHu Il Tuny - 3miHu 3
PYYKM B KAPTOHHIV KOHTPOMb SKOCTI akocTi. A®l. BupobHuuTBo. 3miHn BUnpobyBaHb
Kopobui npoaykuii in bulk. abo gonycTMmMmnx Mex y npoueci BUpobHuuTBa
Bunyck cepii Ta A®I, w0 BcTaHOBNEHI y cneuundikalisx
cepTtudikauia. A/'T (BnyyeHHs BunpobyBaHHA B Npoueci
Hoeo Hopaick, BUPOBHMLTBA, L0 MOXEe MaTK iCTOTHUI BNUB Ha
[aHisi; BupobHmuTteo 3aranbHy sikicte ADI). BuganeHHs TecTy Ha
npoaykTy, cdeHoTun (FM-5000), o 3acTocoByeThCA Ha
HaMOBHEHHS eTani oepMeHTaLjii B npoueci BUpoOHULTBA
KapTpUaXy Ta Lir0Y0i pevoBUHK niparnyTnay.
nepesipka sKOCTi
npoaykuii in bulk.
KomnnekTyBaHHs,
MapKyBaHHSA Ta
BTOPUHHE
nakyBaHHsi FOTOBOrO
npoaykty. KoHTponb
AKOCTi NpoAyKuii in
bulk Ta rotosoro
NpoJyKTy.
HoBo Hopgaick
dapmachbtoTikan
IHpacTpis, JIr1.,
CnonyyeHi WraTn
186.| CANTIO®PAIBK rpaHynu Op. ®anbk HimeuunH Bupo6Huk HimevuunHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/3745/01/02
racTpope3nCTEHTHI, dPapma a BigMoBiganbHWIA 3a 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuernmom
NPOSIOHroBaHoi Aii m6X BUNYCK cepin BignosigHocTi/l'E-cepTudikat BignosigHoCTi
no 1000 mr; no 1860 KiHLLeBOro NpoayKTy: €Bponevicbkint dapmakonei/MmoHorpadii.
MF rpaHyny Op. ®anbk Gapma MogaHHA HoBOro abo oHoBMEHOro cepTudikara
naketukax «I'paHy- 'm6X, HimeuunHa; BignosigHocTi abo BMUNyYeHHs1 cepTudikaTta
Ctukey; no 50 Bupo6Huk, BiAnoBigHOCTI €Bponeiicbkini dapmakonei: Ans
nakeTuKIiB y Kopobui [030BaHoi hopmu, A®I; nna BuxigHoro
3 KapTOHY nepBUHHE, BTOPUHHE maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, L0
nakyBaHHs Ta BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADIl; ans
KOHTPOMb SIKOCTI: [OMOMIXXHOT peqoBuHU (cepTudikar
JlozaH ®apma 'M6X, BignoBigHocTi €Bponenchkii hapmakonei) -
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

HimeuuunHa; ®apbin
$apma M'mbX,
Himeuumnna;
Bupo6HuK,
BiAnNoBiganbHWi 3a
nepBUHHE, BTOPUHHE
nakyBaHHsi Ta
KOHTPOMb SKOCTI:
JlosaH ®apma 'M6X
(Ewbax cawr),
HimeuumnHa;
Bupo6HuK,
BigNOBiganbHUIM 3a
KOHTPOMb SKOCTI:
HaykoBo-gocnigHui
iHCTUTYT Xennenep
'm6X, Hime4vuunha;
Bupo6HuK,
BigNOBiganbHUI 3a
KOHTPOMb SKOCTI:
anndameg Papbin
ApuHenmiTTEND
'm6X, Himev4ynHa

OHoBneHWn cepTudikaT Bif yxe 3aTBepaXeHoro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudgikata
BignoBigHocCTi €Bponeicokin tapmakonei Ne R1-
CEP 2016-050 - Rev 01 (3atBepaxeHo: R1-CEP
2016-050 - Rev 00) anst A®I mecanasuHy Big
3aTBepakeHoro BMpobHuka Divi's Laboratories
Limited, India

187.

CANO®AINDbK

rpaHynu
racTpope3nCTeHTHi
NPOSIOHroBaHoI Aji
no1,5r,no279r
rpaHyn y nakeri
«pany-CTuke»; no
35 nakeTiB y kopobui
3 KapTOHY

Op. ®anbk
dapma
m6X

HimeyumH
a

BignosiganbHui 3a
BUNYCK cepin
KIHLLEBOro NpoayKTy:
Op. ®anbk Papma
'M6X, HimeuyuunHa;
BUPOOHMK JO30BAHOI
dopMu, NepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SIKOCTI:
Jlo3zan dapma 'm6X,
HimeuuunHa; ®apbin
Papma 'm6X,
HimeuumHa;
BMPOGHMK,
BiANoOBiganbHUI 3a
nepBUHHE, BTOPUHHE
nakyBaHHsi Ta
KOHTPOMb SIKOCTI:
JlozaH ®apma MM6X
(Ewbax cawr),
HimeuumnHa;
BMPOGHMUK,
BianosiganbHWi 3a
KOHTPOMb SIKOCTI:
HaykoBo-gocnigHui
iHCcTUTYT Xennenep
'M6X, HimeyuunHa;

HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkin dapmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BigNoBigHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHocCTi EBponenchkii hapmakonei: ans
ADI; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxxe 3aTBepaKeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
BiAMNoBigHOCTI €Bponeincoki papmakonei Ne R1-
CEP 2016-050 - Rev 01 (3aTBepaxeHo: R1-CEP
2016-050 - Rev 00) ans A®l mecanasuHy Big
3aTBepakeHoro BMpobHuka Divi's Laboratories
Limited, India

3a
peuerimom

UA/3745/01/04




107 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUPOBHMK,
BiAnNoBiganbHWi 3a
KOHTPOMb SIKOCTI:
anndamveg PAPBIN
ApuHanmiTTens
'mM6X, HimewynHa
188.| CAITO®AIIbK rpaHynu Op. ®anbk HimeyumH BignosiganbHuii 3a Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/3745/01/03
racTpOpPe3nCTeHTHI dapma a BUMYCK Cepin 3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar peuernmom
NPOSIOHroBaHoI Aii meX KIHLEBOro NpoAyKTy: BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
no3r;no558r Op. danbk Papma €Bponeiickkin hapmakonei/MoHorpadii.
rpaHyn y nakeri 'mM6X, HimeuunHa; MopaHHs HoBoro abo oHoBreHoro cepTudikarta
«pany-CTuke»; no Bupo6Humk BignoBigHocCTi abo BUny4eHHs cepTudikata
50 nakeTiB y kopobui [030BaHoi hopmu, BignoBigHOCTI €BponeWchkin hapmakonei: ans
3 KapTOHY nepBUHHE, BTOPUHHE A®I; onsa BuxigHoro
nakyBaHHsi Ta matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
KOHTPOMb AKOCTi: BMKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
Jlozan ®apma 'M6X [OMOMIXKHOI peqoBuHU (cepTudikar
(HoeHbypr cawiT), BignoBigHocTi €Bponencokii hapmakonei) -
HimevuunHa; ®apbin OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHOro
dapma 'M6X, BMPOGHMKA - NOAAHHS OHOBMEHOro cepTudikara
HimeyuuuHa; BignoBigHocTi €Bponencokii papmakonei Ne R1-
Bupo6HuK, CEP 2016-050 - Rev 01 (3atBepaxeHo: R1-CEP
BiAnoBiganbHWi 3a 2016-050 - Rev 00) anst A®I mecanasuHy Big
nepBuHHE, BTOPUHHE 3aTBepakeHoro BupobHuka Divi's Laboratories
nakyBaHHsi Ta Limited, India
KOHTPOMb SKOCTI:
Jlo3zan ®apma M'M6X
(Ewbax cawr),
HimeuumnHa;
BMPOGHMUK,
BiANoOBiganbHUI 3a
KOHTPOMb SKOCTI:
HaykoBo-gocnigHui
iHCTUTYT Xennenep
'm6X, HimevuuHa;
BMPOGHMUK,
BiANoOBiganbHUI 3a
KOHTPOMb SKOCTI:
anndamen PAPBIN
ApuHanmiTTens
'm6X, Himev4ynHa
189.| CANIO®AIBK rpaHynu Op. ®anbk HimeuunH Bupo6Huk HimevuunHa BHECEHHS1 3MiH 4O peecTpauiHuX maTepianis: 3a UA/3745/01/01
racTpope3nCTEHTHI, dapma a BignosiganbHMn 3a 3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat peuenmom
NPOMOHIroBaHoI Aji m6X BUWMYCK Cepin BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI

no 500 mr; no 930
MF rpaHyny
naketukax «IpaHy-
Ctukey; no 50
nakeTuKiB y kopobui
3 KapTOHY

KIHLLEBOro NpoayKTy:
Op. ®anbk Papma
'm6X, Himevuuha;

Bupo6Huk,
BiANOBiganbHUI 3a
BUPOOHMLTBO
[030BaHoi dhopmu,

€Bponeiicbkint apmakonei/MmoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNyyYeHHs cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPWCTOBYOTbCS Y BUPoBHMUTBI API; ans




108 [TponoBkeHHs qoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nepBUHHE, BTOPUHHE [OMNOMIXXHOT pe4oBUHK (cepTudikaTt
nakyBaHHs Ta BiANoBiAHOCTI €Bponencokin hapmakonei) -
KOHTPOMb AKOCTi: OHoBneHWn cepTudikaT Bif yxe 3aTBepaKeHoro
JlosaH dapma 'mbX, BMPOOHMKA - NOAAHHSI OHOBMIEHOrO cepTudikaTa
Himeyumna; ®apbin BiANoBiAHOCTI €Bponencokii papmakonei Ne R1-
dapma 'M6X, CEP 2016-050 - Rev 01 (3atBepaxeHo: R1-CEP
HimeyumHa; 2016-050 - Rev 00) ansa A®l mecanasuHy Bia
BnpobHuK, 3aTBepakeHoro BMpobHuka Divi's Laboratories
BianosigansbHWiA 3a Limited, India
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOMb AKOCTI:
JlosaH dapma 'mbX,
Himeyuunha;
BUPOBHMK,
BigNOBiganbHUI 3a
KOHTPOMb SKOCTI:
HaykoBo-gocnigHui
iHCTUTYT Xennenep
'm6X, Hime4vuuha;
anndgamveg PAPBIN
ApuHanmiTTenb
'mM6X , Himev4yunna
190.| CAHOOCTATHU NMOPOLLOK Ans Hoeapric LLsenuapi BTopuHHe LLsenyapis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/1537/02/01
H® JNAP cycnexsii ans dapma Al a nakyBaHHS, BUMYCK Higepnanam YTOYHEHHS1 HanucaHHs BUPOOHUKIB B HaKasi peuenmom
iH'ekuin no 10 wmr; 1 cepii rotoBoro / MO3 YkpaiHu Ne 1056 Big 17.06.2024 B
nakoH 3 NOPOLLKOM npoayKTy: ABcTpis/ npoueci BHECEHHs 3MiH (3MiHu | Tuny -
y BUrNsai HosapTic ®apma Icnanis AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS!
mikpocdpep y LTenH AT, Ta/abo agpecu MicLA NPOBaMKEHHS QiANbHOCTI
KOMMNNeKTi 3 LLsenuapis; BUPOGHKMKa/iMnopTepa roToBOro NikapcbKoro
PO3YNHHUKOM Bupo6HmuTBO, 3acoby, BKMoYa4m AinbHuL BUunycky cepii abo
(haTpito KOHTPOMb SKOCTI, MicLie NPOBEAEHHS KOHTPOIO SKOCTI.
Kapmenoasy/HaTpito nepBuHHE (misnbHicTb, 3a sKy Bignosigae
kapbokcumeTunuen nakyBaHHs BMPOOHWK/IMNOpTep, He BKIKOYaoUM BUNYCK
tonoay, MaHiT (E PO34YMHHUKA Ta cepit). 3MiHa Ha3BM BUPOOHWMKa
421), Bogy ons anbTepHaTUBHUI BiANoBiganbHoOro 3a BUpoGHNULTBO
iH ekuin, BUPOGHWK Ans Hepo3aacoBaHOro NPOAYKTY, KOHTPOMb SKOCTI,
nonokcamep 188) no BTOPUHHOIO nepBUHHe NakyBaHHs). Pepakuis B Hakasi -
2 mMn y nonepefHL0 nakyBaHHsi FOTOBOrO BTopuHHe nakyBaHHS, BUMYCK Cepii roToBOro
3anoBHEHOMY nNpoayKTy: npoaykty: Hosaptic ®apma LUtenH AT,
LINpuLi Ta OAHO ABGOTT LLIseriLapis; BUpoGHULTBO, KOHTPOSb AKOCTI,
rONKOI0 Ta OJHUM Bionopxukanc b.B., nepBYHHE NakyBaHHSA PO34YMHHKKA Ta
ajanTepoMm B HipepnaHau; anbTepHaTUBHUIA BUPOOHWK AN BTOPUHHOIO
KapTOHHiIN kopobui BupobHuuTBO nakyBaHHsi FOTOBOro npoaykTy: HosapTic
Hepo3dpacoBaHoro dapmacbtoTrkan MaHydakTypiHr TM6X,

NpOAYKTY, KOHTPOnb
SIKOCTi, NEPBUHHE
nakyBaHHs! MOPOLLIKY:
HoBapric
dapmackioTrkan
MaHydakTypiHr

ABcTpisi; BupobHULTBO HEpo3dhacoBaHOro
NpoAYKTY, KOHTPOIb SKOCTi, NePBUHHE
nakyBaHHsi nopoLuky: CaHgo3 M'm6X, ABcTpis;
Bunyck cepii: HoBaptic ®apmacbioTuka, C.A.,
Icnanis. BipHa penakuis - BropuHHe
nakyBaHHS, BUNYCK cepii roTOBOro NpoAaykKTy:
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
'M6X, ABCTpisi; HoBapTic ®apma LUTenH Al, LLiBeuapis;
KOHTPOMb SKOCTI Bupo6GHMLTBO, KOHTPONb IKOCTi, NePBUHHE
MOpOLLIKY 3a BciMa naKyBaHHSl PO3YMHHMKA Ta anbTepHaTUBHUMN
napameTpamu 3a BUPOOGHMK ANsi BTOPUHHOIO NaKyBaHHA
BUKINIOYEHHAM rotosoro npoAaykty: A66oTT Bionomxukanc
MOMEeKynspHOi Macu B.B., Hinepnanau; Bupo6Huureo
nonimepy: Hepo3dacoBaHOro NPoAyKTy, KOHTPONb
CaHpo3 'mbX, AAKOCTi, NepBUHHE NaKyBaHHA NOPOLLKY:
ABCTpIS; HosapTic ®apmacbkloTukan MaHydakTypiHr
BUWMNYCK cepil: F'M6X, ABCTpisi; KOHTPONb AKOCTi MOPOLLKY 3a
Hosaprtic BCiMa napameTpamu 3a BMKITIOYEHHSM
dapmackioTuka, MoneKynsipHoi Macu nonimepy: CaHaos
C.A., IcnaHis 'm6X, ABcTpisi; BUnyck cepii: HoBapTic
®PapmacbkiloTuka, C.A., Icnanis
191.| CAHOOCTATHU NMOPOLLOK Ans Hoeapric LLsenuapi BTopuHHe LLsenuapis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/1537/02/02
H® JNAP cycneHsii ans dapma Al a nakyBaHHS, BUMYCK Higepnanam YTOYHEHHS1 HanucaHHs BUPOOHUKIB B HaKasi peuenmom
iH'ekuin no 20 wmr; 1 cepii rotoBoro / MO3 YkpaiHn Ne 1056 Big 17.06.2024 B
hnakoH 3 NOPOLLKOM nNpoayKTy: AscTpis/ npoueci BHECEHHs 3MiH (3MiHu | Tuny -
y BUrNsai HosapTic ®apma Icnanis AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS!
mikpocdpep y LTenH AT, Ta/abo agpecu MicLA NPOBaMKEHHS QiANbHOCTI
KOMNAEKTi 3 LLisenuapis; BUPOGHMKa/iMnopTepa rotToBoro fikapcbkoro
PO3YMHHUKOM BupobHumuTBO, 3acoby, BKMoYa4m AinbHuLi BUunycky cepii abo
(haTpito KOHTPOMb SKOCTI, MiCLie NPOBEAEHHS KOHTPOMIO SKOCTI.
Kapmenoasy/HaTpito nepBUHHE (misnbHicTb, 3a sy Bignosigae
kapbokcumeTunuen nakyBaHHsi BMPOGHMK/iIMNOPTEp, HE BKIOYaYM BUMYCK
tonoay, MaHiT (E PO34YMHHUKA Ta cepit). 3MiHa Ha3BM BUPOOHWMKa
421), Bogy ons anbTepHaTUBHUN BiANoBiganbHoOro 3a BUpoGHULTBO
iH’ ekuin, BUPOGHWK Ans HepoaacoBaHOro NPOAYKTY, KOHTPOMb SKOCTI,
nonokcamep 188) no BTOPUHHOIO nepBUHHe NakyBaHHs). Pepakuis B Hakasi -
2 mMn y nonepeaHLo nakyBaHHsi FOTOBOrO BTopuHHE nakyBaHHs1, BUMYCK cepii roToBOro
3anoBHEHOMY npoayKTy: npoaykty: HosapTic ®apma LUtenH AT,
LINpuLi Ta OAHO ABGOTT LLIseviLapis; BUpoGHULTBO, KOHTPOSb AKOCTI,
rOrKoK Ta OOHUM Bionogxwkanc 6.B., nepBUHHE NaKyBaHHS PO34YMHHUKA Ta
agantepom B Hinepnanau; anbTepHaTUBHUIA BUPOOHUK A5t BTOPUHHOTO
KapTOHHIN kopobui BupobHuuTBO nakyBaHHsi FOTOBOro nNpoAykTy: HosapTic
Hepo3dpacoBaHoro dapmacbtoTrkan MaHydakTypiHr TM6X,

NpOAYKTY, KOHTPOnb
SIKOCTi, NEPBUHHE
nakyBaHHS MOPOLLIKY:
HoBapric
dapmackioTrkan
MaHydakTypiHr
"mM6X, ABCTpisi;
KOHTPOMb SIKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BVIKIIOYEHHAM
MONEKYNAPHOT Macu
nonimepy:
Canpgos 'mMbX,
ABCTpist;

