NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJION4YHUX MPEMAPATIB), LLIOAO AKUX BYJTU BHECEHI 3MIHM 10
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATbLCA OO AEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHA

Dopatok 3

po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»
Big

2022 poky Ne

Gnictepi; no 2
6nictepu B nayui 3
KapTOHYy

CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roToBOro NikapcbKoro 3acoby (36inbLeHHs
TepMiHy NpMAATHOCTI FOTOBOrO Nikapcbkoro 3acoby) - Ans
TOProBOi YNaKkoBKu (NiATBEPAKYETECA AaHUMKN pearnbHOro
yacy) - 36inbLUeHHs TepMiHy NpuaaTHOCTi FOTOBOIO
nikapcbkoro 3acoby. 3aTBepaXeHo: 3 pokw.

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ JNiKkapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupo6HuKa eidnycky | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
1. AOEMTA niodinisat ansa TOB "YOPNA Ykpaina Medpap Inay CaHn. A.LL. TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | 3a UA/18394/01/01
PO34MHY AnA iH'eKuin MEOWLUNH" Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 400 mr; 5 dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHeHMX
dnakoHiB 3 AaHunx npo cuctemy chapmakoHarnsagy (BBeAeHHs
nioginizatom B y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy,
KOMMMeKTi 3 5 3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
amnynamu 3iicHeHHs1 dhapMakoHarnagy; KOHTaKTHOI ocobu 3
PO34YMHHMKA B (hapmakoHarnsigy 3asiBHUKa Ans 340ilNCHEHHS
KOHTYPHIV YapyHKOBIW hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
YMaKoBLLi Y KAPTOHHIN YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHSA
KopoobLi dapmakoHarnsay (BKMoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-daina cuctemu
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asiBHMKA, BignosiganbHoi 3a dhapmakoHarnag. Hitova
pepakuis: PycynaH Ecakis / Rusudan Esakia.
MponoHoBaHa pepakuis: Myano MNaHHa CtaxicnasiBHa.
3MiHa KOHTaKTHWUX JaHWUX YNOBHOBaXEHOi 0cobu
3asiBHUKA, BignosiganbHoi 3a hapmakoHarnsg. 3miHa
MicLS 30iMCHEHHSI OCHOBHOT AisiNbHOCTI 3
bapmakoHarnagy. 3miHa micLe3HaxomKeHHS macTep-
hanina cuctemy hapmakoHarnsgy; aMmiHa 3asiBHuKa
(BnacHuka peecTpaLinHOro NocBiAYeHHS) (3rigHO Haka3sy
MO3 Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH
npoTsrom 6 MicsUiB nicns 3aTBepaKeHHS
2. AMBPOKCON Tabnetku no 30 wr; TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | bes UA/1587/02/01
no 10 Tabnetok y "TepHodapm" Tuny - 3MiHK 3 sikocTi. [0TOBWMI Nikapcbkuii 3acib. peuenma
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Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHIl kopobui

KoHTponb roToBOro fikapcbkoro 3acody - NpuBeaeHHS
cneuudikauii 3a nokasHukom “CepegHs maca” y

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3anponoHoBaHo: 4 poku.
3. AMITPUNTUNI | nopoLuok ToBapucTBo 3 YkpaiHa P.J1. DAVIH YEM MBT. IHais BHECEHHS 3MiH [0 peecTpauiinHmx maTepianis: 3miHu | - UA/15427/01/01
HY (cybcTaHuis) y obmexeHoto nTa. Tvny - 3MiHu 3 skocTi. CepTudikar signosigHocTi/lE-
ripgpoxnoru noaginHNX BignoBiganbHi cepTudikat BigNOBIAHOCTI EBpONENCHKin
o nonieTuneHoBmnx CTHO capmakonei/moHorpadii. MogaHHA HoBoro abo
nakeTtax ans "NocnigHun OHOBIEeHOro cepTudikaTa BignoBigHOCTI abo BUNYyYeHHS
dapmaLleBTU4HOro 3aBof cepTucpikaTa BiANOBIAHOCTI €BpONEnCchKin hapmakonei:
3acToCyBaHHs "rHUnIC" ans A®l; onsa BuxigHoOro martepiany/peareHTy/npoMiKHOro
NpoaykKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ONs 4ONOMIKHOT pevoBuHM (cepTudikat BianoBigHOCTI
€sponevicbkin dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepaeHoro BupobHuka - [NogaHHsi OHOBNEHOrO
cepTudikaTy BignoBigHOCTI €Bponencekivi papmakonei
R1-CEP2004-214-Rev04 (nonepenHs Bepcia R1-
CEP2004-214-Rev02) ans A®| AmiTpuntuniny
rigpoxnopua, nopoLLOK Bif 3aTBEpAXKEHOro BUpobHuka R.
L. Fine Chem, India, BHacnigok, yTouHEeHHS Ha3Bu gipmun
BUPOGHVKa Ta agpecy BUPOOHULITBA, BUIYYEHHS
nokasHuka «Badkki meTanu» Ta npMBeAEHHS NOKa3HMKa
«3anuLUKOBI KifIbKOCTi OPraHiYHUX PO3YUHHUKIB» Y
BiANOBIAHICTL A0 HoBoro CEP
4. ACKOPBIHOB | po3uuH ans iH’exuin, ToBapwucTso 3 Ykpaina KOHTPOIb SKOCTi, BUMYCK Ykpaina BHECEHHS 3MiH O peecTpauiiHiX maTepianis: 3MiHa 3a UA/6255/01/01
A KUCINIOTA 50 mr/mMn no 1 mn abo obmexeHot cepii: 3asiBHUKA (BrnacHUKa peecTpaLinHoro NocBig4eHHs) peuenmom
no 2 mn B amnyni, no BiAgnoBiganbHi ToBapwucTtBo 3 (3rigHo Haka3y MOS Big 23.07.2015 Ne 460) BeegeHHs
10 amnyn y nayui 3 CTIo obmexeHo 3MiH MPOTAroM 6-Tu MicALiB nicns 3aTBEPAXKEHHS; 3MiHW |
KapToHy; no 1 mn abo "®apmaueBTu BignoBiganbHIiCTIO Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
no 2 mn B amnyni, no YHa KOMMaHis "[locnigHuin 3aBop apmakoHarnsiay. BeegeHHst abo 3miHM o y3aranbHeHUX
5 amnyn y 6nictepi, "3popoB's" "THUIC", [aHuX Npo cuctemy dhapMakoHarnsay (BBeAEHHsI
no 2 6nictepu y navui YkpaiHa; y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy,
3 KapToHYy; No 1 mMn BCi cTagii BMpobHMLUTBa, 3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
abo no 2 mn B amnyni, KOHTPOIb SKOCTi, BUMYCK 3[iNCHEeHHS dhapmakoHarnaagy; KOHTakTHOi ocobu 3
no 10 amnyny cepii: dapMakoHarnagy 3asBHUKa ANs 30iNCHEHHS
6nicTepi, no 1 ToBapwucTtBo 3 hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
6nictepy B nayui 3 obmexeHo YMOBHOBAXEHOi 0CObM, BignoBiganbHOI 3a 30iNCHEHHS
KapTOHY BiAMOBIAANbLHICTIO apmakoHarnsaay (BKoYarumn KOHTaKTHI faHi) Ta/abo
"®PapmaLeBTUYHa 3MiHM Y pO3MiLLeHHI MacTep-daina cuctemu
KomnaHis "3gopos's”, dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi 0cobu
YkpaiHa 3asiBHUKA, BignosiganbHoi 3a hapmakoHarnag. Hitova
pepakuis: MnakciHa OneHa BonogumupisHa.
MponoHoBaHa pepakuisi: LleByeHko OneHa IropieHa.
3MiHa KOHTaKTHWUX JaHWUX YNIOBHOBaXeHOi 0cobu
3asBHMKaA, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsgy
5. BEPELL® TabneTku, BKPUTI 3AT "bepeLu YropwuHa 3AT "bepew dapma” YropwuHa BHECEHHS 3MiH [0 peecTpauiiH1x maTtepianis:3miHu | be3 UA/4516/01/01
MArHIN NniBKOBOO dapma" TUMY - 3MiHK 3 siKOCTi. [OTOBMI Nikapcbkuii 3aci6. peuyenma
nnkocC B6 obornoHkoto, no 10
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KapTOHHiI kopobLyi