ABCTpisi; BupobHMULTBO HEpO3dhacoBaHOro
NpoAyKTY, KOHTPOIb SKOCTi, NePBUHHE
nakyBaHHsi nopoLuky: CaHgo3 M'm6X, ABcTpis;
Bunyck cepii: HoBaptic ®apmacbioTuka, C.A.,
Icnanis. BipHa pepnakuis - BropuHHe
nakyBaHHS, BUNYCK cepii roTOBOro NpoAaykTy:
HoBapTic ®apma LlTtenH AT, LLBenyapis;
Bupo6GHULTBO, KOHTPOJSIb AKOCTI, MepBUHHE
naKyBaHHA PO34YMHHUKA Ta anbTepHaTUBHUN
BMPOGHMK ANA BTOPMHHOIO NakyBaHHA
rotoBoro npoaykty: A66oTT Bionoaxukanc
B.B., Hinepnanau; Bupo6Huureo
Hepo3dacoBaHOro NPoAyKTY, KOHTPONb
SIKOCTi, MepBUHHE NaKyBaHHSA MOPOLUKY:
HoBapTic ®apmacbkioTukan MaHydakTypiHr
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUWMNYCK cepil: F'M6X, ABCTpisi; KOHTPONb AKOCTi MOPOLLUKY 3a
Hosaprtic BCiMa napameTpamu 3a BMKITIOYEHHAM
dapmackioTuka, MoneKynsipHoi Macu nonimepy: CaHaos
C.A., IcnaHis 'm6X, ABcTpisi; BUnyck cepii: HoBapTic
®PapmacbkloTuka, C.A., Icnanis
192.| CAHOOCTATHU NMOPOLLOK Anst HoBapric LLsenuapi BTopuHHe LLIseniLapis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTtepianis: 3a UA/1537/02/03
H® INAP cycnewsii gns dapma Al a nakyBaHHsi, BUMYCK Hinepnanau YTOYHEHHS1 HanMcaHHA BUPOGHMKIB B HaKas3i peuenmom
iH'ekuin no 30 wmr; 1 cepii rotoBoro / MO3 YkpaiHu Ne 1056 Big 17.06.2024 B
bnakoH 3 NOPOLLKOM NpoAayKTY: AscTpis/ npoueci BHECEHHS 3MiH (3MiHu | Tuny -
y BUrNsai HosapTic ®apma Icnanis AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS
Mikpocdpep y LLTenH AT, Ta/abo agpecu MicLsi NPOBaMKEHHS QisnNbHOCTI
KOMMNAEKTi 3 LLisenuapis; BUPOGHMKa/iMnopTepa rotToBOro fikapcbkoro
PO3YMHHUKOM BupobHumuTBO, 3acoby, BKMoYa4m AinbHuLi BUunycky cepii abo
(haTpito KOHTPOMb SKOCTI, MicLie NPOBEAEHHS KOHTPOMIO SIKOCTI.
Kapmenoasy/HaTpito nepBUHHE (misnbHicTb, 3a sKy Bignosigae
kapbokcumeTunuen nakyBaHHsi BMPOGHMK/iIMNOPTEP, HE BKIOYaUM BUMYCK
tono3y, MaHit (E PO34YNHHUKA Ta cepit). 3MiHa Ha3BM BUPOOHWMKa
421), Bogy ons anbTepHaTMBHUIN BignoBigansHoOro 3a BUPOGHULTBO
iH eKwuin, BUPOGHMK Ans HepoaacoBaHOro NPOAYKTY, KOHTPOMb SKOCTI,
nonokcamep 188) no BTOPUHHOIO nepBuHHe nNakyBaHHs). Pegakuis B Hakasi -
2 mMn y nonepeaHs0 nakyBaHHsi FOTOBOrO BTopuHHe nakyBaHHsi, BUNYCK cepii roTOBOro
3anoBHEHOMY nNpoayKTy: npoaykTy: HoBapTtic ®apma LUTeinH AT,
LINpuLi Ta OAHO ABGOTT LLIBevinapis; BUpoGHULTBO, KOHTPOSb AKOCTI,
rOrKOK Ta OOHUM Bionogxwkanc b.B., nepBUHHE NaKyBaHHS PO34YMHHUKA Ta
agantepom B HinepnaHnau; anbTepHaTVBHUIA BUPOOHUK ANst BTOPUHHOTO
KapTOHHiIN kopobui BupobHuuTBO nakyBaHHsi FOTOBOro nNpoAykTy: HosapTic
Hepo3dpacoBaHoro dapmacbtoTrkan MaHydakTypiHr TM6X,
nNpoAyKTYy, KOHTPOSb ABCTpisi; BupobHULTBO HEpO3dhacoBaHOro
SIKOCTi, NEPBUHHE NpoAyKTY, KOHTPOb SKOCTi, NEPBUHHE
nakyBaHHS MOPOLLKY: nakyBaHHsi nopoLuky: CaHgo3 M'm6X, ABcTpis;
HoBapric Bunyck cepii: HoBaptic ®apmacbioTuka, C.A.,
dPapmacbloTukan Icnanis. BipHa pepnakuis - BropuHHe
MaHydakTypiHr nakyBaHHSsl, BUNYCK cepii FOTOBOro NpoAykKTy:
'M6X, ABCTpisi; HoBapTic ®apma LUTenH AT, LLiBeluapis;
KOHTPOMb SIKOCTI B1poOHMLTBO, KOHTPONb SIKOCTi, NePBUHHE
MOpOLLIKY 3a BciMa naKyBaHHS PO34YMHHMKA Ta anbTepHaTUBHUN
napameTpamu 3a BUPOGHMK ANl BTOPUHHOIO NaKyBaHHA
BUKITFOYEHHSAM rotoBoro npoaykty: A66oTT Bionomxukanc
MOIEKyNApHOT Macu B.B., Hinepnanau; Bupo6Huureo
nonimepy: Hepo3dacoBaHOro NPoAyKTY, KOHTPONb
CaHpos 'mbX, SIKOCTi, MepBUHHE NaKyBaHHSA MOPOLUKY:
ABCTpiSt; HoBapTic ®apmacbkioTukan MaHydakTypiHr
BUNYCK cepii: F'M6X, ABCTpisi; KOHTPONb AKOCTi MOPOLUKY 3a
HoBapric BCiMa napameTpamu 3a BUKJTFOYEHHAM
dapmacbioTuka, MoneKynsipHoi Macu nonimepy: CaHaos
C.A,, IcnaHis 'm6X, ABcTpis; BUnyck cepii: HoBapTic
®PapmacbloTuka, C.A., Icnanis
193.| CENTAHA3AN cnpew HasanbHUi, KPKA, a.4., CrnioBeHis KPKA, a.a., HoBo CrnoBeHis BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 6e3 UA/14128/01/01
® po3yumH, 1 mr/50 Hoso mecTo MecTo 3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat peuenma

mr/mn; no 10 mny
donakoHi 3

BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeicbkin dapmakonei/MmoHorpadii.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
[03y04nM MogaHHsa HoBoro abo oHOBrEHOro cepTudikaTa
nyrnbBepu3aTopom,; BignosigHocTi abo BMnyYeHHs cepTudikata

no 1 donakoHy y
KapTOHHiIN kopooLi

BignoBigHOCTI €BponeWichkin hapmakonei: ans
A®Il; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHMUTBI API; ons
[OOMNOMIXHOT peqoBuHU (cepTudikar
BigMNOBIQHOCTI €Bponewnchbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHoro
BMpOGHMKa - MogaHHa oHoBReHoro cepTudikaty
BignosigHocTi EP CEP R1-CEP 1997-113-Rev
03 (nonepeaHs Bepcig R1-CEP 1997-113-Rev
02) ans A®| [lekcnaHTeHon Big BXe
3aTBepakeHoro BupobHuka DSM Nutritional
Products LTD. 3minu | Tuny - 3miHun 3 sikocTi.
A®I|. CrabinbHicTb. 3MiHa nepiofly NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHa abo ymos
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBepOKEHOMY J0Chbe cepTudikata
BiZNOBIgHOCTI €Bponenchkin dhapmakonei, LWo
BKIOYAE Nepiof NOBTOPHOro BUNPOoGyBaHHS)
(nepiog noBTOpHOrO BUNPOBYyBaHHs/Nepios
30epiraHHs) - 36inbweHHsa abo BBeAEHHS
nepiofy NOBTOpPHOro BMNpobyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB 4OCNiAXEeHb Y
peanbHOMy 4aci - 36inbLueHHs nepiogy
NOBTOPHOro BUNpobyBaHHst API
KcunomeTtasoniHy rigpoxnopugy 3 48 micsauis o
60 micauiB, Ha OCHOBI pesynbTaTiB AOCHIAXEHb
cTabinbHoCTi y peansHoOMy Yaci. BBegeHHs 3MiH
NPOTArom 6-T1 MicsALIB NiCNS 3aTBEPXKEHHS.
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
PO3Mipy YNakoBKuM roTOBOro MikapcbKoro 3acoby
(3miHa macw/o6'emy BMICTy KOHTeNHepa
6araTogo30Boro nikapcbkoro 3acoby ans
HenapeHTeparnbHOro 3acTocyBaHHs (abo
O[HOA030BOr0, YaCTKOBOrO BUKOPUCTAHHS)) -
BHeceHHs1 amiH go p.3.2.P.3.4 KoHTponb
KPUTUYHMX CTaAiN | NPOMIKHOT NpoayKuii Ta Ao
p.3.2.P.5.1 Cneuudpikauis, a came - 3miHa
06’eMy HamoBHEHHS1 pO34MHY B 6araTofo30BmX
KOHTEeNHepax, Wob YHUKHYTU MOXIIMBUX
pesynbTaTiB no3a cneuydikalieto HanpukiHLi
BUKOpPUCTaHHSA. BBegeHHs 3MiH NpoTsrom 6-tu
MicaUiB nicnsa 3aTBepaXeHHS. 3miHu | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNPOoOyBaHHSA roTOBOrO NiKapCbKOro

3aco0y (OHOBMEHHS MpoLueaypy BUNpobyBaHHs
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

ONSA NpYBeAeHHs Y BIANOBIAHICTb 3i 3MiHEHOIO
3aransHoto ctatteto [JdY abo €Bponencbkoi
dapmakonei) - BHeceHHst 3amiH go n.
«OfHOopIgHICTL Macuy, Yepe3 OHOBSIEHHSI
3aranbHoi ctatTi EP “Nasal preparation; 0678”
no Bepcii “01/2021:0676”, sike BKMoYae 3MiHy y
meTogi «Uniformity of delivered mass, multidose
conteiners». BBegeHHs 3mMiH NnpoTarom 6-u
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTpornb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOroO nikapcbkoro 3acoby (LoMoBHEHHS
cneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIAHUM
MeToAoM BUNpobyBaHHS) - BHacnigok
OHOBJIEHHS 3aranbHoi cTaTTi €Bp. ®apm. “Nasal
preparation; 01/2021:0676” BBoaUTbLCS TECT
“Number of deliveries per container” ans
HasanbHKX cnpeiiB. Ak Hacnigok, 3asaBHUK
BBOAMTb BUNpobysaHHs “KinbkicTb 03" B
cneundikauito 3 HopmyBaHHAM «Not less than
90». BBeaeHHs 3MiH NpoTArom 6-Tn micsuis
nicns 3aTeBepaKeHHs. 3MiHn | Tuny - 3MiHn 3
sikocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMMEKTYHUMX (SIKLLO 3a3HaYeHO B OCHE)
(3amiHa abo foaaBaHHsA nocTayanbHKKa) -
BeeneHHs noaatkoeoi ainbHuui IONISOS SAS,
®paHuia onsa ctepunisadii NnacTUkosoi
nnsileyku (spray container) fo Bxe
3aTBepaKeHol AinbHuui Synergy Health
Marseille SAS-group steris, France,
noctavansHukom INDEN PHARMA
PACKAGING, S.L. BBegeHHs1 3miH npoTsirom 6-
TV MicaUiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) - BHeceHHs 3MiH
Ao po3sginy “MapkysaHHs” MKA 1137
3aTtBepakeHo: MapkupoBka. 3anponoHoBaHo:
MapkyBaHHS 3rigHO 3aTBEpOKEHOro TEKCTY
MapKyBaHHs. BHeceHo 3miHn y n. 8. OATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI Tekcty
MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI yMaKoBKW
nikapcbkoro 3acoby Ta He3HauHi pefakLiviHi
npasku. BBegeHHs1 3MiH npoTaromM 6-tn micsauis
nicns 3aTBepaKeHHs. 3MiHn | Tuny - 3miHu 3
sKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTpornb
rOTOBOrO fikapcbKkoro 3acoby (iHLi 3miHu) -
OHOBIEHHS BXXe 3aTBEPIKEHNX METOLIB
KOHTPOIMKO SKOCTi nikapcbkoro 3acoby, a came
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BVIKNaAEHHS TEKCTY AepXaBHOK MOBOHO 3riHO
CyyacHux Bumor. BeeaeHHs 3MiH npoTsarom 6-tu
MicAUiB Nicnsa 3aTBEPAXEHHS.
194.| CENTAHA3AN crpev HasanbHUi, KPKA, a.a., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: bes UA/14129/01/01
® Onda OITen po3uuH, 0,5 mr/50 Hoso mecTo MecTo 3MiHu | Tuny - 3MiHn 3 skocTi. CepTudikaT peuernma

mr/mn;

no 10 mn y dpnakoHi
3 103y04MM
nynbBEpU3aTopom;
no 1 donakoHy y
KapTOHHiN Kopobui

BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€sponewicbkin hapmakonei/moHorpadii.
MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHOCTI €BponeWichbkin hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OMOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponencokii hapmakonei) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BUpo6HMKa. [ogaHHA OHOBEHOro cepTudikaTy
BianosiaHocTi EP CEP R1-CEP 1997-113-Rev
03 (nonepeaHs Bepcia R1-CEP 1997-113-Rev
02) gna A®| lekcnaHTEHON BiA BXe
3aTBepakeHoro BMpobHuka DSM Nutritional
Products LTD. 3minu | Tuny - 3miHun 3 sikocTi.
A®I|. CrabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BunpobyBaHb/nepiogy 36epiraHHsa abo ymos
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEpAKEHOMY AOCbe cepTudpikata
BiQMNOBigHOCTI €Bponeichkin chapmakonei, Lo
BKIOYAE Nepiof NOBTOPHOrO BUNPOGyBaHHS)
(nepiog noBTOpHOrO BUNPObYBaHHsA/Mepion
36epiraHHs) - 36inbLUeHHst abo BBEAEHHS
nepiofly NOBTOpHOro BMUNpobyBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y
peanbHomy yaci. 36inbLueHHs nepioay
NOBTOPHOro BUNpobyBaHHst API
KcunomeTtasoniHy rigpoxnopuay 3 48 micauis Ao
60 micsauiB, Ha OCHOBI pe3ynbTaTiB AOCNIMKEHD
cTabinbHoCTi y peansHoOMy Yaci BBegeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
pO3Mipy yNakoBKM rOTOBOIO fikapcbkoro 3acoby
(3miHa macu/o6'eMy BMICTy KOHTeNHepa
6araTogo30BOro nikapcbKoro 3acoby ans
HenapeHTepanbHOro 3acTocyBaHHs (abo
0HOJ030BOr0, YaCTKOBOIO BUKOPUCTAHHST)).
BHeceHHs 3miH o p.3.2.P.3.4 KoHTponb
KPUTUYHKX CTagin i NpoMiKHOI NpoAykuii Ta Ao
p.3.2.P.5.1 Cneuudikauis, a came - 3miHa
06’eMy HamoBHEHHS PO34MHY B baratof030BMX
KOHTeWHepax, o6 YHUKHYTU MOXIMBUX
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

pesynbTaTiB No3a cneumdikauiero HanpuKiHLi
BUKopucTaHHs. 3atBepaxeHo 3.2.P.3.4 Control
of critical steps and intermediates Filling volume
11-12 ml 3.2.P.5.1 Specification Volume of filling
From 10 ml to 12 ml 3anponoHosaHo 3.2.P.3.4
Control of critical steps and intermediates Filling
volume Not less than 11 ml 3.2.P.5.1
Specification Volume of filling Not less than 10
ml. 3miHn | TUny - 3miHn 3 skocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNpPoOYyBaHHS rOTOBOrO NikapCbKoro 3acoby
(oHOBNEHHS npoLeaypy BUNpobyBaHHS Ans
npuBeAeHHs y BiAMOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatTeto [JOY abo €sponeincbkoi
dapmakoneri). BHeceHHs 3MmiH go n.
«OfHOpIgHICTE Macuy, Yepe3 OHOBMEHHSI
3aranbHoi ctatTi EP “Nasal preparation; 0678”
no Bepcii “01/2021:0676”, sike BKMOYAE 3MiHY Y
meTtoai «Uniformity of delivered mass, multidose
conteiners»
3atBepaxeHo Uniformity of mass Not more than
2 of the 10 individual masses deviate by more
than 25 per cent from the average mass and
none deviate by more than 35 per cent. Method
code Ph.Eur., Nasal preparations and 03251-
A34. 3anponoHoBaHo Uniformity of mass -
average mass: 0.085 g- 0.115 g -uniformity of
mass — level 1: 9/10- Not more than 25% 1/10-
Not more than 35% -uniformity of mass-level 2:
27/30- Not more than 25% 3/30- Not more than
35% Method code 04543-A34 BeegeHHS 3MiH
NPOTArom 6-T MicsLIB NiCNS 3aTBEPOXKEHHS.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo OMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (4onoBHEHHS cneumdikadii
HOBMM MOKa3HMKOM 3 BifMNoOBiAHUM METOA0M
BUNpobyBaHHs1). BHacninok oHOBMEHHS
3aranbHoi cTatTi €Bp. PapM. “Nasal preparation;
01/2021:0676” BBoauTbcs TecT “Number of
deliveries per container” gns HazanbHUX crpeiis.
Ak Hacnigok, 3asBHUK BBOAWTL BUNPOOYBaHHSA
“KinbkicTb f03” B cneuudikauiio 3 HOpMyBaHHAM
«Not less than 90». BBegeHHsi 3mMiH NpoTArom 6-
TV MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
CucTtemMa KoHTelnHep/3akynoptoBanbHUiA 3acib.
3MiHa nocTayanbHMKa NakyBarnbHUX MaTepiarnis
ab0 KOMMIIEKTYIOYMX (SKLLO 3a3Ha4YeHO B JOCHE)
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

(3amiHa abo fogaBaHHSA nocTayanbHKKa) 3MiHa
BHOCUTBCS BHACNIAOK A0oAaBaHHS
nocTayanbHWKOM MacTUKOBOI NNsWeYkn (spray
container) ginbHUUi 3i cTepunisadiii. 3miHu | TNy
- 3MiHu 3 iKocTi. FoTOBWMIA NiKapCbKWii 3acib.
CucTema KoHTenHep/3akynoptoBanbHUiA 3acio.
3miHa Byapb-sIKOi YacTUHU MaTepiany NepBUHHOI
YyNaKkoBKU, L0 HE KOHTaKTy€e 3 rOTOBUM
nikapcbkuM 3acobom (Hanpuknag konip
KPULLEYOK 3 KOHTPONEM MepLIOro BiAKPUTTS,
KOnip KOAOBMX KineLb Ha ammnynax, KoHTeHepa
Ons ronok (pi3Hi BuAnM nnactMacw) (3MiHa, sika
BMMMBAE Ha KOPOTKY XapakTepUCTUKY
nikapcbkoro 3acoby). BHeceHHs 3miH Ao
p.3.2.P.7 Cnucrema
KOHTeWHep/3aKkynoptoBarnbHui 3acib, a came-
3MiHa KOnbOpY 3aXMCHOI KPULLIKW 3 YEPBOHOIO Ha
GnakuTHWUI oNs KpaLloi BUAMMOCTI Ta
Bri3HaBaHOCTi. 3MiHM BHECEHO B po3ain
"YnakoBka" B iHCTPYKLUilO A1 MEOUYHOro
3acTocyBaHHS NikapcbKoro 3acoby y 3'a3ky 3i
3MiHOIO KONbOPY 3aXMCHOI KpULLIKW. BBeaeHHs
3MiH NPOTArom 6-Tu MicsILiB Micnsi
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3miHW). BHeceHHs 3MiH go posainy
“MapkyBaHHs” MKA 13”: 3aTBepaeHo:
MapkupoBka 3anponoHoBaHo: MapKyBaHHs
3rigHO 3aTBEPOXKEHOrO TEKCTY MapKyBaHHS
BHeceHo 3miHn y n. 8. OATA 3AKIHYEHHA
TEPMIHY MPUOATHOCTI TekcTy MapKyBaHHs!
NEepBUHHOI Ta BTOPUHHOI YMaKOBKMN MiKapCbKOoro
3acolby Ta He3Ha4Hi pefakLiinHi NpaBKu.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUny - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHK). OHOBMNEHHS
BXe 3aTBEPKEHNX METOAIB KOHTPOJO AKOCTI
nikapcbkoro 3acoby, a came BUKINAAEHHs TEKCTY
[ep>XaBHOK MOBOH 3riJHO Cy4YacHVUX BUMOT
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS.

195.

CTEPO®YHOMU
HISO

pPO34MH Ans iHdy3in
no 250 mn, 500 mn,
1000 mny
nonieTuneHoBomy
KOHTeWHepi; no 10
KOHTeNHepiB y
KapTOHHiIl kopobuyj;
no 250 mn, 500 mn,
1000 mny

B. BpayH
Menb3yHreH
Al

HimeuumH
a

B. BpayH Megikan
CA, Icnanis
B. BpayH Megwukan
CA, Weeiinapis
Bupo6bHmuTBO,
nepBuHHa Ta
BTOPWHHA YNaKoBKa,
BUWMYCK Cepil:
b. BpayH

IcnaHis/
LLIseinapis/
HimevuunHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MinHn | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHKM) 3MiHKM BHeceHo y n.17. IHLWE Ttekcty
MapKyBaHHSi BTOPVMHHOI Ta NEPBUHHOI yNaKoBOK
nikapcbkoro 3acoby. TepmiH BBEAEHHSI 3MiH
NpOTArom 6 MicsAUIB NicNs 3aTBEPKEHHS

3a
peuenmom

UA/9618/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nnacTMKoBOMY Menb3ayHreH AT,
MiLLKy; no 10 miLkiB HimeyvunHa
Y KapTOHHilA kopobui KoHTpornb cepii:
B. BpayH
Menb3yHren AT,
HimeyunHa
196.| CYOOPErA Kancynu Teepai no O-p Peppi'c IHgis O-p Pegnic IHais BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a UA/15871/01/01
75 wr; no 14 kancyn JlabopaTopi JlabopaTopic J174, 3MiHn | Tvny - 3MiHK Wwoao peuenmom
y GnicTepi; no 2 clltg OTO -1l 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsagy.
6nictepu B kopoOLi 3MiHa YacToTn Ta/abo TepMiHiB NoAaHHs
perynsipHo OHOBIIOBaHWUX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3mMiHa YacToTn Ta TepMiHy
noAaHHs peryrsipHo OHOBIHOBAHOIO 3BITY 3
6esneku nikapcbkoro 3acoby: [itova pegakuis:
YacToTta nogaHHsa PO3E — 1 pik; KiHueBa gata
Ans BKMoYeHHsA aaHunx ao PO3b6 — 31.01.2022
p.; Aata nogaHHsa — 10.04.2022 p. NponoHoBaHa
pepaakuisi: Yactota nogaHHs PO3b6 — 3 poku;
KiHueBa gata ans BknoYeHHs gaHux go PO36 —
31.01.2026 p.; Oata nogaHHa — 01.05.2026 p.
PekomeHaoBaHO A0 3aTBEPAKEHHS BiANOBIOHO
[0 NepioAnYHOCTI NoAaHHS perynspHo
OHOBIIOBaHWX 3BITIB 3 6e3Mnekn NikapcbKunx
3acobiB y €BponeiicbkoMy Cotosi.
197.| CYAOPETA Kancynu Teepgi no O-p Peapi'c IHAisA O-p Pepni'c IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15871/01/02
150 wmr; no 14 JTabopaTopi JTabopaTopic Jitg, 3MinHn | TMny - 3MiHM Wwopo peuenmom
kancyn y 6nicrepi; chntp PTO -1 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 2 6nictepu B 3miHa yacToTu Ta/abo TepmiHiB NnogaHHA
Kopooui perynspHO OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3mMiHa YacToTn Ta TEpMiHy
nofaHHsi PerynsipHo OHOBMHOBAHOTO 3BITY 3
6esneku nikapcbkoro 3acoby: [itova pepakuis:
Yacrota noganHa PO3B — 1 pik; KiHueBa gata
Ans BKMoYeHHsA aaHunx ao PO3b6 — 31.01.2022
p.; Aata nogaHHsa — 10.04.2022 p. MNponoHoBaHa
pepakuis: Yactora nogaHHs PO3b6 — 3 poku;
KiHueBa gata ans BkntoYeHHs aaHux go PO36 —
31.01.2026 p.; Oata nogaHHa — 01.05.2026 p.
PekomeHpgoBaHo A0 3aTBepOXEeHHS BigNOBIAHO
[0 NepioANYHOCTi NoAaHHS perynsipHo
OHOBIIOBaHWX 3BITIB 3 6e3Mekn NikapcbKunx
3acobiB y €BponeiicbkoMmy Cotosi.
198.| TASAMAKC NMOPOLLOK ANA Mictpan AHrnig Mitim C.p.n. ITanisa BHECEHHS 3MiH IO peecTpauiiHnX 3a He UA/19928/01/01
po34nHy Ans Kenitan matepianis:3miHu | Tuny - AgMiHicTpaTuBHi peuenmom | nidnszae
iHcpysin, 4 /500 wmr; MeHepxmeH 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
10 dpnakoHiB 3 T JlimiTen MicUsi NPOBaPKEHHS AiNbHOCTI
NMOPOLLKOM B MauLj BUPOOHMKa/iMnopTepa rotoBOro nikapCbkoro
3acoby, BKMoYa4m AinbHuUL BUnycky cepii abo
MicLie NPOBEAEHHS KOHTPOMIO SIKOCTi.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHMWK/iMNOpTEp, BKIOYaKYM BUMYCK CEpil).
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(nikapcbka ¢ghopma,
ynakoeka)
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eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

MpuBeaeHHst agpecy BUpobHUKa Y BiANOBIAHICTb
Ao oHoBrieHoro ceptudpikaty GMP. 3miHn
BHECEHO B iHCTPYKLIO ANns MegnyHoro
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"BupobHuK", "MicueaHaxomKeHHs1 BUpobHUKka Ta
agpeca Micus NpoBafKeHHs Noro AianbHocTi" 3
BiANOBIAHVMM 3MiHAMMN B TEKCTi MapKyBaHHs
ynakoBok. BBeeHHs 3MiH npoTarom 6-tn
MicaUiB Nicnsa 3aTBEPAXEHHS.

199.

TAUNON®EH®
XOT

MOPOLLIOK ANst
0OpanbHOro PO34nHY;
no 20 r NopoLLKy y
naketi; no 20 r
MOPOLLIKY Y NaKeTi;
no 6 abo 12 naketis
B KapTOHHIN
ynakoBLUj

HOBE/
IMAY CAHAI
BE
TID>KAPET
AL

TypeyumH
a

HOBEN INAY
CAHAI BE
TIIPKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis:
3MinHn | Tvny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX gaHux
npo cuctemy dapmakoHarnagy (BBeeHHs
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnsagy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiANOBIganbHOI 3a 3AiIMCHEHHA dhapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-daina cuctemm
apmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
ocobu 3asBHMKa, BianoBiganbHOI 3a
hapmakoHarnsg.

[Hitoua pepakuisi: R. Ayse Cetin. - MponoHoBaHa
pepakuisi: Kevser Cure. - 3MiHa KOHTaKTHUX
[OaHunx ynoBHoBaxeHoi ocobu, BianoBiganbHoi 3a
papmakoHarnsg. 3miHa micus 34incHeHHs
OCHOBHOI AiANbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsigy

6e3
peuyenma

UA/10897/01/01

200.

TAMINYN®

kancynu, no 10
kancyn y 6nictepi,
no 1 6nictepy B
KapTOHHIN naywi

MPO®APM
A
IHTepHeLHn
TpenanHr
Nimiten

ManbTa

AT «[piHOeke»

Natsisa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3Mminu | TUNYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha MiacTaBi
perynspHoO OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sik pesynbtaT
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JoChigXeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO B
iHCTpYKLUil0 ANs MeauyYHOro 3acTocyBaHHS
nikapcbKkoro 3acoby o posginis "OcobnmeocTi
3actocyBaHHs" Ta "MobivHi peakuii" BignosigHo

6e3
peuenma

nionsieae

UA/8943/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
[0 OHOBIEHOI iHbopmalii Lwoao 6esnekn
3aCTOCyBaHHS ito40i pe4OBUHM 3rigHO 3
pekomeHgauieto PRAC.
TepMiH BBEAEHHS 3MiH - NPOTSIrom 6 micauis
nicnsa 3aTBepAKEHHs
201.| TAPOUPEPOH | Tabnetku, BKpUTI M'ep dabp ®paHuia M'ep ®abp PdpaHuis BHECEHHS1 3MiH O peecTpaLiiHMX maTtepianis: 3a UA/2978/01/01
06010HKoI0, MeavkameH MeaukameHT 3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
NPOMOHroBaHoI Aii T MpopakwuH BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
no 80 mr, no 10 €Bponeickkin thapmakonei/MoHorpadii.
TabneTok y 6nictepi; MogaHHA HoBoro abo oHoBreHoro cepTudikara
no 3 bnictepu y BianosigHocTi abo BMNyYeHHs1 cepTudikaTta
KapTOHHiI kopooLi BignoBigHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMOMiXHOT peqoBuHU (cepTudikat
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHWn cepTudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa NoAaHHs OHOBMEHOro cepTudikaTa
BiAMNoBiAHOCTI €Bponeincoki papmakonei Ne R1-
CEP 2007-368 - Rev 04 (3atBepaxeHo: R1-CEP
2007-368 - Rev 03) ansa gito4oi pe4oBMHY 3anisa
cynb@ary Cyxoro Bif, 3aTBEpKEHOro
BupobHmka DR. PAUL LOHMANN GMBH & CO.
KGAA, Germany.
202.| TAXUBEH® PO34UH ANS iH'eKuin, EBEP ABcTpis BiAMOBiAanNbHWIA 3a AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/14347/01/01
5 mr/mn; no 5 mn B Henpo Bunyck cepii: EBEP DpaHuis 3MiHu | Tuny - 3miHn Wwopo peuenmom
amnyni; no 5 amnyn dapma Henpo ®apma 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsagy.
Yy KapTOHHI KopobLi; m6X 'm6X, ABCTpis; 3MiHa YacToTy Ta/abo TepMiHiB NogaHHs
no 10 mn B amnyni; BMPOGHMLTBO, perynsipHO OHOBIOBaHMWX 3BiTiB 3 6e3neku
no 5 amnyny nepBuHHe Ta nikapcbkux 3acobiB. 3miHa 4acToTn Ta TepMiHy
KapTOHHiIN kopooLi BTOPUHHE NOAaHHS pPerynsipHO OHOBITIOBAHOIO 3BiTy 3
nakyBaHHS, 6e3neku nikapcbkoro 3acoby: [itoua pegakuis:
KOHTPOrb SIKOCTi: Yacrota nogaHHa PO3B — 3 poku; KiHueBa gata
CEHEKCI, ®paHuis Ons BKIYeHHs aannx go PO3b6 — 01.07.2024
p.;
Hata nogaHHsa — 29.09.2024 p. MNMponoHoBaHa
pepakuisa: Yactota nogaHHsa PO3B — 5 pokiB;
KiHueBa gata ans Bknto4YeHHs gaHux go PO36 —
01.07.2026 p.; Qata nogaHHa — 29.09.2026 p.
PekomeHoBaHO A0 3aTBEPOKEHHST BiANOBIAHO
[0 NepioAnYHOCTi NoAaHHS perynsipHo
OHOBIOBaHWX 3BITIB 3 6e3Mnekn nikapcbKunx
3acobiB y €BponericbkoMy Cotosi.
203.| TECANIH TabneTku, BKPUTI Awmakca It Benwka BMPOGHMLTBO 3a LLseniuapis BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis: 6e3 nionsizae UA/17262/01/01
NniBKOBOO Bputanis NOBHWUM LIMKIOM: 3miHu | Trny - 3miHm 3 AkocTi. A®Pl. KoHTponb peuenma
oboroHkoto, no 10 Makc Liennep 3boHe A®I. 3miHa y MmeToax BunpobysaHHA ADIl abo
TabneTok y 6nictepi; Arl, Wsenuapis; BMXiiHOro MaTtepiany/npoMixxHoro
no 2 abo 6 6nictepis nepBUHHE NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
Y KapTOHHIl Kopoobui nakyBaHHsi npoteci BupobHmuTea AP| (He3HauHi 3MiHK Yy
(dacyBaHHs), 3aTBEpPOKEHMX METo[ax BUNPOBYBaHHs) -
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BTOPUHHE He3Ha4Hi 3MiHN Ta BUMNpaBIeHHs B METOAI
naKyBaHHs, KOHTpomto Ansa nucta P.hybridus 3a nokasHukom
MapKyBaHHS: «lpeHTudikauia netacuHis» (HPTLC), a came
Coro ®nopgic BHECEHO [404aTKoBY iHbopmaLito Npo
IHTepHeLwwHn iHTEHCMBHICTb 30HW NIHONEHOBOT KUCMOTH,
Cgitaepneng CA, NpeAcTaBneHo GinbLU YiTke cxemaTuyHe
LLsenuapis; 300paxxkeHHs 30H, foaaHo iHhopmaLio Npo

KOHTPOIb AKOCTI:
Jlabop LonniHrep
Al', Weenuapis;
KOHTPOIb AKOCTI:
IHTepnabop Benn
AT, Weenuapia

TepMiH 36epiraHHsi po3umHiB. 3miHn | Tuny -
3miHu 3 akocTi. APl. KoHtponb A®I. 3miHa y
mMeTogax BunpobyBaHHA ADI abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHi 3MiHW B MeTOAi
KOHTPOIMIO ANsi HATUBHOTO ekcTpakTy P.hybridus
3a NoKasHUKOM «laeHTudikauis netacuHie»
(HPTLC), a came BknodeHa anbTepHaTMBHA
npoboniaroToBka 3paska LUISXoM
LieHTpudyryBaHHs, BHECEHO JOAATKOBY
iHpopmaLito Npo IHTEHCKBHICTb 30HM
NiHOMEHOBOI KMCNOTWU, NPeACTaBneHo GinbLu
YiTKe cxemaTu4He 306paxeHHst 30H, AoAaHO
iHdbopmaLiito Npo TepMiH 36epiraHHa PO3YMHIB.
3minu | Trny - 3miHm 3 skocTi. APl. KoHTponb
A®Il. 3miHa y MeToax BunpobysaHHsA ADIl abo
BUXiQHOrO MaTepiany/npoMixxHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP| (HE3HAYHI 3MiHK Y
3aTBEpAKEHVX MeTofax BUNpobyBaHHS) -
He3HauyHi 3MiHW B METOfi KifbKiCHOro
BM3HaYeHHs1 3aranbHux netacuHis (UPLC) y
nncti P.hybridus, a came, Buny4eHo
iHdbopMaLiito NPo cknaj Po34nHIB, SKi
BMKOPWUCTOBYIOTLCH AN NPOMUBKN CUCTEMM,
3MiHWN B po3paxyHKoBin opmyni. 3MiHn | Tuny -
3miHm 3 akocTi. A®l. KoHtpons A®I. 3miHa y
mMeTogax BunpobyBaHHsa ADI abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXEHNX MeToAax
BMNPOBYBaHHSA) - HE3HAYHI 3MiHW B MeToai
KINbKICHOrO BU3HA4YeHHS 3aranbHUX NeTacuHiB
(UPLC) y HaTuBHOMY ekcTpakTi P.hybridus, a
came BUIy4eHo iHdopMaLliio Npo cknag
PO34UHIB, SiKi BUKOPVUCTOBYOTBCS A1 MPOMMUBKM
CUCTEMMU, 3MiIHU B PO3PaxyHKOBIN hopMy .
3miHu | TUny - 3miHm 3 gkocTi. APl. Cuctema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa y
6e3nocepeaHini ynakoui ADI (pigkux AdI
(HecTepunbHKX)) - - 3aMiHa TBUHTOBOT KPULLIKY, i
3MiHM SIKICHOrO CKnagy KinbLeBoro




[IponoBkeHHs 1oaarka 3

120
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
yLLifbHIOBaYa, WO BUKOPUCTOBYETLCA AN

pepakuis: Screw cap HDPE (Pharmalene BC 82

NEepPBMHHOIO NaKyBaHHSA HAaTUBHOMO EKCTPaKTy 3
nncTa KpemeHu ribpugHoi. Kpim toro,
BUMyYaeTbCs iHhopMaLis NPo NepBUHHE
nakyBaHHS HAaTMBHOIO EKCTPAKTY 3 IUCTSA
KpEeMeHMW, L0 BUKOPUCTOBYETLCS NWLLE AN
pocnigpkeHb ctabinbHocTi. [itoya pegakuis:
Screw cap: HDPE (Lupolen 4261 A); material
ring seal: PTFE/EPE300/PET. NponoHoBaHa

PH); material ring seal: TPE. BBegeHHs1 3miH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3minu | Trny - 3miHu 3 skocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y metogax
BUNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKeHNX MeTodax
BUNPOBYBaHHs) - HE3HaYHI 3MiHW B MeTOAi
BunpobyBaHHs T13 3a nokasHWKoM
«lpeHTudikauis netacudis» (HPTLC), a came
BKIIOYEHa anbTepHaTBHa nNpobonigroToska
3paska LUMAXOM LeHTpUdyryBaHHs, BHECEHO
A0[aTKoBY iHpOPMALLitO MPO IHTEHCUMBHICTb 30HM
NIHOMEHOBOI KMCNOTK, NpeacTaBneHo GinbLu
YiTKe cxemaTu4He 306paxeHHst 30H, AoAaHO
iHdbopmaLiito Npo TepMiH 36epiraHHa PO3YMHIB.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BUNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBepAKEHUX MeToAax
BUNPOOYBaHHS) - HE3HAYHi 3MiHW B MeTOAi
BunNpobyBaHHs 13 3a nokasHukoM «3aranbHuin
BMICT NeTacuHy, i3oneTacuHy i HeoneTacuHy», a
came foAaeTbes iHpopMaLlis, WO eKBiBaneHTHi
PO3YMHHUKM Ta peareHTU MOXyTb
BWKOPUCTOBYBATUCS, BUIYHEHO iHhopMaLlito npo
CKnap po34vHiB, AKi BUKOPUCTOBYIOTLCSA ANS
NPOMMBKU CUCTEMMU, 3MiHW B PO3PaxyHKOBIV
dopmyni. 3miHu | TUNY - 3MiHK 3 siKocTi. ToTOBUIA
nikapcbkui 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHui 3aci6. 3MiHa y
NEepPBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
3acoly (sKicHWI Ta KinbKicHWIA cknag) - Teepai
nikapcbki hopmu - oAaBaHHs [OAATKOBOI
GnicTepHoi NNiBKY, LLO BUKOPUCTOBYETLCSA AN
nepBUHHOro nakyeaHHs J13. [itoua pegakuisi:
MBX/ME/MBAX (250 mkm/30 mkm/90 r/m2).
MponoHoBaHa pepakuis: MBX/ME/MBOX (250
mMkm/30 mkm/90 r/m2); MBX/MNE/MBAX (250

MKM/25 Mkm/180r/m2). 3mibum | Trny - 3miHm 3
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204.

sKocTi. [oToBMI nikapcbknii 3acib. CTabinbHICTb.

3MiHa y TepmiHax npuaaTHOCTi abo ymoBax
36epiraHHsA roToBOro fikapCcbKoro 3acoby
(36inbLUeHHs TepMiHY NpuaaTHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [1ns TOproeoi ynakoBku
(niaTBEPAXKYETHCS AAHMMMN pearnbHOro Yacy) -

3MmiHa TepmiHy npuaatHocTi N13. [itova pegakuis:

3 poku. NponoHoBaHa peaakuis: 5 pokis. 3MiHK
BHECEHO B iHCTPYKLIO ANsi MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
«TepMiH npugaTHOCTI». BBeAeHHs 3miH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3minu Il Tuny - 3miHn 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo onyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (3miHa 3HaxoauTbCA Nno3a
3aTBEPIKEHUMU JONYCTUMUMU MEXKaMM
cneuudikauin) -

BHECEHEHHS 3MiH creumdikauito [T13 Ha TepmiH
NpVaaTHOCTI 3a NOKa3HUKOM «Bu3HauyeHHsi
Boau» (€Bp.$.2.5.32). [itoya pegakuisi:
makcumyM 5%. MponoHoBaHa pegakuis:
MakcumyMm 7%. BBeeHHs 3MiH npoTsrom 6-tu
MicsLiB Micnsa 3aTBEPAXEHHS.

TIOKTOH

pPO34MH Ans iH'ekuin,
600 mr/24 mn; no 24
My dnakoHi, no 5
nakoHiB y
KOHTYPHIl
YapyHKOBIN ynakosLi
Y KapTOHHIW navui

TOB
"®OPC-
SAPMA

ONCTPUB
FOLLH"

YkpaiHa

K.T. POM®APM
KOMMNAHI C.P.J1.
(BUpOGHMLTBO Ta
nepBrHHE
naKyBaHHs
nikapcbkoro 3acoby;
BTOPWHHE
nakyBaHHsi,
KOHTPOJ1b KiHLEBOrO
NPOAYKTY Ta BUMYyCK
cepii)

PymyHis

BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis:
3minu | Tvny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynopoBarnbHUi 3aci6 (iHLwi 3mMiHW)
- BBEEHHS JOAAaTKOBOI KOHTYPHOI YapyHKOBOI
ynakoBKu1 Ansi onakoHiB nepeq BKNagaHHAM y
KapTOHHY MauyKy, 3 BiANOBIGHUMW 3MiHamMN y p.
«YnakoBka» MKA J13. 3atesepmxkeHo: Mo 24 mn y
rakoHi, No 5 onakoHiB PpasoMm 3 iHCTPYKLiED
ONst MEAUYHOrO 3aCTOCYBaHHS Y KapTOHHIl
nayui. 3anponoHosaHo: Mo 24 mn 'y cnakoHi, no
5 pnakoHiB y KOHTYPHI YapyHKOBI ynakoBLi
pa3om 3 iHCTPYKUi€o AN MEANYHOTOo
3acToCyBaHHS Y KapTOHHIM navui. 3miHn
BHECEHO Yy po3ain "YnakoBka" B iHCTPYKLiO A4S
ME[MNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby.
BianoBiaHi 3MiHM BHECEHO Y TEKCT MapKyBaHHsI
ynakoBKM nikapcbkoro 3acoby. BeeeHHs 3MiH
NpoTSArom 6-T1 MicsALIB MiCNs 3aTBEPYKEHHS.

3a
peuerimom

He
nidnsieae

UA/17881/01/01

205.