nikapcbkoro 3acoby, a came y n. 17 "IHLLE" BHeceHHs
iHcpopMmalii LLoao nokasaHb nikapcbkoro 3acoby Ta
[onoBHeHHS iHdopMauii y n. 6 "IHLWE" TekcTy MakyBaHHs
Ha NepBUHHIN ynakoBuUi "IHLWa TexHiyHa iHdopmauis".
3MiHu | TMny - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BiAMOBIAHICTb A0 OpUriHaNbHOI AOKyMeHTaLii BUpOGHMKa
6. BETAMOO cnpew 4ns poToBoi ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | bes UA/16473/01/01
nnoc NOPOXHMHK o 30 mn obmexeHot obBMexeHo Tuny - 3MiHK 3 sikocCTi. [0TOBMI Nikapcbkui 3acib. peuenma
y drakoHi 3i ckna 3 BignosiganbHi BiANoOBiganbHicTIO CucTema KoHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
oparnbHUM cTio "®apmaueBTnyHa PO3Mipy ynakoBKM rOTOBOrO MikapCbKoro 3acoby
posnunoBanbHUM "®apmaueBTn KomnaHisi "3popos's” (BUMYYEHHS YNakoBKy NEBHOMO PO3Mipy) - BUNYYEHHSI
NPUCTPOEM Ta YHa KOMNaHisi ynakoBok no 20 mn a6o no 50 mn y dprakoHi y kopobui 3
3anobixxHUM "3popos's" KapTOHY, 3 BiANOBIAHUMW 3MiHaMW 4O pO3ainy
KOBMa4ykoMm B «YnakoBka» MKA J13 Ta iHCTpyKUii Ans MmegnyHoro
KOMMneKTi; no 1 3acTtocyBaHHs. BBegeHHs 3amiH npoTtarom 6-Tu micauis
¢rakoHy 3 opanbHUM nicnsa 3aTBEpAXEHHS.
po3nunioBanbHUM
NPUCTPOEM i
3anobixkHUM
KOBMAa4ykoM y Kopobui
3 KapTOHY
7. BETAMOLO obnonickyBay ons ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | bes UA/16473/02/01
nnoc ropna, KoHUeHTpaT no obmexeHot obMexeHo Tuny - 3MiHM 3 sikocCTi. [0TOBMIA Nikapcbkuii 3acib. peuenma
50 mn y donakoHi 3i BiAMNoBiAanbHi BiAMOBIAAMNbLHICTIO CucTtema koHTenHep/3akynoptoBanbHuii 3acib. 3miHa
ckna, 3akpuTomy cTio "®apmaueBTuyHa PO3Mipy ynakoBK1 rOTOBOrO MikapCbKoro 3acoby
KpULLIKOIO; No 1 "®apmaueBTun KomnaHisi "3gopos'a” (BUNYYEHHS YNakoBKN NEBHOrO po3Mipy) -
riakoHy 3i cTakaHOM YHa KOMNaHis BUIyYeHHS ynakoBku no 20 mn y coriakoHi y kopobui 3
MipHMM y kopobLi 3 "3popos's" KapTOHY, 3 BiANOBIAHUMW 3MiHaMW 4O po3ainy
KapTOHY «YnakoBka» MKA J13 Ta iHCTpyKUii Ans megnyHoro
3acTocyBaHHs. BBeieHHs1 3MiH NpoTaroM 6-Tu micsuis
nicnsa 3aTBepmKeHHs.
8. BIONEKTPA TabneTku Wwmnydi no AnbneH LLsenuapi Fepmec ®apma M'M6X HimeuumHa BHECEHHS 3MiH 10 peecTpaLiHMX MaTepianis: 3MiHu | be3 UA/13955/01/01
MATrHE3IYM 243 mr; no 10 dapma Al A TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHSA peuenma
DOPTE Tabnetok y Ty6i; no 1 Ta/abo agpecu 3asBHUKa (BNacHWKa peecTpaLiiHoro
Ty6i B KQPTOHHIN NOCBIOQYEHHS1) - 3MiHa aApecu 3asiBHUKA; 3MiHuW | Tuny -
Kopobui; no 4 AamiHicTpaTvBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
TabneTtku y cTpuni; no agpecu Micust NPOBaMKEHHS AiSNbHOCTI
5 cTpuniB B KApTOHHI BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
Kopoo6ui BKITOYaK04M AiNbHUL BUNYCKY cepii abo micue
NpOBEeAEHHS KOHTPOIKO SIKOCTI. (QiNbHICTb, 3a AKY
BiAnNoBigae BUPOGHWK/iIMNopTep, BKIOYaK4M BUMYCK
cepii) - 3MiHa HanMeHyBaHHSA BUpobHuka 113, 6e3 3MiHK
Micusi BUpobHULTBa
9. BIOTEBAI TabneTkn no 5 mr, no dapmaueBTUy Monbla dapmaLeBTUYHWIA 3aBOA, Monblwa BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/18951/01/01
30 Tabnetok y HWIN 3aBOf, “NOJIb®APMA” C.A. Tuny - 3MiHK LWwopo 6e3nekn/edeKTUBHOCTI Ta peuenma
GnicTepi; no 1, 2 abo “NOJIbOAPM dapmakoHarnsgy (iHwi 3amiHu).
3 Bnictepu y A’ C.A. OHOBMEHHS TEKCTY MapKyBaHHS1 HA BTOPUHHIN yrNakoBLi
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Cuctema koHTelHep/3akynoptoBanbHuii 3acib. 3miHa
PO3Mipy yNaKkoBKW rOTOBOrO MikapCbKoro 3acoby (3miHa
KiNbKOCTi 0AMHMLb (Hanpuknag TabneTok, amnyn ToLo) B
ynakosi:) - 3miHa y Aiana3oHi 3aTBepaXeHnXx po3mipis
ynakoBku. 3MiHa kinbkocTi TabneTok y 6nictepi 3 15 Ha 30
TabneTok Ta 3miHa KinbKocTi 6nicTepis B ynakosui 3 2, 4
abo 6 Ha 1, 2, 3 y KapTOHHI KopobLi 3 BiANOBIAHUMY
3miHamu fo po3ainy “YnakoBka”, 6e3 3MiHM NepBUHHOIO
nakyBanbHOro matepiany.
10. | BICENTON KOHLleHTpaT ans BapluaBcbkuii Monbwa BMPOGHMLTBO 3a NOBHUM Monbuwa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | 3a UA/3795/01/01
480 NPUroTyBaHHSA hapmaueBTuy LIMKITOM: TMny - 3MiHK 3 gKocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHn y | peyernmom
PO34MHY AnA iHDY3in HWI 3aBof, BapLwaBcbkun BMPOGHMUTBI. 3MiHM y NpoLeci BUpoGHMLTBa rOTOBOrO
(80 mMr+16 mr)/mn no 5 Monbda AT dapmaLeBTU4HNIA 3aBO, nikapcbKoro 3acoby, BKIOYa4/ NPOMIKHUIA NPOAYKT, LLO