TOKKATA®

TabneTku, BKPUTI
nniBKOBOO
obonoHkoto, no 150
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y nayui

AT
"®Papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuundikauivi Ta/abo
OOMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLisax
Ha A®Il, abo BUXiAHWUIA/NPOMIXHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoteci BUpo6H1uTBa AP| (BUNyYEHHSs

3a
peuerimom

UA/17648/01/02




122 [IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

He3Ha4yHoro nokasHuKa siKocTi (Hanpuknag,
BUITyYEHHS 3aCTapinoro nokasHvka)) BUny4YeHHs
nokasHuka «Baxxki meTanu» 3 cneumdikauii Ta
MeToziB BXiAHOro KOHTPOMIO Ans BUPOGHMKa
Ait04OT pevoBUHN TONNEPU3OHY rigpoxnopuay
SNA HEALTHCARE PVT LTD, IHgis. 3minu |
Tuny - 3MiHn 3 sikocTi. A®Il. Kontponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHuX y cneumdikadisx Ha A®l, abo
BUXiOAHUA/MPOMIXXHWI NpOAYyKT/peareHT, Lo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuuTea Ad|
(iHLWi 3MiHK) BUNYyYeHHS NokKasHuKa
«Po34mHHIicTbY 3 cneuudikauii Ta meTogis
BXiQHOro KOHTPOIO A4S BUPOOHMKa Aitoyoi
peyoBUHM TonnepuaoHy rigpoxnopugy SNA
HEALTHCARE PVT LTD, IHgisi. 3miHun | Tuny -
3miHn 3 akocTi. A®l. KoHtponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHWX y cneuundikadisx Ha A®l, abo
BVXiOHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BVKOPVCTOBYOTbCS Y npoueci BupobHuutea AdI
(iHWi 3MiHK) 3MiHK cneuwndikaLii Ta meToaiB
BXiZLHOrO KOHTPOJSO 32 MOKa3HMKOM «3anuLlKoBi
KifTbKOCTi OpraHiyHmX po34MHHUKIB» 4Ns
BM3HAYEHHS aLEeTOHy Ta 2-nponaHony
BignosigHo DMF B1poGHMKa Aito4oi peyoBuHU
Tonnepu3soHy rigpoxnopugy SNA HEALTHCARE
PVT LTD, IHgis. 3MiHun Il Tuny - 3miHn 3 sikocTi.
A®I. BupobHuuteo. 3MiHa BUpOOHMKa
BWXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTBCS Y BUPOBGHMYOMY npoLeci
A®I, abo 3miHa BupobHUKa (BkMtovaoun, ae
HeobXxigHO, MicLle NPOBEeAEHHS KOHTPOSTHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
[ocbe)(BBeaEHHS HOBOTO BUpobHMKa ADI 3
HafaHHsSM macTep-danna Ha ADl) BBegeHHst
[0aTKOBOro BUPOBHMKA Ailo40i pe4OBUHM
Tonnepu3soHy rigpoxnopugy SNA HEALTHCARE
PVT LTD, IHgis 3 HagaHHsAM macTep-channa Ha
A®I (DOCUMENT NUMBER: DMF/TP/02).

206.| TOKKATA® TabneTku, BKPUTI AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHUX MmaTepianis: 3a UA/17648/01/01
NniBKOBOI "®papmak” 3MiHu | Tuny - 3MiHK 3 sikocTi. A®Il. KoHTponb peuenmom
o6onoHkoto, no 50 A®I. 3miHa y napameTpax cneuundikauivi Ta/abo
mr, no 10 TabneTok OOMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisax
y 6nicTepi; no 3 Ha A®Il, abo BUXiAHWUIA/NPOMIXHUIA
Gnictepu y nayui npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y

npoueci BUpobHmuTBa AD| (BUNyYEHHSI
He3Ha4yHOro nokasHuka sKocTi (Hanpuknag
BUITy4EHHS 3acTapinoro nokasHvika)) BUryyYeHHs
nokasHuka «Baxkki MmeTanu» 3 cneumdikauii Ta
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

MeToziB BXiAHOrO KOHTPOMIO Ans BUPOGHMKa
Ait04O0I pevoBUHN TONNEPU3OHY rigpoxrnopuay
SNA HEALTHCARE PVT LTD, IHgis. 3minu |
Tuny - 3MiHn 3 sikocTi. A®Il. Kontponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHuX y cneumdikadisx Ha A®l, abo
BUXiOAHUA/NPOMIXXHWI NpOAYyKT/peareHT, Lo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuutea Ad|
(iHLWi 3MiHW) BUNMYyYeHHSA NoKa3HuKa
«Po34mHHicTb» 3 cneumndikauii Ta meToais
BXiIHOrO KOHTPOIIO Asi BUPOBHUKa Ajtoyoi
peyoBMHM TonnepuaoHy rigpoxnopugy SNA
HEALTHCARE PVT LTD, IHgisi. 3miHu | Tuny -
3miHn 3 akocTi. A®l. KoHtponb A®I. 3miHa y
napameTpax cneuudikaui Ta/abo gonycTummx
MeX, BU3HaYeHWX Yy cneumdikadisx Ha A®l, abo
BVXiOHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea AdI
(iHWi 3MiHK) 3MiHK cneuwndikaLii Ta meToaiB
BXiZLHOrO KOHTPOJSO 32 MOKa3HMKOM «3anuLUKoBi
KifTbKOCTi OpraHiyHmX po34MHHUKIB» 4Ns
BM3HAYEHHS aLUeToHy Ta 2-nponaHony
BignosigHo DMF Bnpo6HuWKa 4ito4oi pedoBnHN
Tonnepu3soHy rigpoxnopugy SNA HEALTHCARE
PVT LTD, IHgis. 3MiHn Il Tuny - 3miHn 3 sikocTi.
A®|. BupobHuuteo. 3MiHa BUpOOHMKa
BMXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPWCTOBYIOTBCS Y BUPOBHMYOMY MpoLeci
A®I, abo 3miHa BupobHuKa (BKkMtovao4n, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
Oocbe)(BBEAEHHS HOBOTO BUPOGHUKa AdI 3
HafaHHsSM macTep-danna Ha ADl) BBegeHHsI
[04aTKOBOro BUPOGHMKA Ailo40i pe4OBUHM
Tonnepu3soHy rigpoxnopugy SNA HEALTHCARE
PVT LTD, IHgis 3 HagaHHAM MacTep-channa Ha
A®I (DOCUMENT NUMBER: DMF/TP/02).

207.

TOJNIEBAC®

TabneTku, BKpUTI
obonoHkoto, no 20
mr, no 10 TabneTok
y 6nicTtepi; no 3 abo
9 bnictepiB y
KapTOHHIN ynakoBLi

HOBEN
IMAY CAHAI
BE
TIDKAPET
AL

TypeyumH
a

HOBEN INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MmiHu | TUNY - 3miHKn Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
BBeneHHs abo 3MiHu 40 y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnsay (BBefeHHs
y3aranbHeHX AaHuX Npo CUcTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHoOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, SKLwo BoHa
Bi/MiHHa Bif, yNOBHOBaXeHOI ocodu,
BignoBiganbHoi 3a 34iMCHEHHSA dhapMakoHarnsay

3a
peuerimom

UA/11195/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

(BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnsay) - 3MiHa yNnoBHOBaXXeHO|
ocobu 3asBHMKKa, BianosiganbHOI 3a
dapmakoHarmsa.

Hitoua pepakuisi: R. Ayse Cetin. NponoHoBaHa
pepakuisi: Kevser Cure. - 3MiHa KOHTaKTHUX
[OaHuxX yrnoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
tapmakoHarnag. 3miHa micus 3ginCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLe3Haxo4KeHHs macTep-anina cucremu
dapmakoHarnagy.

208.

TOJIEBAC®

TabneTkn, BKpUTI
o6onoHkoto, no 40
mr, no 10 TabneTok
y 6nictepi; no 3 abo
9 6nictepiB y
KapTOHHIN ynakoBLji

HOBE/
INAY CAHAI
BE
TID>KAPET
AL

TypeuumH
a

HOBEN INAY
CAHAI BE
TIIPKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX gaHUx
npo cuctemy dapmakoHarnagy (BBe4eHHs
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnsgy, 3MiHa ynoBHoBaxeHoi ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
ocobu 3asBHMKa, BianoBiganbHOI 3a
hapmakoHarnsg.

Hitoua pegakuisi: R. Ayse Cetin. MponoHoBaHa
pepakuisi: Kevser Cure. - 3MiHa KOHTaKTHUX
[OaHunx ynoBHoBaxeHoi ocobu, BianoBiganbHoi 3a
papmakoHarnsg. 3miHa micus 34incHeHHs
OCHOBHOI AiANbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy.

3a
peuenmom

UA/11195/01/03

209.

TONEBAC®

TabneTkn, BKpUTI
obornoHkoto, no 80
Mr, no 6 TabneTtok y
6nictepi; no 5 abo
15 BnictepiB y
KapTOHHIN ynakoBLi

HOBEN
IMAY CAHAI
BE
TIIKAPET
AL

TypeyynH
a

HOBEIJ INAY
CAHAI BE
TIIKAPET A.LLL.

TypeydnHa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3miHu | TUNYy - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsay.
BBeneHHs abo 3miHM J0 y3aranbHeHUX AaHux
npo cuctemy apmakoHarnsgy (BBe4eHHs
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnsay, 3MiHa YNnoBHOBaXXeHOi ocobw,
BiANOBiAanbHOI 3a 34INCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SKLWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y

3a
peuerimom

UA/11195/01/04
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnsay) - 3MiHa yNnoBHOBaXEHO|
ocobu 3asBHMKKa, BianosiganbHOI 3a
bapmakoHarnag,.

[Hitoya pepakuis: R. Ayse Cetin. NponoHoBaHa
pepakuisi: Kevser Cure. - 3MiHa KOHTaKTHUX
OaHunx ynoBHOBaXeHOi 0cobw, BiAnoBiaanbHoi 3a
dapmakoHarnag. 3miHa micus 34inCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLie3HaxXoQKeHHA MacTep-ganna cuctemu
dapmakoHarnsagy.

210.

TOJIEBAC®

TabneTkn, BKpUTI
obornoHkoto, no 10
mr, no 15 TabneTok
y 6nicTtepi; no 2 abo
6 bnictepiB y
KapTOHHIN ynakoBLi

HOBEJ
IMAY CAHAI
BE
TII>KAPET
AL

TypeuumH
a

HOBEN INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 0O peecTpaLinHuX maTepianis:
3miHu | TUNY - 3miHun Wwopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3miHM J0 y3aranbHeHVX gaHUx
npo cuctemy papmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHux nNpo cuctemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiganbHOI 3a 34INCHEHHSA
hapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, Ko BoHa
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
ocobu 3asBHMKKa, BianoBiganbHOI 3a
cbapmakoHarnsg,.

Hitoua pegakuisi: R. Ayse Cetin. MponoHoBaHa
pepakuis: Kevser Cure. - 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXXeHOI 0cobu, BiANoBiAanbLHOI 3a
papmakoHarnsg. 3miHa micus 34incHeHHs
OCHOBHOI AisinbHOCTI 3 dhapmakoHarnsgy. 3miHa
MiCLie3HaxXOMKeHHS MacTep-anna cuctemm
dapmakoHarnsgy.

3a
peuerimom

UA/11195/01/01

211.

TOPMINEKC

Tabnetku no 0,25
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepu B
KapTOHHiIN ynakoBLi

ToppeHT
dapmacbioTi
kanc JlTg.

IHaia

ToppeHT
dapmacbioTikanc
N

IHAis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeaMYHOro 3acToCyBaHHs Ha NiacTasi
perynsipHO OHOBIIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEOEHMX
Bi4NOBIAHO A0 NnaHy negiaTpuyHMX SOChigKeHb
(PIP) (3MiHy y3rogXXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHoM) - 3MiHN BHECEHO B
iHCTPYKUIilO ANsi MegW4HOro 3acTOCyBaHHS

3a
peuenmom

He
nidnsieae

UA/14076/01/01




126 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nikapcbkoro 3acoby fo posainis "OcobnusocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3u"
Ta "MobiyvHi peakuii" BiaNoBigHO 0O OHOBMEHOT
iHcpopMmalii wopo 6e3nekn 3acTocyBaHHA Aito4oi
peyvoBuMHM 3rigHo 3 pekomeHaaieto PRAC. -
TepMiH BBEAEHHS 3MiH - NPOTSrom 6 micauis
nicnsi 3aTBepOXXEeHHS.
212.| TPAMAOON kancynu no 50 mr no AT Ykpaina AT "®apmak”, Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/3408/02/01
10 kancyn B "dapmak” 3miHu | TUny - 3miHm 3 gkocTi. CepTudikar peuenmom
6nictepi; no 1 abo 3 BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
6nictepu B nayui 3 €sponewicbkin bapmakonei/moHorpadii. 3miHu,
KapTOHYy NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C (3MiHa
y cneuudikauisix, nos's3aHa 3i amiHamu B Y,
abo €sponencokin hapmakonei, abo iHLwin
HauioHanbHin hapmakonei aepxasu €C)
Pozginu «CynposigHi gomiwkmy Ta «KinbkicHe
BM3Ha4eHHsa» APl npmBeaeHo y BiANOBIAHICTb
[0 BUMOr MOHorpadii €BponencbKoi
¢bapmakonei.
213.| TPAMAOONY NOpPOLLOK AT YkpaiHa CaH IHais BHECEHHS! 3MiH O peeCTpaLiiHMX maTepianis: - UA/7149/01/01
riAPOXNOPUAO | (cybcTaHuis)y "®apmak” PapmacbioTukan 3miHu | TUny - 3miHu 3 akocTi. CepTudikat
MilLIKax IHpacTpis Jliviten BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
nonieTuneHoBmx €Bponewicbkin bapmakonei/moHorpadii. 3miHu,
noaBsiviHNX ons NnoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BUpOBHMLTBA BigNoBigHICTb 40 MoHorpadii APY abo
CTEPUIbHYX i €Bponewicbkoi hapmakonei, abo iHwoi
HeCcTepUnbHUX HauioHanbHoi hapmakonei gepxasu €C (3miHa
nikapcbkux hopm y cneuudikauisx, nos'asaHa 3i amiHamu B dY,
abo €Bponencobkin hapmakonei, abo iHLwin
HauioHanbHin chapmakonei aepxasu €C) -
Po3zginu "CynposigHi gomiwwkun" Ta "KinbkicHe
Bu3HauyeHHs" A®I npuBeaeHo y BignoBigHiCTe oo
MoHorpadii "Tramadol Hydrochloride"
€Bponelicbkoi dapmakonei.
214.| TPAHAAP po3uuH ang iH'ekuin, | AAP ®apma | O6'egHaHi MaHkaning Papma IHAis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a He UA/18866/01/01
100 mr/mn no 5 mn B ®3-N1c Apabcbki Nimiteg 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
amnyni; no 4 Emipatn Ha3BM nikapcbKkoro 3acoby. BHeceHo Lwoao

amnynu y énicrepi;
no 1 6nictepy B
KapTOHHiIN kopobui

Has3BM Nnikapcbkoro 3acoby. 3aTBepaXeHo:
HEKCAMAAP 500. 3anponoHosaHo: TPAHAAP.
BBeneHHs 3miH npoTArom 6-Tm MicsiLiB 3 gatm
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK). OHOBIEHHS TEKCTY MapKyBaHHS
yMakoBKM nikapcbKkoro 3acoby, a came: LLoao
3MiHW Ha3BW Nikapcbkoro 3acoby, yTOYHEHO
iHcpopmaLito LWoao TepMiHy NpuAaTHOCTI,
HOMEpY PEECTPAaLiMHOrO NOCBIAYEHHS, HOMEpPY
cepii, 4OAaHO TEeXHiYHi Koau Ta No3Hayku, 2-D




127 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOAYBaHHS, BUPOOHWYY NiLEH3il0 Ta YTOYHEHHS
noroTuny 3asiBHUKa BeeaeHHs 3MiH npoTsarom 6-
TN MiCALIB 3 AaTW 3aTBEPLKEHHS.
215.| TPAHAAP pO34MH Ans iH'ekuin, AAP dapma O6'eaHaHi MaHkanng ®apma IHais BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: - UA/18867/01/01
100 mr/mn in bulk: ®3-NN1C Apabcbki Timiteq 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
no 5 mn B amnyni; Emipatun Ha3BM nikapcbKkoro 3acoby. BHeceHo Lwono
no 4 amnynu y Ha3Bw nikapcbkoro 3acoby. 3aTBepAXeHo:
6nictepi; no 20 abo HEKCAMAAP 500. 3anponoHosaHo: TPAHAAP.
no 40 6nicTepis B BBefeHHs 3miH npoTArom 6-Tu Micsiuie 3 gatm
KapTOHHiI kopooLi 3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). OHOBMNEHHSI TEKCTY MapKyBaHHS
ynakoBKM nikapcbKkoro 3acoby, a came: LWoao
3MiHM Ha3BW NikapCbKOro 3acody, yTOYHEHO
iHdbopMmaLito Wwoao TepMiHy NpUAaTHOCTI,
HOMepY peecTpauinHOro NoCBiAYeHHs, Homepy
cepii, 4OAAHO TEXHIYHI KoaM Ta No3Hayku, 2-D
KOAYBaHHS, BUPOOHUYY NiLEH3il0 Ta YTOYHEHHS
norotuny 3asBHWKa BBegeHHs 3MiH NpoTarom 6-
TV MiCSILIB 3 ATV 3aTBEPIKEHHS.
216.| TPAHEKCAMO NMOPOLLIOK My6niyHe YkpaiHa Awmi NandpcarieHs IHgis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - UA/17845/01/01
BA KUCINOTA (cybcTaHuis) y aKuioHepHe Mer. NlTA. 3miHu | TUny - 3miHm 3 akocTi. CepTudikar
noaBinHMX TOBapUCTBO BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
nonieTuneHoBmx "HaykoBo- €Bponeickkin hapmakonei/MoHorpadii. 3miHu,
naketax ans BVPOGHWYMIA noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
hapmaLeBTU4HOro LeHTp BiANoOBIAHICTb A0 MoHorpadii APY abo
3acTOCyBaHHS "BopLuariscb €Bponeicbkoi chapmakonei, abo iHwoi
KW XiMiKO- HauioHanbHoi papmakonei gepxasu €C (3miHa
dapmaueBT y cneuudikaisix, nos'a3aHa 3i amiHamu B JOY,
NYHU abo €sponeiicbkin hapmakonei, abo iHLWin
3aBoa" HauioHanbHin apmakonei aepxasu €C)

BHeceHHs 3miH g0 cneuudikadii Ta metoais
KOHTpoOrto 3a n. «CynpoBigHi AOMILLKY, Y 3B’s13KY
3 NpyBeAEeHHsM o0 BUMOr MoHorpadii EP.
3aTtBepaxeHo CynpoBigHi AOMILLKM - AOMillka A
«He GinbLwe 0,1%» - aomiwka B «He Binblue
0,2%»