Mn B amnyni; no 5
aMmnyn y KOHTYpPHin
YapyHKOBIW ynakoBsLi;
No 2 KOHTYPHiI
YapyHKOBi yNaKkoBKM B
KapTOHHIN kopobLi

Monbda AT, MonbLya;
BUPOBHMUTBO 3a NOBHUM
LIMKIIOM:
dapmaLeBTUYHUIA 3aBO
«MOJNIb®APMAX» C.A.,
MNonbwa

3aCTOCOBYETLCSA MPU BUPOOHMLTBI FOTOBOIO NiKapCbKoro
3acoby (He3HayHa 3MiHa y npoueci BUpobHMUTBA) -
OHOBRMeHHS nigpo3ainy 3.2.P.3.3 Onunc BupobHW4oro
npoLiecy Ta KOHTPOIO NpoLecy y 3B'A3Ky i3 4OAABaHHAM
HOBOI BUPOGHMYOI AinbHMLI PapMaLeBTUYHMIA 3aBOA
"Monbcapma" C.A., MNonbLya. BBeaeHHst 3MiH NpoTarom
6-Tn MicauiB nicna 3aTBepaXeHHs. 3MiHun | Tuny - 3miHn 3
sikocTi. [0TOBMI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
3miHa imnopTepa/3miHu, WO CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOIO NiKapcbKoro 3acoby (3amiHa
abo gopaBaHHS BUPOGHMKa, WO BiAnNoOBigae 3a BBE3EHHSI
Ta/abo Bunyck cepii) - Bkrrovatoun
KOHTpOnb/BUNpobyBaHHS cepii. [logaBaHHS BUpOBHUKa,
BiAMNOBiAANbLHOroO 3a KOHTPOIbL/BUMYCK cepii AN roToBOro
nikapcbKkoro 3acoby - ®apmaueBTUYHWI 3aBoA
"Monbcapma” C.A., MonbLya. 3MiHM BHECEHI Yy PO3Ainu
"BupobHuk" Ta "Micue3HaxomkeHHst BUpobHuka Ta
appeca Micus NpoBafkeHHS Noro AisnbHOCT" B
IHCTPYKLUIil0 ANst MEAVYHOrO 3aCTOCyBaHHS Y 3B"S3Ky 3
BBEEHHSIM J0AaTKOBOI BUPOBHUYOI AinbHULI Ta 5K
HacrifoK - 3aTBEPPKEHHS TEKCTY MapKyBaHHS A5 HOBOI
BUPOOHMYOI AinbHULi. BBeaeHHS 3MiH NpoTsirom 6-tu
MicsiLiB micnst 3aTBEpPOXKEHHS.
3MiHn | TUny - 3miHK 3 akocTi. FoToBMI Nikapcbkuii 3aci6.
3MiHn y BUpobHMUTBI. 3amiHa abo BBeOEeHHsS 40OaTKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHK abo BCbOro
BMPOBGHMYOro NpoLEecy roToBOro Nikapcbkoro 3acoby
(BinbHMUS, Ha AKi NPOBOAATLCSA OyAb-AKi BUPOOHWYI
cTagii, 3@ BUHATKOM BUMYCKY Cepii, KOHTPOIIO SIKOCTi Ta
BTOPWHHOIO NaKyBaHHS A5 CTEPUIbHMX NiKAapCbKUX
3acobiB (BKMoYa4m BUpoOeHi acenTyHNM METOA0M),
KpiM nikapcbkmx 3acobis 6ionoriyHoro/imyHomnori4Horo
MOXOAXKEHHST) -
BBEAEHHS A0AATKOBOI AiNbHULI BUPOOHMLTBA rOTOBOIO
nikapcbkoro 3acoby - ®apmaueBTUYHWIA 3aBoA
"Monbgapma" C.A., MonbLya
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1