- OyAb-sika HecneumdikoBaHa AOMILLKA «He
6inbwe 0,10%» - cyma HecneumdikoBaHUX
OOMILLOK «He GinbLue 0,2%»
3anponoHOBaHO - AoMillKka A «BUMYyYEHO» -
nowmiwka B «He Ginbwe 0,15%» - gomiwka C «He
6inbwe 0,05%» -gomiwka D «He Ginblie 0,05%»
- pomiwka E «He 6inble 0,05%» - gomiwka F
«He 6inbwe 0,05%» - 6yab-sika
HecneuudikoBaHa AoMillka «He binblie 0,05%»
- Cyma HecneundikoBaHUX AOMILLOK «-» Cyma
aomiwok «He binbwe 0,2%» 3MiHn | Tuny -
3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax crneuudikadiv Ta/abo gonycTummx
MeX, BU3HAYEHWX Yy cneundikauiax Ha A®l, abo
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUXiOHUA/MPOMIXXHWI NpOAYyKT/peareHT, Lo
BMKOPWUCTOBYIOTBCS Y NpoLeci BupobHuutea APl
(monoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BigMNoBIAHMM METOAOM BUNPOOYyBaHHS)
Cneuudpikauist LONOBHEHA NOKA3HUKOM SKOCTI
«P0O34nHHICTb» (Nerko po3unHHWI y BOAi Ta
NbOASHIN OUTOBIW KUCIOTIi, NPaKTUYHO
HEepPO34MHHMI B aueToHi Ta 96% cnupTi) 3
BiANOBIAHMM METOAOM BUNPOOYBaHHS,
BignoBigHO 4o cneuudikauii dipmn — BUpobHMKa
Ami Lifesciences Pvt. Ltd.
217.| YPOJNIECAH® Kpanni opanbHi no NAT YkpaiHa NAT "Tannydapm” YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/2727/02/01
25 mn y cpnakoHi- "Tanuudap 3minu | Tvny - 3miHu 3 skocTi. MoToBUIA peuyenma
KpanenbHuui, no 1 m" nikapcbkui 3aci6. Cuctema
hnakoHy- KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
KpanenbHuui B dopmu abo po3mipy KOHTENHepa YK
nayui; no 25 mny 3aKynoptoBarnbHOro 3acoby (NepBUHHOIT
hbnakoHi- yNaKoBKM) (HECTEpUNbHI Nikapcbki 3acobwn)
KpanenbHuLi, BHeCeHHs1 3MiH go p. 3.2.P.7. Cuctema
3aKPUTOMY KPULLIKOKO KOHTeWHep/ 3aKkyrnoptoBanbHui 3acib, a came
3 KOHTpONeMm He3HayHa 3MiHa BUCOTM PraKoHiB TUNy
NepLIOro po3KpUTTS, Tropferflasche (green, amber) 25 ml, y 38’s3ky 3
no 1 dnakoHy- KOpPEeKLIi€lo BUCOTUN 3aTBEPAXEHOTO (PNakoHy
KpanenbHuui B naydi TMNy 25 Mn. AKiCHUA Ta KinbKiCHUIA cknag
NepBUHHOI YNaKoBKWN HE 3MiHWBCS.
3artBepokeHo: ®nakoH Tropferflasche (green,
amber) 25 ml: Bucota Bupoby (Mm) 76,95+0,5;
BanponoHosaHo: ®nakoH Tropferflasche (green,
amber) 25 ml: Bucota Bupoby (Mm) 76,5+0,5
218.| YPONECAH® Kpanni opanbHi in MAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: - UA/9517/01/01
bulk: no 25 mny "Tannudap 3MmiHn | TMny - 3miHK 3 aKocTi. [oToBUIA
hnakoHi- m" nikapcbkui 3aci6. Cuctema
KpanenbHuuj; no 88 KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
dnakoHiB- dopmu abo po3mMipy KOHTEHepa YK
KpanenbHUUb y 3aKynopoBarnbHOro 3acoby (MepBUMHHOT
KOpo6i kKapTOHHOMY; yNaKoBKM) (HECTEpUNbHI Nikapcbki 3acobn)
in bulk: no 25 mny BHECEHHS 3MiH go p. 3.2.P.7. Cuctema
nakoHi- KOHTelHep/ 3akynoptoBanbHui 3acib, a came
KpanenbHuLj, He3HayHa 3MiHa BUCOTM (briakoHiB TUMy
3aKpUTOMY KPULLIKOIO Tropferflasche (green, amber) 25 ml, y 38’a3ky 3
3 KOHTpOrem KOpPEeKLi€lo BUCOTUN 3aTBEPAXEHOTO PriakoHy
NepLUOro PO3KPUTTS; My 25 Mn. AKiCHUA Ta KinbKiCHUIA cknag
no 88 dnakoHiB- NepBUHHOI YNakKoBKN HE 3MiIHUBCS.
KpanenbHUUb y 3aTtBeppxeHo: ®nakoH Tropferflasche (green,
kopobi kKapTOHHOMY amber) 25 ml: Bucota Bupoby (Mm) 76,95+0,5;
BanponoHoBaHo: ®nakoH Tropferflasche (green,
amber) 25 ml: Bucota Bupoby (Mm) 76,5+0,5
219.| PAMOTUOUH- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/8956/01/01
OAPHUUA o6onoHkoto, no 20 "dapmaueBT "PapmaLeBTUYHa 3MinHn | Tuny - 3MiHKM Wwopo peuenmom nidnsieae
mr; no 10 TabneTok nyHa cbipma cipma "[apHuusa” 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsagy.
Y KOHTYpHIN "OapHuus” 3MiHa y KOpOTKili XapakTepucTHuLi NikapCbKoro
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YapyHKOBIN 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ynakoBui; no 2 MeOMYHOro 3acToCyBaHHS Ha NiacTasi
KOHTYPHi YapyHKOBI perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
yNakoBKM y nayui nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pesynbtat
OLiHKM 3BITY 3 AOCNigKEeHb, NPOBEAEHUX
Bi4NOBIQHO A0 NNaHy negiaTpuyHMX OOChigXKEeHb
(PIP) (3miHy y3rog)XeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHM BHeceHO A0 [HCTpyKLUii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHLWi BMAM B3aemogin" wono 6esneku
3aCTOCyBaHHSA Lito4oi pevyoBUHN haMOTUANH
BignoBigHo Ao pekomeHaauin PRAC. BeeaeHHs
3MiH NPOTArom 6-Tu MicsILiB Micnsi
3aTBEPAKEHHS
220.| PEMOCTOH® TabneTkn, BKpUTI AG6OTT HigepnaH AG6OTT Hioepnanaun BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/4836/01/01
NNiBKOBOO Xenckea an Bionogxikans b.B. 3MiHn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenmom nidnsieae
060onoHKoto, Mo 1 Mr Mpopaktc nikapcbkuii 3aci6. KoHTponb rotoBoro
+ TabneTku, BKpUTI B.B. nikapcbkoro 3acoby (iHwWi 3mMiHK) - BunpaBneHHs

NniBKOBOIO
06oroHkoto, Mo 1
mr/10 mr; kombi-
ynakoska Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneTok, BKpUTKX
NNiBKOBOO
o6onoHkoto, 6inoro
koneopy no 1 mr +
14 TabneTok,
BKPUTUX MMiBKOBO
060moHKoM0, Ciporo
koneopy no 1 mr/10
Mry GnicTepi; no 1
abo 2, abo 3
6nictepu B kopobui

TEXHIYHOI MOMUIIKN B OMWCi METOAMKM 3a
nyHkTom «3.1.MNepeBipka npuaaTHOCTI cUCTEMU»
ONS BUBHAYEHHS ifeHTudiKauii, KinbKicHOro
BW3HAYEHHs Ta YMCToTH TabneTok
ecTpagiony/guaporectepoHy metogom BEPX, a
caMe 3aMiCTb Ha3BM Lilo40i pevyoBUHN
«ONOPOrecTepoH» BKa3aHO «ecTpagion». 3miHum |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapCbKuiA
3aci6. 3MiHW y BUPOBHMUTBI (iHWi 3MiHK) - 3MiHa
KiNbKOCTi KpOXMarnto KyKypyA3sHOro Ans cepii
150000 TabneTok Ansa TabneTok, ki MiCTATb
ecTpagiony (oHoBneHHs po3giny 3.2.P.3.2 gna
TabneTku ectpagiony). 3miHu | Tuny - 3MiHn 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3MiHa po3Mipy cepil (BKkMovaoum
[iana3oH po3Mipy cepii) roTOBOro fikapCbKoro
3acoby (36inbweHHa Ao 10 pasiB NopiBHSHO i3
3aTBEpKEHVM po3MipoM) - 3miHa po3Mipy cepilt
Ans TabneTku ecTpagion/onaporecTepoHy
(3aTBepakeHo: 1500000 TabneTok;
3anponoHoBaHo: 1500000 TabneTtok Ta 4500000
Tabnetok). 3miHu | TMNy - 3MiHKM 3 GKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU y
BUPOGHMLTBI. 3MiHa po3Mipy cepil (Bkrovaoum
fianasoH po3mipy cepii) roToBOro fikapcbKoro
3acoby (36inbweHHa Ao 10 pasiB NopiBHSHO i3
3aTBepOKeHUM po3MipoMm) - BBegeHo
popaTtkoBui poamip cepii 450000 TabneTok s
ecTpagiony. 3miHu | Tuny - 3miHK 3 AKOCTi.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

["oToBMI nikapcbkui 3aci6. Onuc Ta cknag (iHLwi
3MiHuM) - 3MiHa 3anaTeHTOBaHOI Ha3Bun
nniBkoBoro NokpuTTst «Opadry® Y-1-7000 white»
Ha 3aranbHy Ha3By «Film coating mix White I»
ansa Tabnetkv ectpagiony. SAkicHuiA Ta
KifbKiICHWI cknapj Cymilli Ansi nniBKoBOro
NOKPUTTA HE 3MIHIOETLCA. AK HAcniJoK OHOBEHO
Bi4NOBIgHI pO34inu Ta akTyanizoBaHo
HOpMaTWUBHE NOCUNaHHA ANa TUTaHy Aiokeua, AK
KOMMOHeHTa matepiarny NniBKOBOro MOKpUTTS.
3MiHM BHECEHO B IHCTPYKLIitO AN MEAUYHOrOo
3aCTOCYBaHHSA fikapcbKoro 3acoby y posgin
«Cknag» (3miHa Ha3Bu maTepiany nniBKoBOro
noKpuTTA ANS TabneTkn ectpagiony). BeeaeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTi.
[oToBMI nikapcebkun 3aci6. Onuc Ta cknag (iHLwi
3MiHM) - 3MiHa 3anaTeHToBaHOI Ha3Bu
nniBkoBoro nokputTs «Opadry® Il Grey
85F27664» Ha 3aranbHy Ha3By «Film coating
mix Grey I» gns TabneTku
ecTpagiony/auaporectepoHy. AKiCHWIA Ta
KiNbKICHWI CKag, Cymilli Ansi NniBKOBOro
NOKPUTTA HE 3MIHIOETBCA. FAK HAcnigoK OHOBNEHO
BiANOBIgHI PO34inu Ta akTyanisaoBaHo
HOpPMaTWBHE MOCWIaHHS ANs OKPEMUX
KOMMOHEHTIB MaTepiarny nniBKoBOro NOKpUTTS
(TuTaHy giokcua, okeua YopHUiA). 3MiHM BHECEHO
B iHCTPYKLit0 NSt MEAWYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain «Cknag» (3MiHa
Ha3BW maTepiany NniBKOBOro NOKPUTTA AN
TabneTku ectpagiony Ta AUAPOrecTepoHy).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHM 3 sKoCTi.
[oToBMI nikapcebkun 3aci6. Onuc Ta cknag (iHLwi
3MiHn) - HesHayvHa 3miHa y po3aini 3.2.P.1.0nuc
i cknag nikapcbkoro 3acoby Ans TabneTku
ecTpagion, a came 3MiHa NOCUMaHHs Ha
pedepeHTHUI JOKYMEHT AN Ai040i peYOBUHN
ecTpagiony remirigpaty, MikpoHizoBaHoro 3 «Ph.
Eur. (0821)2» Ha «According to 3.2.S.4.1».
3MiHun | Tuny - 3miHK 3 akocTi. FoToBUIN
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3MiHu) -
HesHayHa 3miHa y po3gini 3.2.P.1.0nuc i cknag
nikapcbkoro 3acoby ans TabneTtku
ecTpaaion/anaporecTepoH, a caMme 3miHa
NOCUMaHHsA Ha pePEPEHTHU AOKYMEHT Anst
Ail0Y0i pevyoBUHUN ecTpagiony remirigpary,
MikpoHizoBaHoro 3 «Ph. Eur. (0821)2» Ha
«According to 3.2.S.4.1» Ta 3miHa NocunaHHs Ha
pedepeHTHUIN JOKYMEHT AN Ai040i peYOBUHU
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
AnaporecTepoHy, MikpoHizosaHoro 3 «Ph. Eur.
(2357)2» Ha «According to 3.2.S.4.1»
221.| PEMOCTOH® TabneTkn, BKpUTI AG60TT HigepnaH AG6OTT Hioepnanamn BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/4836/01/02
NNiBKOBOO Xenckea an Bionogxikans b.B. 3MiHn | Trny - 3MiHK 3 aKocTi. [oToBUIA peuernmom nidnsieae
060r0oHKot0, Mo 2 Mr Mpopaktc nikapcbkuin 3aci6. KoHTponb rotoBoro
+ TabneTku, BKpUTI B.B. nikapcbkoro 3acoby (iHwi 3MiHK) - HeaHayHa

NNiBKOBOO
oboroHkoto, no 2
Mr/10 mr; kom6i-
ynakoBka Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneTok, BKPUTKX
NniBKOBOKO
060noHKol10,
LiernsiHo-4epBOHOIO
Konbopy no 2 mr +
14 TabneTok,
BKPUTMX NNIBKOBOIO
060moHKo10,
»KOBTOrO KOMbOpy Mo
2 mr/10 mry
6nictepi; no 1 abo 2,
abo 3 Gnictepu B
Kopobui

pepakuinHa 3MiHa B 3aTBEPAKEHOMY METOAi
BMNpobyBaHHs 13 3a nokasHukom
«lgeHTudikauis, KinbkicHe BU3Ha4YeHHA Ta
yucToTa TabneTok, BKPUTMX NIIBKOBOO
060noHKo ecTpagiony/anaporecTepoHy
meTtogom BEPX», Wo cTocyeTbcst BUNpaBneHHs
B Ha3Bi Ait040i pe4yoBMHM Npu nepesipui
NpVAAaTHOCTI cCUCTEMM (Ans aHanidy
OnaporecTepoHy NOMUIKOBO BKa3aHi Nikv Aito4oi
peyoBuHM ecTpagiony). 3miHu | Tuny - 3miHun 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BkMovaoum
JianasoH po3mipy cepii) roToBOro nikapcbkoro
3acoby (36inbweHHa oo 10 pasis NOpiBHAHO i3
3aTBEpAKEHNM po3mipoMm) - OHOBNEHHS pPo3Ainy
3.2.P.3.2.Cknap Ha cepito ans TabneTok
ecTpagiony. AKTyani3oBaHo Ta
nepedopmartoBaHo iHopMaLito Woao po3mipy
cepii Ta KinbKOCTi KOMMNOHEHTIB AN cepin 1 500
000 Ttabnetok Ta 4 500 000 TabneTok 3amicTb
po3paxyHKy Ans TeopeTUYHOro po3mipy cepii 1
000 000 Tabnetok. 3miHu | TMNy - 3MiHKM 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkMovaoum
fianasoH po3mipy cepii) roTOBOro nikapcbkoro
3acoby (36inbweHHa Ao 10 pasiB NopiBHSAHO i3
3aTBEpAKEHUM pPo3MipoMm) - BBeaeHHs
[00aTKOBOro po3mipy cepii ons TabneTok
ecTpagiony Ta anaporectepoHy 4 500 000
Tabnetok (3atBepaxeHo: 1 500 000 TabneTok).
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3MiHn) -
3MiHa 3anaTeHToBaHOI Ha3Bu MaTepiany
nniskoBoro nokputTst Opadry® OY-6957 pink Ha
3aranbHy Ha3By «Film coating mix Pink I» gns
Tabnetku ectpagiony. MNpu LbOMy siKiCHWI Ta
KiNbKICHWI CcKnap Cymilli Ansi nniBKOBOro
NOKPUTTS 3aNULLATECA HE3MIHHUM. 3MiHK
BHECEHO B iHCTPYKLUIiO ANSt MeaNYHOro
3aCTOCYyBaHHS fikapcbKoro 3acoby y po3gin
«Ckrag» (3miHa Ha3Bu maTepiany nniBKOBOro
noKpuTTS Ana Tabnetkv ectpagiony). BeegeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEepAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
oToBMI Nikapcbkuit 3aci6. Onuc Ta cknag (iHwi
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[IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3MiHN) - 3MiHa 3anaTeHToBaHOI Ha3BWU MaTepiany

nniskosoro nokputTst Opadry® OY-02B22764
yellow Ha 3aranbHy Ha3By «Film coating mix
Yellow II» anst TabneTkun ectpagiony Ta
avaporectepoHy. Mpu LpoMy SKiCHUI Ta
KifbKiICHWI cknapj Cymilli Ansi nniBKoBOro
MOKPUTTH 3anNULLAITLCA HE3MIHHUM. 3MiHN
BHECEHO B IHCTPYKLUIiO ANs MeanyHoro
3aCTOCYBaHHS fikapcbKoro 3acoby y posgin
«Cknag» (3miHa Ha3Bu maTepiany nniBKoBOro
NoKpUTTS Ans Tabnetkv ectpagiony Ta
avaporectepoHy). BBeaeHHs 3MiH npoTsrom 6-
TV MicsLiB nicnst 3aTBepAXeHHs. 3MiHn | Tuny -
3MmiHu 3 AkocTi. [oToBUI Nikapcbkuii 3aci6. Onuc
Ta cknag (iHwi 3miHW) - HeaHayHa 3MiHa B
po3gini 3.2.P.1.0nuc i cknag nikapcbkoro
3acoby Ans TabneTok ectpagiony, a came 3miHa
nocunaHHA Ha pedepeHTHUN JOKYMEHT Ans
aitovoi pevosuHu Estradiol hemihydrate,
micronized 3 Ph.Eur.(0821)2 Ha According to
3.2.S.4.1 3 METOI YCyHEHHSI HEBIANOBIQHOCTI
Mix po3ginamum 3.2.P.1.0nuc i cknag
nikapcbkoro 3acoby Ta 3.2.P.3.2.Cknap Ha
cepito NoB’si3aHy 3 nocunaHHsam ans APl. 3minn |
TMny - 3MiHK 3 siKOCTi. [0TOBMIA NiKapCbKuiA
3aci6. Onvc Ta cknag (iHwi 3miHn) - HesnayHa
3MmiHa B po3gini 3.2.P.1.0nuc i cknag ans
TabneTok ecTpagiony Ta AUApPOrecTepoHy, a
came 3MiHa NoCUNaHHA Ha pedepeHTHUIN
OOKYMeHT Ans Aitoyoi pevoBuHK Estradiol
hemihydrate, micronized 3 Ph.Eur.(0821)2 ta
Dydrogesterone micronized Ph.Eur.(2357)2 Ha
According to 3.2.S.4.1 3 METOIO YCYHEHHS
HeBignoBigHocTi Mix po3ginamu 3.2.P.1.0nuc i
cknag nikapcbkoro 3acoby ta 3.2.P.3.2.Cknag
Ha cepito NoB’A3aHy 3 nocunaHHam ans Ad®l.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULUTBI. 3MiHW y
npoLeci BUPOBGHMLITBA rOTOBOrO NiKapCbKOro
3aco0y, BKNOYaoumn NPOMDKHUIA NPOAYKT, LLLO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y nNpoLeci
BMPOGHMUTBA) - YTOUYHEHHS iH(bopMaLlii B
po3gini 3.2.P.3.3.0nunc BupobHu4oro npouecy Ta
KOHTPOIO MPOLECY LLOAO BUKOPUCTAHHS
NpOCISIHOro MarHito cteapary Ha eTani
rpaHynoBaHHA Ansg TabneTok ecTpagiony.
Ockinbkn BUpobHuk 13 Bxe oTpumye
NPOCISIHUIA MarHito cTeapart, 3aMiHIOETbCA
OpPMYINIOBaHHSA «40AaK0Tb NPOCISHWIA (Brn3bko

0,5 MM) marHito cTeaparT i NnepeMilyTby Ha




133

[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

«MarHito cTeapat nepemillytoTb 3 rpaHynammy.
3minm | Tuny - 3miHm 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. 3mMiHM y BUpOBHULUTBI. 3MiHW y
npoueci BUpobHMLTBA rOTOBOTO MikapCbKOro
3aco0y, BKMHOYAYM NPOMKHUIA NPOAYKT, LLO
3aCTOCOBYETHLCH NPY BUPOGHULITBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHMLTBA) - YTOUHEHHS iHcbopmalLii B
po3gini 3.2.P.3.3.0nunc BupobHu4oro npouecy Ta
KOHTPOSIO NPOLIECy LLO0AO BUKOPUCTAHHSA
NPOCISAHOro MarHito creapary Ha eTani
rpaHynioBaHHA Ans TabneTok ectpagiony Ta
avaporectepoHy. Ockinbku BUpobHuk M3 Bxe
OTpUMYE MPOCISIHWI MarHito cteapar,
3aMiHIOETLCS (DOPMYNIOBAHHSA «40Aal0Th
npocisHui (6nusbko 0,5 MM) mMarHito cteapar i
nepeMillyoTb» Ha «MarHito cteapar
nepeMiwyoTb 3 rpaHynammy». 3MiHm | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nikapcbkuii 3acit. 3miHn
y BUPOBHMLTBI. 3MiHM y npoueci BUPoGHMLTBa
roTOBOrO flikapCbKoro 3acoby, BKtoya4m
NPOMiKXHWIA MPOAYKT, O 3aCTOCOBYETLCA NpU
BUPOBHMLTBI rOTOBOIO NikapcbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHuLTBa) -
[onoBHeHHs B po3gaini 3.2.P.3.2.Cknag Ha cepito
iHbopMaUieto LWoa0 HAANULLKY cycneHsii Ans
NMiBKOBOroO NOKPUTTA ANsi TabneTok ecTpagiony.
Ockinbk1 HagMMLLOK CycneHsii 3aBxamn
BMKOPVCTOBYBAaBCH Yepe3 HeobXiaHICTb
KOMMNeHcyBaTW BTpaTK Mif Yac BUPOGHUYOro
npouecy, Lo NOB’A3aHO i3 3anuLLIKOM MaTepiany
B Tpybax Ta obnagHaHHi B NpoLieci MOKpUTTS,
nopaetbes npumitka «d. The quantity of coating
suspension needed depends on the loss of
suspension during application, therefore an
overage of 10-30% is used to compensate for
these manufacturing losses». 3minu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuit 3acib. 3mMiHn
y BUPOOHMLTBI. 3MiHM y npoLeci BUPOGHMLTBa
roTOBOrO flikapCbKoro 3acoby, BKoyaoum
NPOMiXHMWIA NPOAYKT, O 3aCTOCOBYETLCS NpU
BUPOBHMLTBI rOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MmiHa y npoueci BUpobHuLTBA) -
[onoBHeHHs B po3gini 3.2.P.3.2.Cknag Ha cepito
iHpopmalLlieto LWoao HaaMULLKY CycreHsii Ans
NNiBKOBOrO MOKPUTTSA ANs TabneTok ectpagiony
Ta guaporectepoHy. OCKiNbK1 HaanmLIoK
cycneHsii 3aBXan BUKOPUCTOBYBaBCS Yepes
HeobXigHICTb KOMMNeHcyBaT BTpaTH Nig Yac
BMPOBHMYOro npoLiecy, Lo NoB’'s3aHo i3
3anvKoM marepiany B Tpybax Ta obnagHaHHi B
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

npoueci NOKpUTTH, AoAaeTbea npuMmiTka «d. The
guantity of coating suspension needed depends
on the loss of suspension during application,
therefore an overage of 10-30% is used to
compensate for these manufacturing losses».
3minm | Trny - 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpOBHULUTBI. 3MiHW y
npoueci BUpobHMLTBA rOTOBOrO MikapCbKOro
3aco0y, BKMNOYaYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCH NPV BUPOGHULITBI FOTOBOIO
nikapcbkoro 3acoby (HesHayHa 3miHa y npoueci
BMPOGHMUTBA) - YTOYHEHHS iHdbopMaLlii B
po3gini 3.2.P.3.3.0nuc Bupo6Hu4oro npouecy Ta
KOHTPOIMIO NpoLecy, LWoAo HeobXigHOCTI
npocitoBaHHA cycneHsii nig vyac etany
HaHeCeHHs MNiBKOBOro MOKPUTTS AN TabneTok
ecTpagiony, a came 3MiHUTM 060B’A3KOBUI eTan
NPOCilOBaHHA CYCMeH3ii NpyU HaHeCEeHHi
NMiBKOBOrO NOKPUTTSA Ha TabneTKy Ha Takuii, LWwo
NpoBOAMTLCA NULLE Yy BUNaaKy HEOOXigHOCTI.
3minu | Trny - 3miHu 3 skocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpOBHUUTBI. 3MiHW y
npoLeci BUPOBGHMLTBa rOTOBOTO NiKapCbKOro
3aco0y, BKNOYaun NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETLCH NPV BUPOGHULITBI FOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMUTBA) - YTOUYHEHHS iH(hopMalLlii B
po3gini 3.2.P.3.3.0nuc Bupo6Hu4oro npouecy Ta
KOHTPOIMIO NPOLECY LWoA0 HEOOXiAHOCTI
npocitoBaHHA cycneHsii nig vyac etany
HaHeCeHHs MNiBKOBOro NMOKPUTTS AN TabneTok
ecTpapiony Ta AUApPOrecTepoHy, a came 3MiHUTH
060B’A3KOBMIA €Tan NPoCitoBaHHS CycneHsii npu
HaHeCeHHi NNiBKOBOro NOKpPUTTA Ha TabneTky Ha
TaKui, LLI0 MPOBOANTLCS MNULLIE Y BUMAAKY
HeobXxigHOCTI.