BBeaeHHs 3MiH NnpoTsarom 6-T1 MicauiB nicns
3aTBepMKeHHS. 3MiHn | Tuny - 3MiHK 3 akocTi. [oToBMI
nikapcbkui 3aci6. 3miHu y BUpobHMUTBI. 3amiHa abo
BBEAEHHS 40AaTKOBOI AiNbHULi BUpoBHULITBA ANS
YacTWHW abo BCbOro BUPOBGHMYOro NpoLiecy roToBOro
nikapcbkoro 3acoby (AiNbHMLSA ANA BTOPUHHOIO
nakyBaHHs1)- BBEAEHHs1 [OAATKOBOI OiNbHULL
BMPOOHMLTBA AN BTOPUHHOTO MaKyBaHHS rOTOBOrO
nikapcbkoro 3acoby - PapmaLeBTU4HWIA 3aBOA,
"Monbcapma" C.A., MNonbLia. BBeaeHHst 3mMiH NpoTarom
6-Tn MicauiB nicna 3aTBepaXeHHs. 3MiHun | Tuny - 3miHn 3
skocTi. [0ToBWIA Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
3miHa po3Mipy cepii (BKMoYao4m gianasoH po3mipy cepii)
roToBOro nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPOKEHVM PO3MIPOM) - 3MiHi pO3Mipy
cepii 13 y 3B'A3Ky 3 4OAABAHHAM HOBOI BUPOBHMYOI
ainbHuui: - 100 i abo 200 n (BupobnsieTbes B Polfa
Warszawa); - 200 n a6o 500 n (BMpoGHMLUTBO B
Polpharma). BeegeHHs 3miH npoTarom 6-Tu micauiB nicns
3aTBepMKeHHS. 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMI
nikapcbkuii 3aci6. 3mMiHW y BUpOGHULTBI. 3MiHM
BuNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneuudikauisx, nig yac BUpOOGHMLITBA rOTOBOrO
nikapcbkoro 3acoby (4oAaBaHHA HOBOroO MeToay
BMNPOOYyBaHHSA Ta AONYCTUMUX MEX)- LOMOBHEHHS
nigpo3ainy 3.2.P.3.3 Onuc BMpo6HMYOro npotecy Ta
KOHTPOSIO npoLecy, ON1coM cTepunisadii
6e3nocepenHbOI yNakoBKM (amnys) Ta 3a3HayvYeHHs
KOHTPOIIO 1 KPUTUYHMX cTadin y nigposaini 3.2.P.3.4, a
came napamMeTpiB 3 OOMEXEHHsIMU ANs cTepunisadii
6e3nocepenHbOI ynakoBku (amnynu). BeeaeHHs 3miH
npoTArom 6-Tu MicauiB nicns 3aTBepaXeHHs. 3MiHu | Tuny
- 3MiHu 3 gKkocTi. FoToBUIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHUX Y cneundikauisx, nig Yac BUpobHuuTBa
roTOBOro NikapCbKoro 3acoby (fofaBaHHSA HOBOTrO MeToay
BMNPOOYBaHHS Ta AOMYCTUMUX MEX) - OHOBMEHHS
nigpo3ainy 3.2.P.3.4 KoHTponb KpUTUYHKX CTagin i
NPOMIXHOI NPOAYKLiT - 4oA4aHO TECT LWoao
GioHaBaHTaXeHHs Ans BUPOBHUYOro canTy
PapmaueBTnyHUIA 3aBog "Monbdgapma” C.A. BBegeHHs
3MiH NPOTArom 6-Tn MicsLiB nicnst 3aTBepaXeHHS. 3MiHu |
TMny - 3MiHK 3 siKkoCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHU y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONyCTUMUX MEX,
BCTaHOBMEHUX Y cneuundikalisix, nig Yac BUpobHuLTBa
roTOBOrO fikapCbKoro 3acoby (fofaBaHHSA HOBOTrO MeToay
BUNPoOYyBaHHSA Ta AONYCTUMUX MEX) - OHOBIEHHSI
nigpo3ainy 3.2.P.3.4 KOHTponb KpUTUYHUX CTagin i
npoMmixkHOI NpoAykLii (34iNcHEHO 3MiHY hopMynioBaHHS -
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BM3Ha4Y€HO TemnepaTypHUIn HarpiB Mif 4ac po3UYNHEHHS
TpumeTonpumy (45-50 °C) ans BupobHWUYOi AinbHULI
PapmaueBTUYHMIA 3aBog "Monbdapma” C.A., MNonbLua).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepMkeHHS. 3MiHn | Tuny - 3MiHK 3 akocTi. [oToBMI
nikapcbkuii 3aci6. 3mMiHW y BUpoOHWULTBI. 3MiHM y npoueci
BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby, BKIYaym
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCH NpK
BMPOGHMLTBI FOTOBOTO NiKapCbKoro 3acoby (iHLwi 3MiHK) -
oHoBNeHHs po3ainy 3.2.P.3.3 Onuc BUpobHM4oro
npoLiecy Ta KOHTPOSO NpoLecy, a caMme LWOoAo TPUBAanocTi
npoLecy CTOCOBHO MaKCHMarbHOro iHTepBany Mix
NPUroTyBaHHSAM PO34UMHY i KIHLEM 3anoBHEHHS aMnynu Ta
repmeTusaduieto, L0 He NOBVHEH nepesuLlyBaTh 32 roavH
Ons BUpobHMYOI AinbHULi ®apMaueBTUYHWIN 3aBOg
"Monbdapma" C.A. BBeaeHHS 3MiH NpoTArom 6-Tu
MicsILLiB Micnsi 3aTBEPOXKEHHS.
11. | BICONPONON | Tabnetku no 5 mr, no TOB YkpaiHa TOB "Actpacapm"” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis:aMiHm | 3a UA/8959/01/02
-ACTPA®APM | 10 Tabnetok y "Actpacapm” TUMY - 3MiHW 3 AKOCTi. [0TOBWIA Nikapcbkuin 3aci6. peuenmom
Gnictepi; mo 2, 3, 6 KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
abo 9 bnicTepiB y napameTpiB cneuudikauin Ta/abo gonycTumMmnx mex
KOpOoO6Li 3 KapTOHY rOTOBOrO MiKapCbKOro 3acoby - BBEAEHHS NepioaNYHOCTI
KOHTPOIMIO 3a nokasHukom «MikpobionoriyHa ynctoTa» B
cneuudikauii [M13: *TecT He € pyTUHHUM, BUKOHYETbLCSI
[ONs1 KOXKHOT YeTBepPTOI cepii, ane He piglie ogHoro pasy
Ha piK
12. | BICONPONON | Ttabnetkn no 10 wmr, TOB Ykpaina TOB "Actpadapm” Ykpaina BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu | 3a UA/8959/01/03
-ACTPA®APM | no 10 tabneTok y "Actpachapm” TUMY - 3MiHK 3 sIKOCTi. [0TOBMIA Nikapcbkuit 3acib. peuernmom
6nictepi; no 2, 3, 6 KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
abo 9 bricTepis y napameTpiB cneuudikauin Ta/abo gonycTuMmnx mex
KopoOLi 3 KapTOHY roToBOrO fikapCbKoro 3acoby - BBeAeHHS NepiognyHOCTI
KOHTPONMO 3a nokasHukoMm «MikpobionoriyHa ymctoTa» B
cneumdikauii [M13: : *TecT He € PyTUHHWM, BUKOHYETLCS
[ONs1 KOXKHOT YeTBepPTOI cepii, ane He piglie ogHoro pasy
Ha pik
13. | BOHEBICTA PO34MH ANs iH EKLiNA, MicTtpan AHrnia BUPOOHMLTBO bulk, HimewuunHa/ BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a UA/16927/01/01
1 mr/mn no 3 mn B Kenitan nepBrYHHe Ta BTOPUHHE Benbrisi/ TUny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS! peuenmom
nonepeaHL0 MeHemKmeHT nakyBaHHs: Icnanis/ Ta/abo agpecu 3asBHUKa (BNacHWKa peecTpaLiiHoro
HarnoBHEHOMY Nimiten EBep ®apma [xeH IpnaHais noceigyeHHs) 3miHa agpecy 3asiBHUKa
wnpwui; no 1 m6X, Himeuuuna;
nonepeaHL0 BTOPVHHE NaKyBaHHS:
HarnoBHEHOMY Enecrtis Benmpxmym