222.

OEHIBYT

MOPOLLIOK
(cybcTaHuis) y
nonieTuneHoBnx
Millkax ons
hapmaLeBTUYHOro
3aCTOCYBaHHS

ToBapucTBo
3
obGMexeHo
Bignosiganb
HiCTIO
"GAPMXIM"

YkpaiHa

ToBapucTtBo 3
obmexeHo
BigNoBiganbHIiCTIO
"OAPMXIM"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MmiHu | TUnYy - 3miHm 3 akocTi. API.
CrabinbHicTb. 3mMiHa nepiogy NOBTOPHUX
BunNpobyBaHb/nepioay 36epiraHHs abo ymos
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBepAKeHOMY Aocbe cepTudikaTa
BiQNOBIgHOCTI €Bponelickkin hapmakonei, Lo
BKIOMAE Nepiof MOBTOPHOrO BUNpobyBaHHS)
(nepiog noBTOpHOrO BUNPOGYBaHHs/Nepios
36epiraHHs) - 36inblUeHHst abo BBEAEHHS
nepiofy NOBTOPHOro BMNpobyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB 4OCNiAXEeHb Y
peanbHoMy Yaci - 36inbLUEHHSt TEPMiHY
NMepPEeKOHTPONIO, Y 3B'A3KY 3 OTPUMAHUMU AaHUMU
JocnigpkeHHs y peanbHOMy Yaci. [itova

UA/18915/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa
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Ymosu
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yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

peaakuis: TEPMIH MEPEKOHTPOINKO 36
Mmicauis. NponoHoBaHa peakuis: TEPMIH
MNEPEKOHTPOIJIO 48 micsauis

223.

DJIOKCIYM®

PO34uH ANs iHdY3in,
5 mr/mn no 100 mny
nnsawui, no 1
NNSWwi B nayui

MAT
"Kviemegnp
enapar”

Ykpaina

MAT "Tannudpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | Tvny - 3MiHmM Wwoao
6e3nekn/edekTMBHOCTI Ta bapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHNX gaHUx
npo cuctemy dapmakoHarnagy (BBeAeHHs
y3aranbHeHNX AaHuX Npo cUcTemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
(BKITHOYAIOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
ocobu 3asBHMKa, BiAnoBiganbHOI 3a
tbapmakoHarnag,.

[itova pepakuin: begHapcbka AHHa JleoHigiBHa.
[MponoHoBaHa pepakuisi: bBattanosa Pumma
IropiBHa. 3MiHa KOHTAKTHWUX AaHUX
yNoBHOBaXeHOI 0coby 3asiBHMKa,
BiAnNoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
HOMepa MacTep-tanna cuctemu
dapmakoHarnsay.

3a
peuenmom

UA/11163/01/01

224.

oJyimyumn

TabneTku Wwmnyyi no
600 wmr; no 2
TabneTkn y 6nictepi;
no 5 Gnictepis y
KapTOHHIN nayui

3amboH
C.MA.

ITanis

3amboH

CsiTuepnang J1a.

LLIsevinapisa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3miHu | TUNYy - 3miHn Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3miHa yacToTu Ta/abo TepmiHiB NnogaHHA
perynsipHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobis 3MiHM y YacToTi NoJaHHs
perynsipHO OHOBIIOBAHOIO 3BiTy 3 6e3neku.
[itoya pepakuis: YactoTta nogaHHs perynspHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku 3 poku.
MponoHoBaHa peaakuis: Yactota nogaHHs
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku 5
pokiB. PekomeHoBaHO [0 3aTBEPAKEHHSI
BiNOBIQHO 4O NEepioANYHOCTI NOAAHHS
perynsipHo OHOBIOBaHMWX 3BiTIB 3 6e3neku
nikapcbkux 3acobis y €C.

6e3
peuenma

UA/3083/01/01

225.

oJyimyuumn

PO34MH Ans iH'ekuin,
100 mr/mn; no 3 mn
B amnyni; no 5
amnyny
nnacTuKkoBOMy
NiAOOHI B KAPTOHHIN
nayui

3amboH
C.M.A.

ITanis

3amboH C.M.A.

ITanis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHu Wwopo
6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3miHa yacToTu Ta/abo TepMmiHiB NnogaHHA
perynsipHo OHOBIIOBaHWUX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB - 3MiHN y 4acToTi NoAaHHA
perynsipHO OHOBIIOBAHOIO 3BiTy 3 6e3neku. -
[itoya pegakuis: - Yactota nogaHHsa perynsipHo

3a
peuerimom

UA/8504/01/01
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yeaHHs*

Homep
peecmpauiliHo2o
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OHOBOBAHOTO 3BIiTYy 3 6e3neku 3 poku. -
lMponoHoBaHa peaakuis: Yactota nogaHHs
perynsipHo OHOBIOBaHOTO 3BiTYy 3 be3nekn 5
pokiB. - PekoMeHA0BaHO [0 3aTBEPAXEHHS
BigMNOBIgHO 4O NepioANYHOCTI NOAaHHS
perynspHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobis y €C.

226.

DJIYKOHA3O0N

PO34uH ANs iHdY3in,
200 mr/100 mn no
100 mn B
KOHTelHepi; no 1
KOHTenHepy B
Kopobui

AHaHTa
Megikeap
1o,

Benwuka
BpuTtaHia

€sponand
Xentkeap lBT. JITA.

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | TUNY - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta bapMakoHarnsay.
3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MELMYHOro 3aCTOCYBaHHs Ha MiAcTaBi
perynsipHO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BITY 3 AoCHigKeHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JocnigkeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHM BHeceHO A0 [HCTpyKLUii Ans megnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaato”, BignosigHO A0 OHOBMEHO!
iHdbopmalii Wwoao 6e3nekn 3acTocyBaHHs Oito4oi
peyoBUHU. TepMiH BBeAEHHS 3MiH NpoTaroMm 3
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MiHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHm)
3MiHM BHeceHO A0 [HCTpyKLUii Ans megnyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MobiuHi peakuii" BHeceHo iHpopmalLlito Lwoao
BaXNMBOCTI 3BiTyBaHHs Npo NobiuHi peakuii.
TepmiH BBeOEHHS 3MiH NpOTAroM 3 micauiB nicns
3aTBEPOKEHHS.

3a
peuerimom

He
nidnsieae

UA/10739/01/01

227.

DJIIO3AK

Tabnetku no 50 mr;
no 4 a6o no 10
TabneTok y 6nictepi;
no 1 6nictepy B
Kopobui

€Bpo
TNandkep
Mpawnsit
Nimiten

IHaia

o[C Nimiten

IHAis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
MeaMYHOro 3acToCyBaHHs Ha NniacTasi
perynsipHO OHOBIIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEOEHMX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3MiHy y3rogXXeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpPraHoM) -
3MiHM BHECEHI 0 iIHCTPYKLii Ans Mean4Horo

3a
peuenmom

He
nidnsieae

UA/5495/01/01
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228.

DJIHIO3AK

Tabnetku no 150 mr

3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” BignoBigHO 4O OHOBIEHOI
iH(opMauii woao 6e3nekn Ailo4oi peyYoBUHM.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.

229.

DJIIO3AK

no 1 Tabnetuiy
6nictepi; no 1 abo
no 3 Gnictepu B
KapTOHHiN Kopobui

Tabnetku no 200 mr

€Bpo
TNandkep
MpamsiT
Nimiten

IHaisa

&aC Nimiteq

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | Tvny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MELMYHOro 3aCTOCYBaHHs Ha MiAcTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pesynbtat
OLliHKM 3BITY 3 AOCMIIXEHb, MPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JochigkeHb
(PIP) (3miHy y3rog)XeHO 3 KOMNETEHTHUM
YMOBHOBaXXEHVM OpraHom) -
3MiHN BHeCeHi A0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” BignoBiaHO 40 OHOBMEHO!
iHgopMauii woao 6e3nekn 4ilo4oi peHOBUHM.
TepmiH BBeOEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.

Ne 3 - 3a
peuenmom ,
Ne 1 - 6e3
peuenma

He
nidnsieae

UA/5495/01/02

230.

DJIIOKOPUK

no 2 Tabnetkn y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIN kopobui

kancynu no 150 mr,

€Bpo
TNandkep
Mpawnsit
Jlimiten

CaH

IHais

&aC Nimiteq

IHAis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
ME[IMYHOro 3aCTOCYBaHHs Ha MiacTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHUX JochigXeHb
(PIP) (3MiHy y3rogXXeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpPraHoM) -
3MiHU BHECeHI [0 iHCTPYKLiT Ans MeanyHoro
3acTocyBaHHs NikapcbKoro 3acoby y po3ain

"3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” BiAnoBiAHO A0 OHOBMEHOI

iHpopmalii Wwoao 6e3neku Qitoyoi pevyoBUHM.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.

3a
peuenmom

He
nionsieae

UA/5495/01/03

no 1 kancyniy

GnicTepi, no 1

dapmacbloT
vkan

IHaia

CaH
dapmackioTrkan
IHgacTpis Jlivitea

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa

6e3
peuenma

HallMeHyBaHHs Ta/abo agpecu Micus

UA/6786/01/03
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n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Gnictepy y IHoacTpi3 NPOBaKeHHN AisrnibHOCTI BUPOBHMKa
KapTOHHiI kopobui Jlimiteq (Bkntovaroum, 3a HeobXxigHOCTI, Micue
npoBeAeHHs KOHTPOTIo SIKOCTi), abo BnacHuka
macTep-canna Ha A®l, abo nocTadanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTy, L0 3aCTOCOBYHTLCS Y BUPOOHULITBI
A®I (aKWo 3a3Ha4eHOo y AOChE Ha NikapCbKui
3acib) 3a BigcyTHOCTi cepTudikarta BianoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0Cbe) 3MiHa
Ha3BW BUpoGHMKa ADI. Bes 3miHu micus
BNpOBagKeHHN OisnbHOCTI. [litoua pegakuis:
Matrix Laboratories Limited, India NpoBoHoBaHa
pepakuis: Mylan Laboratories Limited, India
231.| ®POPIHEKC cnpew HasanbHWUiA, AT YkpaiHa AT “dapmak” YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/14953/01/01
cycnenaisi, 50 "®apmak” (nakyBaHHS i3 3miHu | TUnYy - 3miHn Wwopo peuenmom | nidnszae
mkr/go3y no 140 nos ¢opmu in bulk 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
y thrnakoHi 3 dipMu-BUpOGHMKa 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
HacocoM-03aToOpoOM AnoTekc IHK., 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
3 po3nunoBayem Kanapa) MELMYHOro 3aCTOCYBaHHS Ha NiacTaBi

Ha3anbHOro
Npu3HaYeHHsi; no 1
dnakoHy y nayui

perynspHoO OHOBIIOBAHOrO 3BiTy 3 6eaneku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JoChioXeHb
(PIP) (3MiHy y3rog»XeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHVUM OpraHom) - 3MiHN BHECEHO B
iHCTPYKUIiO ANsi MeAN4HOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao posginis "Moka3zaHHsA"
(3aTBepmkeHO: Ans nikyBaHHSA ce30HHOro abo
LiinopiYHOro anepriyHoro puHITy y 4OpOCnuX Ta
AiTew BiKOM Bif 2 poKiB; 3anponoHOBaHO: Ansi
NiKyBaHHS Ce30HHOro abo LinopiyHoro
anepriyHoro puHITy y 4OpOCNuX Ta giTen BikoM
Big 3 pokiB) "lMNpoTunokasaHHs", "Baaemogisi 3
iHLWIMMM nikapcbkuMmy 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar”, "Crocib 3actocyBaHHs Ta
posu", "Oitn" Ta "MobivHi peakuii" BignosigHo Ao
OHOBMeEHOT iHdhopMaLii woao 6esneku
3aCTOCYBaHHS Lilo40i pevyoBUHU. TepMiH
BBeJEHHS 3MiH - NpoTArom 6 Micsuis nicns
3aTBEPIKEHHS. -3MiHN | TUNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHLWi 3MiHK) - 3MiHK BHECEHO [0 TEKCTY
MapKyBaHHS NEePBMHHOI Ta BTOPUHHOI YNaKoBKK
nikapcbkoro 3acoby (BunyyeHo aybnboBaHy
iHdopmalLlito pocificbkoto MoBOK). TepMiH
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n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BBEAEHHS 3MiH - NPOTArom 6 Micsiuie nicns
3aTBEPOKEHHS.
232.| POTUN® Kpanni o4Hi; no 5 mn CaHteH AT diHnaHaisa Bupo6Humk iHnaHgis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/2384/01/01
y dnakoHi- BiANOBiAanNbHWIA 3a Hinepnanau 3Mminu | TUnY - 3miHK Wwopo peuernmom
KpanenbHuui; no 1 BMPOBHMLTBO in 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
dnakoHy y bulk, nepBnHHY Ta BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
KapTOHHiN Kopobui BTOPUHHY YNaKOBKY, npo cuctemy dapmakoHarnagy (BBeAeHHs
KOHTPOb SIKOCTi: y3aranbHeHuX AaHuX Npo cuctemy
Hekctd®apma AT, dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
diHnaHaina BiANoBiAanbHOI 3a 3AiNCHEHHS
AnbTepHaTUBHUN chapmMakoHarnsay; KOHTaKkTHOT ocobu 3
BMPOGHMUK, hapmakoHarnsigy 3asiBHUKa Ans 34ilNCHEHHS
BigNOBiganbHUI 3a dapmakoHarnagy B YkpaiHi, Ko BoHa
BTOPUHHE BiAMiHHa Bif YNOBHOBaXXeHOI 0cobMu,
nakyBaHHS: BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
MaHydakTypiHr (BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
Makarinr ®apmaka PO3MiLLieHHI MacTep-anna cuctemm
(MMNe) b.B., apmakoHarnsigy) 3miHa ynoBHoBaxeHoi ocobu
Higepnanam 3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag.
BupobHumk [Hitoya pepakuis: Oenbdina Beptpam.
BigNOBiganbHUI 3a MponoHoBaHa pepakuis: Tanio Kepttyna. 3miHa
BUNYCK cepii: KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
CaHteH AT, 3asBHUKA, BiAMOBIAANbHOI 3a hapmakoHarnsg.
diHnaHaia
233.| PYKOPLUUH PO34UH HaLLKIpHWUI MPAT Ykpaina BiAMOBiAanNbHWIA 3a Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/0182/01/01
no 25 mny "®ITOPAPM BMPOGHMLTBO, 3miHu | TUny - AOMiHICTPaTMBHI 3MiHN. peuenma
dnakoHax " nepBuHHE BunyyeHHss BUpOGHMYOI AinbHULI (BKIHOYao4m
nakyBaHHS, oinbHuui ana A®I, npomixkHoro npogykty abo
KOHTPOIb SIKOCTi Ta roTOBOrO fikapcbKoro 3acoby, AinbHuLi Ans
BUWMNYCK cepil: NpoBeAEeHHS NakyBaHHsi, BUPOOHWKa,
MPAT BiAMOBIAANbLHOrO 3a BUMYCK Cepil, Micue
"®ITOPAPM", npoBeAeHHS KOHTPOo cepii) abo
YkpaiHa; noctavanbHUKa BMXiAHOrO MaTepiany, peareHTy
BiANoOBiganbHUI 3a ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3HaYeHo y
BUPOBHMLTBO, nocbe) - BupaneHHs BupobHuka A®I peHon-
nepBUHHE Shanghai synnad fine chemical Co Ltd, Kutai.

nakyBaHHs Ta
KOHTPOMb SKOCTI:
M "KINA®o®",
YkpaiHa;
BianoBiganbHWi 3a
BUNYCK cepii, He
BKIIlOYa04m
KOHTpOrnb/BUNpoOyB
aHHs cepii:
MPAT
"®ITOPAPM",
YkpaiHa

Banuwaetbes BUpobHuK ADI peHon-TOB
«OHITIPOABTOKPAS3», YkpaiHa. - 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT

AinbHUUI (BKNtoYatoun ainbHuLi anst AdI,
NPOMIKHOrO MPOAYKTY abo roToBOro MikapcbKoro

3acoby, AinbHULI AN NpoBeAeHHs NaKyBaHHS,
BMPOGHMKa, BiAMNOBiAaNbHOMO 3a BUMYCK Cepin,
MicLie NpoBeaAeHHs KOHTPOro cepii) abo
nocrayanbHuKa BUXiAHOrO MaTepiany, peareHty
ab0o [OMNOMIXKHOI Pe4OBUHM (SIKLLO 3a3HAYEHO Y
nocbe) - BupanenHs BupobHuka A®| deHon-
SynEx Pharma Texnologies Co. Ltd, Kutai.

Banuwaetbes BUpobHuK ADI dheHon-TOB
«OHITMTPOABTOKPAS3», YkpaiHa. - 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. BunyyeHHsi BUpoGHUYOT




140

[IponoBkeHHs 1oaarka 3
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n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
AinbHWLUI (BKNoYatoun ginbHuLi ans AdI,
NPOMiXXHOrO NPOAYKTy abo roTOBOro MikapCbKoro
3acoby, AinbHULI ANa NpoBeAeHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOrO 3a BUMYCK Cepil,
MicLie NpoBeAEHHs1 KOHTPOIO cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTtepiany, peareHTty
ab0o [OMNOMIXKHOI Pe4OBMHM (SKLLO 3a3HaYeHo y
pnocbe) - BuaaneHns Bupo6Huka API ceHon-
Witec Gmbh, Kutan. 3anuwaeTtbcs BUPOOHMK
A®| dpeHon-TOB «HINMPOABTOKPA3»,
YKpaiHa.
234.| ®YHIT® kancynu, no 100 mr HOBEN TypeyynH HOBEN IJTAY TypeydnHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/5014/01/01
no 4 kancynu B INAY CAHAI a CAHAI BE 3minu | Tvny - 3MiHKn woao peuenmom
6nictepi, mo 1 BE TIOXAPET A.LL. 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
6nictepy B TIODXKAPET BBeneHHs abo 3miHM J0 y3aranbHeHVX gaHUx
KapTOHHIN ynakoBLi; A.L. npo cuctemy papmakoHarnsgy (BBegeHHs
no 5 kancyny y3aranbHeHUX AaHux nNpo cuctemy
6nictepi, no 3 abo 6 dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
GnicTtepiB y BiAMNOBigaNbHOI 3a 34INCHEHHS
KapTOHHIN ynakoBLi; hapmakoHarnsay; KOHTakTHoOi ocobu 3
no 15 kancyny dapmakoHarnagy 3asBHuka Ans 34iNCHEHHs
6nictepi, no 1 abo 2 dapmakoHarnagy B YkpaiHi, Ko BoHa
6nictepun y BiAMiHHa Bif YNOBHOBaXXeHOI 0cobMu,
KapTOHHIN ynakoBLi BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHO|
ocobu 3asBHMKKa, BianoBiganbHOI 3a
cbapmakoHarnsg,.
Hitoua pepakuisi: R. Ayse Cetin. - MponoHoBaHa
pepakuis: Kevser Cure. - 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXXeHOI 0cobu, BiANoBiAanbLHOI 3a
dapmakoHarnsig. - 3miHa micusi 3aiINCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsagy. -
3MiHa Micue3HaxomKeHHa MacTep-canna
cvucTeMu dpapmakoHarnsigy.
235.| XINOTEN Tabnetku no 40 mr, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/13322/01/02
no 10 Tabnetok y "TTIEQAPAP DAPM" 3MiHu | Tuny - 3miHun Wwopo peuenmom nidnsieae
6nictepi; no 3 MnTa" 6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
Gnictepu B BunyyeHHs (cuna gii). 3MiHn BHECEHO A0
KapTOHHIl ynakoBLi; iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
no 14 tTabnetoky nikapcbKkoro 3acoby LWoAo BUMYYEHHS cunu aji
6nicTepi; no 2, no 4 20 mr go posginis "Cknag", "Cnoci6
abo no 6 GnictepiB y 3acToCyBaHHs Ta [4o3n" Ta, K Hacnifok,
KapTOHHIN ynakoBLi BUMYYEHO TEKCT MapKyBaHHA A4S BiAnoBigHOro
[o3yBaHHSA. TepMiH BBeAEHHS 3MiH NpOTSArom 6
MicsLiB Micnsi 3aTBEPOKEHHS.
236.| XINOTEN Tabnetku no 80 mr, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS! 3MiH 10 peecTpaLiliHix MaTepianis: 3a He UA/13322/01/03
no 10 Tabnetok y "TNEOPAP OAPM" 3MiHu | Tuny - 3miHun wopo peuenmom nionsieae
6nictepi; no 3 M naTao" 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
Gnictepu B BunyyeHHs (cuna gii). 3MiHn BHECEHO A0
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KapTOHHIN ynakoBLi; iHCTPYKLUIii 4N MEAMYHOro 3acTOCyBaHHS
no 14 Tabnetok y nikapcbKkoro 3acoby LIoAO0 BUMYYEHHS cunm Aji
6nictepi; no 2, no 4 20 mr go po3sginis "Cknag", "Cnocio
abo no 6 6nicTepis y 3acTocyBaHHA Ta 4o3K" Ta, SK Hacnigok,
KapTOHHIN ynakoBLii BUMYYEHO TEKCT MapKyBaHHA A4S BiAnoBigHOro
[03yBaHHA. TepMiH BBeAEHHS 3MiH NpoTArom 6
MicAUiB Nicnsa 3aTBEPAXEHHS.
237.| XINOPIrekcuva pO34mMH onsa MPAT YkpaiHa BiAnNoBiganbHWi 3a YkpaiHa BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: bes UA/18022/01/01
WH 30BHILUHLOIO "®ITOPAPM BUPOBHMLUTBO, YTOYHEHHS1 HanucaHHs BUPOOHUKIB B HaKas3i peuenma
3acrocyBaHHs, 0,05 " nepBuHHE MO3 Ykpainm Ne 1056 Big 17.06.2024 B
% no 100 mn abo nakyBaHHs, npoueci BHECEHHS 3MiH (3MiHM | Tuny - 3miHK 3
200 mny KOHTPOIb SIKOCTi: sikocCTi. [oTOBMIA Nikapcbkuii 3aci6. 3mMiHn y
noniMmepHnx MPAT "®ITO®APM" BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
dnakoHax 3 YkpaiHa; CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOM SKOCTi
Hacagkot ans BigNOBiganbHUIM 3a roToBOro fikapcbkoro 3acoby (3amiHa abo
CNpsIMOBaHOro BMPOGHMLTBO, JopaBaHHst BUpobHuKa, LU Bignosigae 3a
BBEAEHHSA nepBUHHE BBE3eHHs Ta/abo Bunyck cepii) - He Bkntovaroum
nikapcbkoro 3acoby nakyBaHHS Ta KOHTponb/BUnNpobyBaHHs cepii. 3amiHa
KOHTPOIb SKOCTi: BMPOGHMYOI AinbHuUUi Ans Bunycky cepii. MPAT
TOB "®apma «DITODAPM» Byae 3gincHioBaTU BUMYCK cepil
Yepkac", 3a agpecoto: YkpaiHa, 08303, Kuiscbka 061., M.
YkpaiHa; Bopwucnine, Byn. Yymaubka, 17. BBegeHHs 3MiH
BiAnoBiganbHWi 3a NPOTArom 6-Ty MiCSILB MiCNsi 3aTBEPOXKEHHS).
BUPOBHMUTBO, Pepakuis B Hakasi - BignosiganbHUn 3a
nepBUHHE BMPOGHMLTBO, NEPBUHHE NaKyBaHHS, KOHTPOIb
nakyBaHHs Ta skocTi Ta Bunyck cepii: NMPAT «PITODAPM»,
KOHTPOIb SIKOCTi: YkpaiHa; BignosiganbHuii 3a BUpOGHULTBO,
M "Kinadd", nepBUHHE MaKyBaHHS Ta KOHTponb sikocTi: TOB
YkpaiHa; "®apma Yepkac", YkpaiHa; BignosigansHuin 3a
BigNoOBiganbHWIA 3a BMPOGHMLTBO, NEPBUHHE MaKyBaHHS Ta
BUNYCK cepii, He KoHTponb sikocTi: MM "Kinadd",
BKITIO4AI04M YKkpaiHa; BignosiganbHuMi 3a BUMycK cepii, He
KOHTpOnb/BUNpobyB BKIH0MAKOUM KOHTPONb/BUNpobyBaHHS cepii:
aHHs cepii: MPAT "®ITOPAPM", YkpaiHa. BipHa pepakuis
MNPAT - BignoBiganbHU 3a BUPOOGHULITBO,
"®ITOPAPM", nepBUHHE NaKyBaHHA, KOHTPOJb AKOCTi:
YkpaiHa MNPAT "®ITOPAPM", YkpaiHa;
BignoBiganbHUM 32 BUPOGHULTBO, NEPBUHHE
nakyBaHHS Ta KOHTponb fiKkocTi: TOB "®apma
Yepkac", YkpaiHa; BignoBiganbHuit 3a
BMPOOHMLTBO, NEPBUHHE NaKyBaHHA Ta
koHTponb AkocTi: MM "Kinadd", YkpaiHa;
BiAnoBiganbLHUM 3a BUNYcCK cepii, He
BKITHOYAK4YM KOHTPOIb/BUNPOBYyBaHHs cepii:
MPAT "®ITO®APM", YkpaiHa
238.| LULEPEBPOII3N | po3unH ans iH'exuin, EBEP ABCTpis BMPOGHMUK, ABcTpis/ BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/9989/01/01
H® 215,2 mr/mn, no 1 Henpo BianoBiganbHWi 3a Himeyuunna 3MiHn | TMny - 3miHK 3 sKocTi. [oToBUIA peuenmom
mn (215,2 mr) B dapma BUNYyCK cepii nikapcbkuii 3aci6. KoHTponb rotoBoro
amnyni; no 10 amnyn m6X BKITIOMaI04M nikapcbkoro 3acoby (iHLi 3MiHK) - 3MiHa MOBM
B KapTOHHIN KOHTpOrb/BMNpoOyB BMKnageHHs MeTofiB KOHTPOIO AKOCTI
kopobLi; no 2 mn aHHs cepii Ta nikapcbKkoro 3acoby 3 pociicbKoi Ha YKpaiHCbKy.
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(430,4 mr) B amnyni;
no 10 amnyn B
KapTOHHiIN kopooLyj;
no 5 mn (1076 mr)
abo 10 mn (2152
mr), abo no 20 mn
(4304 wr) B amnyni;
no 5 amnyn B
KapTOHHiIN kopobLyj;
no 30 mn (6456 wr)
abo 50 mn (10760
Mr) y donakoHi; no 1
dnakoHy B
KapTOHHiIN kopobui

KOHTPOMb AKOCTI
HeposdacoBaHoro
NPOAYKTY:
EBEP Henpo
$apma M'mbX,
ABCTpIS;
npUroTyBaHHSA
(BPOBHMLTBO)
HanoBHEHHS,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BKIIIOYa04m
iHCMeKTyBaHHS
roTOBOrO NPOAYKTY:
EBEP dapma €Ha
'm6X, Hime4vuunha;
NpUroTyBaHHSA
(BUpPOBHULTBO)
HanoBHEHHS,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsi,
BKIIIOYa04m
iHCNeKTyBaHHA
roTOBOrO NPOAYKTY:
EBEP dapma €Ha
MBX, HimeuunHa

3minu | TUNY - 3miHun wopo
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHK y po3aini «MapKyBaHHSA» y
MeTopax KOHTPOIO SKOCTi NikapcbKoro 3acoby.
3aTtBepaxeHo: «MapkyBaHHSA. TekcT
MapKyBaHHSs1 NEPBMHHOI Ta BTOPUHHOI YNaKoBKW
nikapcbkoro 3acoby». 3anpornoHoBaHo: po3ain
"MapkyBaHHs" - BignoBigHO 40 3aTBEPAKEHOrO
TeKCTy MapKyBaHHSA. 3MiHu | Tuny - 3MiHn 3
sIKoCTi. [0TOBMIA Nikapcbkui 3aci6. 3mMiHn y
BUPOGHMLTBI. 3aMiHa abo BBeOEHHS 40OaTKOBOI
AiNbHWL BMPOOHULTBA ANS YacTUHKM abo BCbOrO
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (AiNbHMLA ANS BTOPUHHOIO NakyBaHHS) -
nofaBaHHs BUpobHuka EBep ®apma €Ha MMEX/
EVER Pharma Jena GmbH (Otto-LUoTT-LUTp.
15, €Ha, TiopiHria, 07745, HimevyunHa/Otto-
Schott-Str.15, Jena, Thueringen, 07745,
Germany), BianoBsigansHOro 3a BTOPUHHE
nakyBaHHs. [laHni BUpOGHWK ByB 3aTBEpAKEHNI
ans Ykpainu, ane iHpopmauisi npo Bupo6bHuka
He Byna BHeceHa [0 peecTpauiiHnx MaTepianis.
3minn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y BUpoBHMUTBI. 3amiHa
abo BBeAeHHS 40aTKOBOI AiNbHULI
BMPOBHMLUTBA AN YacTMHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (QinbHWLSA AN BTOPUHHOIO NakyBaHHS) -
noaaBaHHs BupobHuka EBEP ®apma €Ha T'moX/
EVER Pharma Jena GmbH (Bptoccenep LUTp.
18, €Ha, TiopiHria, 07747 HimewuunHa/
Bruesseler Str. 18, Jena Thueringen, 07747,
Germany), BianoBiaanbHOro 3a BTOPUHHE
nakyBaHHs1. [laHui BUpoGHWK ByB 3aTBEpIKEHNI
ans Yxpaiin, ane iHdopmauis npo BupobHuka
He Gyna BHeCeHa [0 peecTpaLiiHnx MaTtepianis.
3minu | Tvny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoObHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOSO AIKOCTi FOTOBOTO NiKapCbKOro
3aco0y (iHwwi 3miHW) - goAaBaHHSA BUPOOHUKa
EBEP Heliipo ®apma 'm6X / EVER Neuro
Pharma GmbH (O6ep6bypray, 3, 4866 YHTepax-
Ha-ATTepsee, ABcTpisi/Oberburgau 3, 4866
Unterach am Attersee, Austria ),
BignoBiganbHOro 3a BMMNycK cepii, BKAo4a4um
KOHTPOInb/BUNPOOYBaHHS Cepii Ta KOHTPOIb
SIKOCTi Hepo3dacoBaHOro nNpoaykTy. [Ans
YkpaiHu faHuin BUpoGHWK ByB 3aTBEPOXKEHUI,
ane He 6ynu 3a3HadveHi yHKLUii BUpobHMKa.
3MmiHu | TMny - AOMiHICTPaTMBHI 3MiHW.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BunyyeHHs BUpOBHMYOI AinbHULI (BKMHOYa4m
ainbHULi ans AdI, npomixxHoro npogykty abo
roTOBOrO fikapcbKoro 3acoby, AinbHULi Anst
NpoBeAeHHs NaKyBaHHS, BUPOOHMKa,
Bi4NOBIiganbHOro 3a BUNycK cepin, micue
npoBefeHHs KOHTPOo cepii) abo
nocrayanbHuKa BUXiAHOrO mMaTepiany, peareHty
abo JOMOMiXXHOT PEYOBMHM (SIKLLIO 3a3HaYEHO Y
[OCbE) - BuAaneHHst BUpobHUYOoi AinbHUL
hameln pharmaceuticals GmbH (Langes Feld
13, 31789 Hameln, Germany) 3 maTepianis
peecTpauinHoro gocbe. 3MiHu Il Tuny - 3miHun 3
sikocCTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AiNbHWLI BMPOOHULTBA ANA YacTUHKM abo BCbOro
BMPOBOHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (ainbHMUA, Ha SKi NpoBoaAATbLCA Oyab-
SIKi BUPOGHMYI CTagii, 338 BUHATKOM BUMYCKY
cepiin, NpoBeAEHHS KOHTPOSO SIKOCTI Ta
BTOPWHHOIO MaKyBaHHS, Ans NikapcbKkux 3acobis
GionoriyHoro/iMyHONOri4HOro NoxoaeHHs abo
nikapcbknx opm KOMMNEKCHOro (CKNagHoro)
BMPOGHMYOro MpoLecy) - AoAaBaHHA BUPOOHMKa
EBep ®apma €Ha 'mM6X/ EVER Pharma Jena
GmbH (Otto-lWotT-lWTp. 15, EHa, TiopiHris,
07745, HimewunHa/Otto-Schott-Str.15, Jena,
Thueringen, 07745, Germany) 3 HacTynHUMu®
BUPOOHNYMMUN DYHKLISIMU: MPUTOTYBaHHS
(BUPOBHWLTBO) HAMOBHEHHS, NEPBUHHE
naKyBaHHS!, BKIOYAOUW iIHCNEKTYBaHHS rOTOBOrO
npoaykTy. [aHuii BUpoGHUK ByB 3aTBEpPOKEHUI
ans Ykpainn, ane iHdopmauis npy BupobHuka
He Byna BHeceHa [0 peecTpaLiiHnx MaTepianis.
3minu Il Tuny - 3miHn 3 sikocTi. FoToBMIA
nikapcbkuit 3aci6. 3MiHn y BUpoGHMLTBI. 3amiHa
abo BBeAeHHS 40aTKOBOI AiNbHMULI
BMPOOHMLTBA Ans YacTuHW abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro nikapcbKoro
3acoby (AinbHMLA, Ha ki NpoBoAATbLCH By ab-
sIKi BUPOGHWYI cTagii, 338 BUHATKOM BUMYCKY
cepiil, NPOBEAEHHS KOHTPOIO SKOCTi Ta
BTOPWHHOIO NakyBaHHs, A1 Nikapcbkux 3acobis
6ionori4Horo/iMyHONOri4YHOro NOXoaAXXeHHs abo
nikapcbknx hopM KOMMIIEKCHOrO (CKNnagHoro)
BMPOGHMYOrO NpoLecy) - 4OAaBaHHS
anbTepHaTMBHOIO BUPOGHWMKA roTOBOrO
nikapcbkoro 3acoby: EBEP ®apma €Ha
'M6X/EVER Pharma Jena GmbH (Bptoccenep
LTp. 18, €Ha, TropiHria, 07747, HimewunHa/
Bruesseler Str. 18, Jena Thueringen, 07747,
Germany) 3 HaCTyMHYMU BUPOOHUYMMHU
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YHKLISIMU: NPUroTyBaHHs (BUPOBHULITBO)
HanoBHEHHS1, NePBMHHE MaKyBaHHS, BKIOYa4n
iHCMEKTYBaHHSA rOTOBOrO NPOAYKTY.
239.| UETPUIIEB TabneTku, BKPUTI €Bpo IHgis OLC Nimiten IHais BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: bes nidnsieae UA/9079/01/01
NniBKOBOO TNandkep 3minn | Tvny - 3miHu 3 AkocTi. FoToBUI peuernma
060noHKoto, N0 5 Mr Mpan.it nikapcbkuii 3acio. Cuctema
no 10 TabneTok y Timiteq KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa
6nictepi; no 1, no 3 PO3Mipy ynakoBKuM roTOBOrO fikapcbkoro 3acoby
abo no 10 Gnictepis (3MiHa KinbkocTi ognHULL (Hanpvknag TabneTok,
B KapTOHHIN amnyn ToLLo) B ynakoBL,i:) - 3MiHa y Aiana3oHi
kopobuj; no 10 3aTBEPPKEHNX PO3MIPIB YNakoBku - 3miHa
TabneTok y 6nictepi; po3mipy ynakoBku ['J13, a came goaaBaHHsi
no 1 6nictepy y HoBoi ynakoBku Ne100 (10x1x10). Oitoua
KapTOHHiIN kopobuyj; pepakuis: Mo 10 TabneTok y 6nictepi; no 1, no 3
no 10 KapTOHHUX abo no 10 Bincrepis y kapTOHHIN kOpoOLi.
KOPOBOK y KapTOHHIN MponoHoBaHa pepakuis: Mo 10 TabneTtok y
Kopooui 6nictepi; mo 1, no 3 abo no 10 Gincrepis y
KapTOHHIN kopobui. Mo 10 TabneTok y GnicTepi;
no 1 6nictepy y kapToHHin kopobui, no 10
KapTOHHUX KOPOOOK y KapTOHHI kopobui Ne100
(10x1x10). 3miHn BHeceHi B po3ain "YnakoBka" B
iHCTPYKUIiO AN MeANYHOro 3aCTOCYBaHHSA Y
3B'A3Ky 3 BBEAEHHAM [0AATKOBOI YNaKkoBKu
Ne100 (10x1x10) Ta sik HacnigokK -
3aTBEPAKEHHS TEKCTY MapKyBaHHSA [0AaTKOBOI
yNakoBKM NiKapcbkoro 3acoby. BeeaeHHs1 3amiH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3Mminu | TUNYy - 3miHun Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHwWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOI YNaKOBKW fikapCbKoro
3acoby. BBegeHHst 3mMiH NpoTArom 6-Tn MicsauiB
nicnsa 3aTBepmXeHHs.
240.| LUE®PA3ONIH- MOPOLLIOK ANst My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/4616/01/02
BX®3 PO34MHY ONS iH'EKLiN | aKuioHepHe aKuioHepHe 3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBun peuenmom | nidnszae
no 1000 wmr; 1 TOBapuCTBO TOBapUCTBO nikapcbkuii 3aci6. Cuctema
dnakoH 3 "HaykoBo- "HaykoBo- KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
nopoLukom; 1 BVPOGHWYMIA BMPOGHWYUIA LEHTP PO3Mipy YNakoBKM roTOBOrO MikapcbKoro 3acoby
nakoH 3 NOPOLLKOM LeHTp "BopLuariscbkui (3MiHa KinbkocTi oguHULb (Hanpuknag TabneTok,
y nayui 3 kKapToHy; 1 "BopLuariscb XiMmiko- amnyn ToLo) B ynakosLi:) - 3MiHa no3a
hNakoH 3 MOPOLLKOM KWI XimiKo- dapmaLueBTUYHUIA fianasoHOM 3aTBePAXXEHUX PO3MIpiB YNaKOBKM.
y KOMNnekTi 3 1 dapmaueBT 3aBoa” HopasaHHA ynakoBku ans 500 mr ta 1000 mr, a
amnyrnoto NYHUIA came no 10 cpnakoHiB B nayui (Mo 5 cdonakoHis y
pO34YMHHKKa (BOAA 3aBo" KaceTi, no 2 kaceTun y nayui) Ta no 10 dnakoHiB
Ans iH'ekuin) no 5 y kaceTi, no 1 kacerti y nauui), 6e3 3MiHu
mn abo no 10 mn B NepBUHHOIO NakyBaHHs (prakoHIB YKyNopeHux
naywi 3 KAPTOHHOO npobkamun rymoBuMu Ta O6TUCHYTI KOBNa4ykamm
neperopogkoto; 10 antoMiHieBnMM). 3MiHWM BHECEHO B iHCTPYKLUtO
nakoHiB B nayui AN MeQMYHOro 3aCTOCYBaHHS NikapCbKoro
(no 5 donakoHiB y 3acoby y po3gin «YnakoBkay, a Takox
KaceTi, No 2 kaceTu 3aTBEPAKEHHS TEKCTY MapKyBaHHS 4 HOBOTO
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
y nayui abo no 10 BUAY ynakoBku. BBeaeHHst 3MiH npoTsarom 6-tu
hbnakoHiB y KaceTi, MicauiB nicnsa 3aTBepAXeHHS. 3MiHun | Tuny -
no 1 kaceti y nayuj) 3MiHM Wwoao 6e3nekun/eekTBHOCTI Ta
dapmakoHarnsay (iHwi 3MiHW) OHOBMNEHHS
TEKCTYy MapKyBaHHSA NEPBUHHOI yMaKOBKM
nikapcbkoro 3acoby
241.| UE®PA3OINIH- MOPOLLOK ANs My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/4616/01/01
BX®3 PO34MHY ANs iH'EKLiN | aKuioHepHe aKuioHepHe 3MiHn | TUny - 3MiHK 3 aKocTi. FoToBUN peuenmom | nidnszae
no 500 mr; 1 conakoH | TOBapUCTBO TOBapUCTBO nikapcbkuii 3acio. Cuctema
3 MOpOLLKOM; 1 "HaykoBo- "HaykoBo- KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
(hrakoH 3 MOPOLUKOM | BUPOBHWUYMIA BMPOGHWYMIA LEHTP PO3Mipy YNakoBKM rOTOBOIO fikapcbkoro 3acoby
y nayui 3 KapToHy; 1 LEeHTp "BopLuariBCbkumn (3MiHa KinbkocTi ognHULb (Hanpuknag TabneTok,
dnakoH 3 nopowkom | "Boplyariscb XiMiko- amnyn Towo) B ynakosLi:) - 3MiHa nosa
y KoMnnexTi 3 1 KWI XimiKo- dapmaueBTNYHUIA AianasoHOM 3aTBEPAXXEHNX PO3MIPIB YNAKOBKM.
amnyrnoto tapmaueBT 3aBoa” HopasaHHA ynakosku ans 500 mr ta 1000 mr, a
pO34YuMHHKKa (BoAa NYHUIA came no 10 cpnakoHiB B nayui (Mo 5 conakoHis y
ans iH'ekuin) no 5 3aBog” KaceTi, no 2 kaceTu y na4ui) Ta no 10 donakoHiB
MI B nayui 3 y kaceri, no 1 kacerti y nayui), 6e3 3miHu
KapTOHHOIO NepBMHHOTO MaKyBaHHSA (PMaKoHiB yKynopeHux
neperopogkoto; 10 npobkamMu ryMoBuMM Ta OBTUCHYTI KOBNaYkamm
cdnakoHiB B navui antoMiHieBnMm). 3MiHM BHECEHO B IHCTPYKLUtO
(no 5 donakoHiB y AN MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
KaceTi, No 2 kaceTu 3acoby y po3gin «YnakoBkay, a Takox
y nayui abo no 10 3aTBEPAKEHHSA TEKCTY MapKyBaHHSA 4N HOBOrO
dnakoHiB y Kaceri, BUay ynakoBku. BBeaeHHsi 3MiH NpoTArom 6-tu
no 1 kaceTi y nayuj) MicauiB Micnsa 3aTBepaXeHHS. 3miHu | Tuny -
3MmiHu Wwopo 6e3nekn/edpekTMBHOCTI Ta
apmakoHarnsgy (iHWwi 3MiHW) OHOBMNEHHS
TEKCTYy MapKyBaHHSA NEPBUHHOI yMaKOBKM
nikapcbkoro 3acoby
242.| UE®PA3ONIH- MOPOLLOK ANA My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a UA/4616/01/02
BX®3 PO34uMHY ONS iH'EKLiN | aKuioHepHe aKuioHepHe 3MiHn | Tuny - 3MmiHn 3 skocTi. CepTuddikaT peuernmom
no 1000 wr, 1 TOBapuCTBO TOBapuUCTBO BignosigHocTi/lE-cepTudikat BignosigHoCTI
dnakoH 3 "HaykoBo- "HaykoBo- €Bponevicbkinn dapmakonei/MmoHorpadii.
nopoLukom; 1 BVPOGHWYMIA BMPOGHWYUIA LEHTP MoaaHHsa HoBoro abo oHOBMEHOTO cepTudikaTa
nakoH 3 NOPOLLKOM LeHTp "BopLuariscbkui BignoBigHoCTi abo BUny4eHHs cepTudikata
y nayui 3 KapToHy; 1 "BopLuariscb XiMiko- BignoBigHocCTi EBponenchkii hapmakonei: ans
hNakoH 3 MOPOLLKOM KWI XimiKo- dapmaueBTUYHUIA A®I; onsa BuxigHoro
y KOMNnekTi 3 1 dapmauesT 3aBog" matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
amnyrnoto NYHUIA BUKOPUCTOBYOTbCS Y BUPOOHMUTBI ADIl; ans
pO34YMHHKKa (BOAA 3asop” [OMOMIXXHOT pevoBuHU (cepTudikar
Ans iH'ekui) no 5 BignoBigHocTi €Bponeinchkii hapmakonei) -
mn a6o no 10 mn B OHoBneHun cepTudikaT Bif yxe 3aTBeEpaKEHOro
navui 3 KAPTOHHO BMpOGHUWKa. MNogaHHs oHoBNEHoro cepTudikaty
neperopogkoto; 10 BignosigHocTi E® Ha AD| uedazoniHy HaTpieBoi
nakoHiB B nayuj coni Bif 3aTBepakeHoro BupobHmka Qilu
(no 5 donakoHiB y Antibiotics Pharmaceutical Co., Ltd., Kutan CEP
KacerTi, No 2 kaceTu NeR1-CEP 2006-016-Rev 04 (3aTBepaxeHo:
y nayui abo no 10 NeR1-CEP 2006-016-Rev 03). 3minu | Tvny -
hbnakoHiB y Kaceri, 3miHm 3 akocTi. A®I. KoHTpone A®I. 3miHa y
no 1 kaceti y nayuj) MeTofax BunpobyBaHHs A®I abo BuxigHoro
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuuTea AdI
(He3HayHi 3MiHM y 3aTBEpAXEHUX MeToaax
BUNpobyBaHHs) 3MiHW B METOAj BUNPOOyBaHHS
A®I 3a nokazHMkoM «CTepUnbHICTbY, a came
BUNpobyBaHHs NPOBOAUTLCSA A0 BUMor EP/ODY
2.6.1, npencTaBrneHa getanbHa iHdopMalis npo
[OBi MapKu iHaKTMBaTOPIB - NeHiuunniHa3wn,
3anpornoHOBaHO NPUroTYBaHHS
BMNPOOOBYBaHOIO PO34MHY 3 BUKOPUCTaHHSM 20
r cybeTaHuii (B 3aTBEpOKEHiN MeToamLi
BukopucToByBanock 10 r). 3MiHu | Tuny - 3miHu 3
skocTi. A®l. KoHtponb A®l. 3miHa y napameTpax
crneundikaiv Ta/abo gonycTUMUX MeX,
BM3Ha4eHux y cneuudikauisx Ha ADI, abo
BUXiOAHUA/MPOMIXXHWI NpoJyKT/peareHT, Lo
BMKOPVCTOBYIOTbCSH Y npoueci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
AIKOCTi Ta BigMNOBIAHMM METOAOM BUNPOOYyBaHHS)
BHECEHHS 3MiH B crieumdikauito A®I CSPC
Zhongnuo Pharmaceutical (Shijiazhuang) Co.,
Ltd., Kutan Bupo6bHuka MM3.3mitm | Trny - 3miHn
3 gKocTi. FoToBUI nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNpPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKEHUX MeToAaxX
BUNpoByBaHHs1) 3MiHW B METOAi BUNPOOYBaHHS
N3 3a noka3Hukom «CTEpUNbHICTbY,
BUNpobyBaHHs MPOBOANUTLCSA A0 BUMoOr EP/ADY
2.6.1, npeacTasneHa getanbHa iHdopMalis npo
OBi MapKku iHaKTMBaTopIB - NeHiuunniHaawn,
3anponoHOBaHO NPUroTyBaHHS
BMNPOOOBYBAHOIO PO34MHY 3 BUKOPUCTaHHSIM 20
(hbnakoHiB (B 3aTBEpPXEHI MeToaML
BuKopucToByBanock 10 cpnakoHris). 3Minu Il Tuny
- 3MiHu 3 gKkocTi. API. (iHLi 3MiHW) OHOBNEHHS
OM® Big 3aTBepaxeHoro BupobHuka AdI
uedasoniHy HaTpiesoi coni - CSPC Zhongnuo
Pharmaceutical (Shijiazhuang) Co., Ltd., Kutan