LUNPULY B KOMMNIEKTi 3
FOKOK B KOHTYPHIN
YapYHKOBIN ynakoBLi

H.B., benbris;
BUNYCK cepii:
CiHTOH Xicnania, C.J1.,
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B nayuji IcnaHis;
BTOPWHHE NaKyBaHHS:
Bacpenn €spona
JlimiTeq, lpnaHgis
14. | TENATPOMBI rens, 30 000 MO/100 "Xemodhapm" Cepbis "Xemodhapm" A, Pecnybnika BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB: TeXHIYHY bes UA/3054/01/01
H r; no 40 ry Ty6i; no 1 Al Bpwau, Bigain Cepbis NOMUIKY BUMNPaBeHO B TEKCTi MapKyBaHHS Ha NEPBUHHIN | peuenma
Tybi B KAPTOHHIN BMPOOHMYa AinbHULSA ynakoBLi nikapcbkoro 3acoby. 3anponoHoBaHo: 2.
ynakoBLi LLlabau, Pecnybnika KINbKICTb AIK0YOI PEYOBMHW 100 r rento MicTATb:
Cepbisi (BUpOGHMLTBO renapuHy HaTtpito 30 000 MO. 3a3HaueHe BUNpPaBreHHs
Hepo3dacoBaHoi Bi4noBigae martepianam peecTpauinHoOro 4ocbe
NpoAayKLuii, NepBUHHA Ta
BTOPWHHA YNaKoBKa,
KOHTpOrb cepii);
«Xemodapm» Afl,
Pecnybnika Cepbis
(koHTpOnb cepii, 403BIN
Ha BMNYCK cepii)
15. | TENATPOMBI rens, 50 000 MO/100 "Xemodhapm" Cepbis "Xemodpapm" A, Pecnybnika BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB: TeXHIYHY bes UA/3054/01/02
H r; no 40 ry Ty6i; no 1 Al Bpuwau, Bigain Cepbis NMOMWIKY BUNPaBMEHO B TEKCTi MapKyBaHHA Ha NEpBUHHIN | peuyernma
Ty6i B KQPTOHHIN BUpPOBHMYA OinbHMLSA ynakoBLi nikapcbKkoro 3acoby. 3anponoHoBaHo: 2.
ynakoBLi LLa6au, Pecnybnika KINbKICTb AIK0YOI PEYOBMHW 100 r rento MicTATb:
Cepbis (BUpobHMUTBO renapuHy Hatpito 50 000 MO. 3a3HaveHe BUNpaBneHHA
Hepo3dgacoBaHoI BiANOBIgA€E MaTepianam peecTpauiiHoro 4ocke
NPOoAYyKLii, NepBUHHa Ta
BTOPWHHA YMNaKoBKa,
KOHTpOnb cepii);
«Xemodpapm» Afl,
Pecny6bnika Cepbis
(koHTpoOnb cepii, 403BIN
Ha BUNYCK cepii)
16. | TMATUPAMEP | po3uvH ans iH ekuin, Mictpan AHrniga BiAMOBiAanNbHWIA 3a HinepnaHg BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHu | 3a UA/16792/01/01
Y ALIETAT- 20 mr/mn no 1 mn Kenitan BUWMNYCK cepil: w/ T™Mny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaNMeHyBaHHS peuernmom
BICTA npenapary y MeHeXMeHT CiHtoH BB, Icnanis/ Ta/abo agpecu Micust NPOBaPKEHHS OisnNbHOCTI
nonepegHLO Nimiteq Hinepnanaw; Yuni BMpoBHMKa/iMnopTepa rotToBoro fikapcbkoro 3acoby,
HanoBHEHOMY BigNoBiganbHUIM 3a BKITOYaK0UM AinbHULI BUNYCKY cepii abo micue
wnpwui, no 1 BUNYCK cepii: NpoBeAEHHS KOHTPOIO SIKOCTI. (QiNbHICTb, 3a AKY
nornepegHLo CiHToH Xicnanis, C.J1., BiAnNoBiaae BUPOGHMK/iIMNopTep, He BKIOYaoun BUMYCK
HanoBHEHOMY Icnanis; cepii). 3miHa Ha3BM BUpoOHUKa BiaMNoOBIganbLHOro 3a
wnpuuy B Grictepi, BMPOGHMLTBO, KOHTpOnb sikocTi( MikpobionoriyHui) M3, 6e3 3amiHn
no 28, 30 ta 90 nakyBaHHsi, KOHTPOIb micLsa BUpobHMUTBA.
(3x30) 6nicTepis B SIKOCTI:

KapTOHHiIl kopobui

Posi ®apma IHgacTpian
Cepsices, C.A., IcnaHis;
BMPOGHMLTBO,
nakyBaHHs:
CiHToH Yuni NToa.,
Yuni;
KoHTponb sikocTi
(mikpobionoriyHun):
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EypodiHc Baktimm B.B.,
Higepnanau;
BTOPWHHE NaKyBaHHS:
Posi ®apma IngacTpian
Cepsices, C.A., IcnaHis
17. | TMATUPAMEP | po3uuH ans iH ekuin, MicTtpan AHrnis BianosigansbHWiA 3a HioepnaHg BHECEHHS 3MiH 0O peecTpauinHuX maTepianis: 3MiHu | 3a UA/16792/01/01
Y ALIETAT- 20 mr/mn; no 1 mn Kenitan BUMNYCK cepil: n/ Tuny - 3MiHu 3 siKocTi. FOTOBWI Nikapcbkuii 3acib. 3miHn y | peuernmom
BICTA npenapary y MeHemXmeHT CiHToH BB, Icnanis/ BUPOGHMLTBI. 3amMiHa abo BBeAEHHS A0AATKOBOI OiNbHULL
nonepegHbo TimiTeq Higepnanaw; Yuni BMpPOBHMUTBA ANs YacTuHM abo BCbOro BUPOOHNYOro
HarnoBHEeHOMY BiANOBiAaNbHWIA 3a npoLecy rotoBoro nikapcbkoro 3acoby (AinbHuUsA Ans
wnpwui; no 1 BUNYCK cepii: BTOPUHHOTO NaKyBaHHs1) - BBEAEHHSA AO4ATKOBOI AiNbHUL
nonepegHbo CiHToH Xicnanis, C.J1., Onst BTOPUHHOrO nakyBaHHs Posi ®apma IHgacTtpian
HarnoBHEHOMY Icnais; Cepsices, C.A., Bia KomnnioteHce 140, Ankana ge
wnpuuy B 6nicTepi; BUPOBHMLTBO, XeHapec 28805 Magpig, Icnanis.
no 28, 30 ta 90 nakyBaHHs, KOHTPOIb
(3x30) 6nicTtepis B SIKOCTI:
KapTOHHIN kopobLi Pogi ®apma IngacTpian
Cepsices, C.A,, IcnaHisi;
BMPOGHMLTBO,
nakyBaHHs:
CiHToH Yuni NToa.,
Yuni;
KoHTponb sKocTi
(mikpobionoriuHuin):
Bakrtivm B.B.,
HigepnaHau;
BTOPWHHE NaKyBaHHS:
Pogi ®apma IngacTpian
Cepsices, C.A., Icnanis
18. | AOUETAKCEN | koHueHTpaT ans Akkopa Benuka BMPOGHMLTBO, KOHTPOIb Inpis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu | 3a UA/17408/01/01
AKKOPO PO34MHY AN iHAY3iN, Xenckea BpuTtaHisa AKOCTi, NEepBUHHE Ta Monbwa/ TMny - 3MiHK 3 gKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y | peyernmom
20 mr/mn, no 1 mn (20 Nimiteq BTOPWHHE NaKyBaHHS: YropuuHa/ BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
Mmr) a6o 4 mn (80 mr) IHTac ®apmacstoTikanc ManbTta/ BUNYCKY Cepii Ta KOHTPOMIO SAKOCTi FOTOBOrO NiKapCbKoro
abo 8 mn (160 mr) y Nimiten, IHAais; Typeuunna/ 3acoby (3amiHa abo AofaBaHHs AiNbHULI, Ha AKin
dnakoHax, no 1 IHTac PapmachktoTikanc Benuka 3iNCHIOETECHA KOHTPOMb/BUNPOOYBaHHSA cepii) -
rakoHy B KapTOHHIW Nimiten, IHAis; BpuTaHis [0AaBaHHS AiNbHULi 3 KOHTPOMIO AKOCTI cepil

nayui

BTOPWHHE NaKyBaHHS:
Akkopp, Xenckea
Nimiten, Benuka

Bpuranis;
CwuHonTtus lHgacTtpian
Cn.3 0.0., Monblua;
KOHTPOIb SKOCTi cepii:
BeccniHr Xanrepi K.,
YropLwuHa;
dapmagokc Xernckea
Nra., ManbTa;
BUPOGHMLTBO, NEPBUHHE
Ta BTOPVHHE MaKyBaHHS:

®APMABAIJIA Nta. MikpobionoriuHa naboparopis,
YropwwuHa/PHARMAVALID Ltd. Microbiological
Laboratory, Hungary
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Otko Inak CaH. Be Tigx.
A.C., TypeyuuHa;
BignosiganbHui 3a
BWMNYCK cepil:
Akkopa Xenckea
Nimiten, Benuka
BputaHis;
KoHTponb sikocTi cepii:
SAPMABANIA Nra.
MikpobionoriyHa
naboparopisi, YropLiuHa
19. | EBPAHTUN Kancynm AciHo ®apma LLseviuapi Takena 'M6X, micue Himeyumna BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:amiHm | 3a UA/9943/01/01
NPOJIOHrOBaHOI Aji Al A BMPOBHMLTBA TMNYy - 3MiHK Woao 6e3nekun/edeKkTMBHOCTI Ta peuenmom
TBepai no 30 mr; no OpaHieHbypr dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHeHMX
50 abo no 100 kancyn OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
y dnakoHi; no 1 y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
NakoHy B KApTOHHIV 3MiHa YNOBHOBaXeHOI 0cobw, BiAMOBIAanbLHOI 3a
Kopobui 3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 34iNnCHEHHS
hapmakoHarnsaay (BKMoYar4mn KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
apmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi 0cobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuisa: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXeHOT ocobu,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MiCcLie3Hax0MKEHHS MacTep-anna cmctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
3[iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
20. | EBPAHTUN Kancynm AciHo ®apma LLsenuapi Takepa MM6X, micue HimeuumHa BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | 3a UA/9943/01/02
NPOnOHroBaHoi Aii Al a BUPOGHMLTBA UMYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
TBepai no 60 mr; no OpaHieHbypr dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHeHUX

50 a6bo no 100 kancyn
y dnakoHi; no 1
brakoHy B KapTOHHil
KopobLi

AaHunx nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs
y3aranbHeHWUX AaHUX Npo cucteMy papMakoHarnsay,
3MiHa YNOBHOBaXeHOi 0cobw, BiAMoBiaanbHOI 3a
3[iNCHEeHHS hapmaKoHarnaay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHst
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iICHEHHS
dapmakoHarnsay (BKMoYarun KOHTaKTHI AaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsgy) - 3MmiHa YroBHOBaXeHOi 0cobu
3asiBHMKa, BignosiganbHoi 3a dpapMakoHarnsg.
MponoHoBaHa pepakuisa: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHMX JaHUX YNOBHOBa)XEHOI ocobu,
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Ne
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Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

noceid4yeHHs

BiAMNOBiAanbHOI 3a dpapmakoHarnag. 3MiHa
MicLie3Hax0mKeHHS MacTep-danna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
3[iNCHEHHSA OCHOBHOI AiSiNbHOCTI 3 hapmakoHarnsgy

21.

EBPAHTUN

PO34MH Ans iH ekuin, 5
mr/mn; no 5 mn (25
mr) abo no 10 mn (50
Mr) B amnyni; no 5,
abo no 10, abo no 50
amnyn y KapTOHHil
KopobLi

AciHo ®apma
Al

Lsenuapi
A

EVMKEC M'w6X IMEL,
ABCTpis (KOHTpONb
akocTi (CTepunbHicTb));
Takena ABcTtpist Tm6X,
ABCTpis (BUpOOHMLTBO
3a NMOBHMM LIMKITOM)

ABCTpiq

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3miHm |
MMy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHM o y3aranbHEeHMX
OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHunx Npo cucteMy papMakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobw, BiAMOBIAanbLHOI 3a
34icHeHHs1 dhapMakoHarnagy; KOHTaKTHOI ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMOBHOBaXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsgy (BKoYarum KOHTaKTHI gaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
cbapmakoHarnsigy) - 3MiHa ynoBHOBaXkeHoi ocobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag,.
MponoHoBaHa pepakuisa: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXeHOI ocobu,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MicLie3Hax0MKEHHS MacTep-anna cuctemm
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
3iCHEHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy

3a
peuernmom

UA/9943/02/01

22.

EOAPBI™

Tabnetku no 20 wr;
no 14 Tabnetok y
6nicTepi; no 1, abo no
2, abo no 4 6nictepun
Y KapTOHHIln kopobui

AciHo ®apma
Al

LLiseviLapi
A

Takepa lpnangis Jta,
IpnaHgis (BUpobHMUTBO
3a MOBHWM LMKIOM);
Takepa ®apmachioTikan
Komnati Nimiten, Ocaka
MnaHT, AnoHisa
(BpPOBHMLTBO
Hepo3adacoBaHol
npoaykuii)

Ipnanais/
AnoHis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu |
TMNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
papmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHEHUX
AaHunx nNpo cuctemy dapmakoHarnsgy (BBeAeHHs
y3aranbHeHNUX AaHuUX Npo cucteMy papMakoHarnsay,
3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
34iicHeHHs dhapMakoHarnagy; KOHTaKTHOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
apmakoHarnsaay (BKIOYarun KOHTaKTHI faHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-daina cuctemm
dapmakoHarnsgy) - 3miHa yroBHOBaXXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHMX JaHUX YNOBHOBaXXEHOi ocobu,
BiAMoBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLe3HaxomKeHHs MacTep-gdanna cuctemm
cbapmakoHarnsgy Ta horo Homepa. 3miHa Micus
3[iiCHEHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy

3a
peuernmom

UA/13312/01/01

23.

EOAPBI™

Tabnetku no 40 wmr;

AciHo ®apma

Lsevuapi

Takega lpnaxgia Jl74,

IpnaHgis/

BHECEHHS 3MiH [0 peecTpauinHmMx maTepianis:3aMiHm |

3a

UA/13312/01/02
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

noceid4yeHHs

no 14 Tabnetoky
GnicTepi; no 1, abo no
2, abo no 4 Gnictepun
Y KapTOHHil kopobui

Al

Ipnangis (BMpobHULTBO
3a NMOBHUM LMKITOM);
Takepa ®apmackioTikan
Komnati Jlimitea, Ocaka
MnaHT, AnoHis
(BMPOGHMLTBO
Hepo3dacoBaHoI
npoaykuii)

AnoHis

TUNy - 3MiHW Wwopo 6eanekn/edekTBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHM 4o y3aranbHeHUX
OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
3MiHa ynoBHoOBaXkeHoi ocobu, BignoBigansHoi 3a
3[iCHeHHs hapmakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
ynoBHOBaxeHoI ocobwu, BignosiaansHoi 3a 34iNnCHEeHHS
hapmakoHarnagy (BKMoYarym KOHTaKTHi AaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
apmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi 0cobu
3asBHUKA, BiAMOBIAANbHOI 3a hapMakoHarnsaa.
MponoHoBaHa pepakuisa: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXeHOT ocobu,
BiAMOBiAanbHOI 3a dapmakoHarnag. 3MiHa
MicLie3HaxX0MKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
3[iNCHEHHSA OCHOBHOI AiSNbHOCTI 3 hapmakoHarnsgy

peuenmom

24.