243.

LIE®A3ONIH-
BEX®3

NOPOLLOK Ans
PO34UHY ONS iH'eKLiN
no 500 mr; 1 conakoH
3 nopoLukom; 1
hnakoH 3 MOPOLLKOM
y nayui 3 kKapToHy; 1
chnakoH 3 NOPOLLKOM
y KOMNNexTi 3 1
amnynoto
po34MHHYKKa (Boaa
Ans iH'ekuii) no 5
M B nayi 3

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYMIA

LEHTP
"BopLuariscb
KW XiMiKO-
dapmaueBT
NYHUIA
3aBog"

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BMPOGHWYUIA LLEHTP
"BopLuariscbkui
XiMiko-
cbapmaLeBTUYHNIA
3aBoa”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHn | Tuny - 3miHn 3 sikocTi. CepTuddikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponeiicbkint apmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHs cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADIl; ans
[OMOMIXXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -

3a
peuenmom

UA/4616/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KapTOHHOIO
neperopogkoto; 10
cdnakoHiB B navui
(no 5 donakoHiB y
KaceTi, No 2 kacetu
y nayui abo no 10
donakoHiB y Kaceri,
no 1 kaceti y navui)

OHoBneHWn cepTudikaT Bif yxe 3aTBepaXeHoro
BMPOGHWKa. MNogaHHst OHOBMNEHOro cepTudikaty
BignosigHocTi E® Ha AD| uedazoniHy HaTpieBoi
coni Big 3aTBepakeHoro BupobHuka Qilu
Antibiotics Pharmaceutical Co., Ltd., Kutan CEP
NeR1-CEP 2006-016-Rev 04 (3aTBepaxeHo:
NeR1-CEP 2006-016-Rev 03). 3minu | Tvny -
3MmiHm 3 akocTi. A®I. KoHtponb A®I. 3miHa y
mMeTogax BunpobyBaHHA ADI abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpMAXXEHUX MeToaax
BUNpobyBaHHs1) 3MiHW B METOAj BUNPOOYBaHHS
A®I 3a nokasHMkoM «CTEpPUNBHICTbY, @ came
BUNpobyBaHHsi NPoBOAUTLCS A0 BUMor EP/ODY
2.6.1, npeacraeneHa getanbHa iHopmauis npo
[OBi MapKu iHaKTUBaTOpIB - NeHiuunniHa3wn,
3anponoHOBaHO NPUroTyBaHHS
BMNPOOOBYBAHOIO PO34MHY 3 BUKOPUCTaHHSM 20
r cybcTaHuii (B 3aTBEpAXKEHIN MeToauLi
BukopucToByBanock 10 r). 3MiHu | Tuny - 3miHu 3
skocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
crneundikaiv Ta/abo gonycTMMMUX Mex,
BM3HaYeHMUX y cneuudikauisx Ha Adl, abo
BUXiAHUA/MPOMIXXHWI NpOJyKT/peareHT, LWo
BVIKOPVICTOBYIOTbCSH Y NpoLeci BupobHuutea A®I
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
AIKOCTi Ta BiQNOBIAHMM METOAOM BUNPODYBaHHS)
BHECEHHS 3MiH B crieumdikauito A®I CSPC
Zhongnuo Pharmaceutical (Shijiazhuang) Co.,
Ltd., Kutan BupobHuka MM3.3miHm | Trny - 3miHn
3 gKkocTi. FoToBUI nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BUNpPoOyBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HauHa 3MiHa y 3aTBepoKeHUX MeToaax
BMNpobyBaHHs) 3MiHW B METOAj BUNpoOyBaHHS
N3 3a noka3Hukom «CTEpUNbHICTbY,
BUNpobyBaHHs MPOBOANUTLCSA A0 BUMor EP/ADY
2.6.1, npencraBneHa getanbHa iHdpopMalis npo
OBi MapKku iHakTMBaTOpIB - NeHiuunniHaswn,
3anpornoHOBaHO NPUroTYBaHHS
BMNPOOOBYBaHOIO PO34MHY 3 BUKOPUCTaHHAM 20
(hnakoHiB (B 3aTBEpPXEHI MeToauLi
BuKopucToByBanock 10 cpnakoHris). 3Minu Il Tuny
- 3MiHK 3 aKkocTi. API. (iHLWi 3MiHK) OHOBNEHHS
OM® Big 3aTBepaxeHoro BupobHuka AdI
uedasoniHy HaTpiesoi coni - CSPC Zhongnuo
Pharmaceutical (Shijiazhuang) Co., Ltd., Kutan

244,

LIE®MOTEK®
200

TabneTku, BKPUTI
obornoHkoto, no 200
Mr no 5 tabnetok y

HOBEN
INMAY CAHAI
BE

TypeuuunH
a

HOBEN INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MinHn | Tuny - 3MiHKM Wwopo
6e3nekn/edPekTMBHOCTI Ta hapMakoHarnsigy.

3a
peuenmom

UA/10429/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
6nicTepi; no 2 abo 4 TIOXAPET BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHux
Gnictepu y A.LL. npo cuctemy dapmakoHarnagy (BBefeHHs
KapTOHHiIl ynakoBLi; y3aranbHeHUX AaHuX Npo cUcTemy
no 7 TabneTtok y dapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
GnicTepi; no 2 BiANOBiganNbHOI 3a 34iNCHEHHS
Gnictepny hapmakoHarnsiay; KOHTakTHoi ocobu 3
KapTOHHIN ynakoBLi dapmakoHarnagy 3asBHuka Ans 30iNCHEHHs
apmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif yNnoBHOBa)eHOi ocobu,
BigMOBiAanbHOI 3a 3ailcHeHHs hbapmakoHarnsay
(BKINOYaOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
ocobu 3asBHMKa, BiAnoBiganbHOI 3a
tbapmakoHarnag,.
Hitoua pepakuisi: R. Ayse Cetin. - MponoHoBaHa
pepakuisi: Kevser Cure. - 3MiHa KOHTaKTHUX
[OaHunx ynoBHoBaxeHoi ocobu, BignoBigansHoi 3a
capmakoHarnsg. - 3MiHa micus 34iNCHeHHs
OCHOBHOI AisANbHOCTI 3 hapmakoHarnsagy. -
3MiHa Micue3HaxompKeHHs MacTep-canna
cvcTeMU dpapmakoHarmnsgy.
245.| UUCMNATUH KOHUeHTpaT ans EBEBE ABcTpis NMOBHUW LKA AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/0032/01/01
"EBEBE" po34mHy Ans dapma BUpOGHMUTBA: Himeuyunna 3MmiHu | TUNYy - 3miHun Wwopo peuenmom
iHcpy3in, 1 mr/mn; no [ec.m.6.X. DAPEBA YHTepax 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
100 mn (100 mr) y Hdpr. KI 'mM6X, ABCTpis; BeeneHHs abo 3miHn A0 y3aranbHeHNX AaHux
donakoHi; no 1 BUNYCK cepii: npo cuctemy papmakoHarnsgy (BBegeHHs

dnakoHy B
KapTOHHIN kopobui

EBEBE ®apma
lec.m.6.X. Hopr. KT,
ABCTpiS;
TECTYyBaHHS:

JTabop J1C CE & Ko.

K, HimeuwuuHa;
TECTYyBaHHS:
MMn
Mikpobionoriwec
Mptochbnabop M6X,
ABCTpiSt;
TECTYyBaHHS:
3enbepcoopd
JTabop 'M6X,
ABcTpis

y3aranbHeHNX AaHuX Npo cUcTemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXKeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, Ko BoHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BiZNOBIganNbHOI 3a 34iIMCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thaina cuctemu
capmakoHarnsgy) - 3MmiHa ynoBHOBaXEHO|
ocobu 3asBHKKa, BianosiaanbHOI 3a
dapmakoHarnsag. -
Litoua pepakuis: Mabpiena Xekep-baps/Gabriele
Hecker-Barth. - [ponoHoBaHa peakuis:
Juergen Maares / FOpreH Maapec. -3miHa
KOHTaKTHUX JAHWUX YMOBHOBaXEHOi 0cobum
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsg.
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiANoBiAanbHOI 3a dhapmakoHarnsg B YKpaiHi. -
[Hitoua penakuisi: Opnos B'suecnas BiktopoBuu.
- MponoHoBaHa peaakuisi: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAaHUX
KOHTaKTHOI 0cobu 3asBHUKA, BianoBiaansHoi 3a
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapmakoHarnag B YkpaiHi. - 3miHa
MicLe3Haxo4KeHHs macTep-aiina cucremu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.
246.| UUCNNATUH KOHLeHTpaT anga EBEBE ABCTpis NOBHUIN LWKIT AscTpis/ BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3a UA/0032/01/02
"EBEBE" po34nHy ans dapma BMPOOHMLTBA: Himeuunna 3Mminu | TUnY - 3miHn wopo peuenmom
iHdpysin, 0,5 mr/mn; lec.m.6.X. PAPEBA YHTepax 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
no 20 mn (10 mr) Hapr. KI 'M6X, ABCTpisi; BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHux
abo no 50 mn (25 BUWMNYCK cepil: npo cuctemy dapmakoHarnsgy (BBegeHHs
mr), abo no 100 mn EBEBE ®apma y3ararnbHeHuX AaHux npo cuctemy
(50 mr) y cpnakoHi; lec.m.6.X. Hdpr. KT, dapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
no 1 pnakoHy B ABCTpiS: BiAMNOBiganNbHOI 3a 34INCHEHHSs
KapTOHHiIN kopobui TECTYBaHHSA: hapmakoHarnsay; KOHTakTHoi ocobu 3
JTa6op J1C CE & Ko. hapmakoHarnsigy 3asiBHUKa Ans 34ilNCHEHHS
KI, HimewunHa; dapmakoHarnagy B YkpaiHi, Ko BoHa
TeCTyBaHHS: BiAMiHHa Bif, YNOBHOBaXXeHOI 0cobw,
Mrn BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
Mikpobionoriwec (BKHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
Mptodbnabop Mm6X, PO3MiLLieHHI MacTep-danna cuctemm
ABCTpIs; dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
TECTYBaHHSA: ocobu 3asBHKKa, BianosiganbHOI 3a
3enbepcoopd dapmakoHarnsag,. -
JTabop M'M6X, [itoua pegakuis: Mabpiena Xekep-bapa/Gabriele
ABCTpis Hecker-Barth. - lNponoHoBaHa pegakuisi:
Juergen Maares / KOpreH Maapec. -3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BignosiganeHoi 3a hapMakoHarnsg B YKpaiHi. -
[Hitoua pepakuisi: Opnos B'sayecnas BiktopoBuu.
- MponoHoBaHa pepakuis: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoi 3a
dapmakoHarnsa B YKpaiHi. - 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.
247.| UUTOCEUB® pO34MH Ans iH'ekuin, TOB HB® YkpaiHa BignoBiganbHWi 3a YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/18016/01/01
100 mr/mn, no 5 mn «MIKPOXIM BMPOGHMLITBO Ta 3MmiHu | TUny - AOMiHICTpaTMBHI 3MiHW. peuernmom
B amnyni; no 5 » KOHTpOnb/BUNpobyB BunyyeHHs1 BUPOOHWYOT AinbHULI (BKIHOYa4m
amnyn y kaceri; no 2 aHHs cepii, He ainbHULi anst AdI, npomixxHoro npoaykty abo
KaceTu B naydi 3 BKITHOYAKUM BUMYCK roTOBOrO fikapcbKoro 3acoby, AinbHULi Ans
KapToHy; no 5 mn B cepii: NpoBEAEHHS NaKyBaHHsi, BUPOOHWKa,
amnyni; no 10 amnyn MpuaTHe BiA4NoBiganbsHOro 3a BUNycKk cepin, micue
y GnicTepi; no 1 akuioHepHe npoBeeHHS KOHTPOo cepii) abo
6nictepy B nayui 3 TOBapuCTBO “Jlekxim noctavanbHUKa BMXiAHOrO MaTepiany, peareHTy
KapTOHY — Xapkis”, ab0o [OMNOMIXKHOI Pe4OBUHM (SIKLLO 3a3HAYeHO y
YkpaiHa; [0CbE)
BiANoOBiganbHUI 3a BUIMYYEHHS] BUPOOHMYOI AinbHULI
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUWMNYCK cepii, He
BKIHOYa04n
KOHTpOrnb/BUNpoOyB
aHHs cepii:
TOB HB®
"MIKPOXIM",
YkpaiHa

TOB HB® "MIKPOXIM"
3a agpecoto YkpaiHa, 93000, JlyraHcbka o61., M.
Py6ixHe, Byn. JleHiHa, 6ya. 33 3 dyHKuieto
"BignosiganbHUIA 3a BUMYCK cepii, He BKIYaK4m
KOHTpOnb/BMNPobyBaHHs cepii”.
3anuwaeTbcs 3aTBepAKeHa BUpobHMYa
ainbHUUs TOB HB® "MIKPOXIM" 3a agpecoto
Ykpaina, 01013, m .Kuis, Byn. ByaiHaycTpii, 6ya.
5, sika BUKOHYE Taki cami ¢pyHKLii, Lo i BunyyeHa
OinbHUUSA.

*y pa3i eHeceHHs1 3MiH 00 iHCmMpyKuii Npo MmeduYyHe 3acmocyeaHHsI

B.o. HayaaLHUKA
dapManeBTUYHOTO YIIPABJIiHHS

Ounexcangp I'PINEHKO