EOAPBI™

Tabnetku no 80 wmr;
no 14 Tabnetok y
6nictepi; no 1, abo no
2, abo no 4 6nictepun
Y KapTOHHIln kopobui

AciHo ®apma
Al

LLiseviuapi
A

Takepa lpnangis Jta,
IpnaHgis (BMpobHMUTBO
3a NOBHMM LMKITOM);
Takepa ®apmachioTikan
Komnati Nimiten, Ocaka
MnaHT, AnoHis
(BpPOBHMLTBO
Hepo3adacoBaHol
npoaykuii)

IpnaHais/
AnoHia

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu |
MMy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHNx
AaHunx nNpo cuctemy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHNX AaHunX Npo cucteMy papMakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobw, BiAMoBiAanbHOI 3a
34iicHeHHs dhapmakoHarnagy; KOHTaKTHOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
bapmakoHarnsgy B YKpaiHi, AKLo BoHa BigMiHHa Big
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsgy (BKNoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y PO3MilLleHHi MacTep-gdainna cuctemm
cbapmakoHarnsigy) - 3MiHa ynoBHOBaXkeHoi 0cobu
3asiBHMKa, BignoBiganeHoi 3a dhapMakoHarnsag.
MponoHoBaHa pepakuisa: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHUX AAaHUX YNOBHOBaXeHOI ocobu,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
MiCLie3HaxX0MKEHHS MacTep-ghanna cmctemm
dapmakoHarnsay Ta noro Homepa. 3MiHa Micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy

3a
peuernmom

UA/13312/01/03

25.

EKBATOP

Tabnetkn, 20 mr/5 mr
no 10 Tabnetok y
GnicTepi; no 1, 3 abo
6 GnicTepiB y
KapTOHHIN yrnakoBLii

BAT "leneoH
PixTep"

YropwuHa

BAT "l'epeoH Pixtep"

YropwuHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:3miHu |
TUMY - BBEAEHHS anbTepHaTUBHOro BMpobHuka AdI
nisuHonpuny pgurigpaty Richter Themis Medicare (1.)
PVT. Ltd. 3 cepTudikaTom BianoBigHOCTi €BpONenchbkin
dapmakonei RO-CEP 2018-223-Rev 00; 3miHu | Tuny -
NONoBHEHHS cneumdikaLii Ha Aoy pevyoBUHY
Ni3NHONPUN AurigpaT NoKasHUKOM «3anuLKoBi

3a
peuernmom

UA/3211/01/03
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Haszea
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[TponoBxeHHs nogaTka 3

n/

JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

26.

EHTEPOXEP

PO3YMHHMKMY Ta BiAMNOBIAHMM METOAOM BUNPOOYBaHHS;
3MiHM | TMNY - 4OMOBHEHHSA cneundikauii Ha nisuHonpun
awvrigpaT nokasHukom "Pd (Palladium)” Ta BignosigHum
MeToaoM BUNPOGYBaHHS;
3MiHW | TUNY - HE3HaYHi 3MiHWM Y MeToAi BUNPobyBaHHS
A®I| 3a nokasHukom «CynyTHi gomiwkn» (gomiwka G);
3MiHM | TURY - 3MiHK Yy cneumndikaLii Ha Aoy peyoBUHY
nisvHoNpun gurigpar 3a NokasHnkoM «CynyTHI AOMILLKN»
(momiwwka G) y 3B’s13Ky i3 3MiHaMu y cneuudikadii €8p.
®apwm. Ta y BignosigHocTi o CEP BupobHuka Richter
Themis Medicare (I.) PVT. Ltd

27.

MIHA®

EHTEPOXEP

MOpOLLOK AN
CycrneHsii opanbHoi;
Ne 10 (2x5): mo 2ry
cawe; no 10 cawe
(koxHi 2 cawe
po3'eaAHYOTLCS
NYHKTUPHOLIO MNiHi€l0) B
KapTOHHIN kopobLi

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

CaHodpi C.p.n.

ITania

BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis: 3MiHu |
Tmny - AQMiHICTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLA NPOBaMKEHHS QiANbHOCTI
BMPOOHWKa/imnopTepa rotoBoro nikapcekoro 3acoby,
BKJTO4aI04M AiNbHULI BUNYCKY cepii abo micue
NpOBEAEHHS KOHTPOJSIIO SKOCTI. (QiANbHICTb, 3a AKY
BignoBigae BUPOGHWK/iIMNopTep, BKIOYaKUM BUMYCK
cepiv) 3miHa Ha3Bu AinbHuli 113 Ta yTouyHeHHs agpecu
BUPOOHMLTBA, 6€3 3MiHM MicLsa BUPOOHMLTBA. 3MiHU
BHECEHO B iHCTPYKLUi0 AN MeANYHOro 3aCTOCYBaHHS Y
po3ainu «BupobHuk» Ta «MicLe3HaxomKkeHHs BUPOOHUKA
Ta agpeca MicLs NPOBaKEeHHs1 MOro AisnbHOCTI» 3
BiANOBIHNMM 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby. BeeaeHHsi 3MiH npoTarom 6-tu
MiCsILiB Micnsi 3aTBEPOXKEHHS; 3MiHM | Tuny -
AamMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo
appecu Micus NpPoBafKeHHs AisnbHOCTI BUPOOHMKa
(Bknoyatoum, 3a HeobXigHOCTI, MicLe NPOBEAEHHSI
KOHTpPOO SIKOCTi), abo BnacHuka mactep-ganna Ha AdI,
abo noctavanbHuka Ad®l/BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
3aCTOCOBYHTbCS Y BUpoOHULTBI AD| (SIKLLO 3a3HaYeHO Y
[OCbE Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudikata
BiANoBiAHOCTI €Bponencokin apmakonei y
3aTBEpAKEHOMY A0Cbke, abo BUPOBOHMKa HOBOT
AOMOMDKHOT PEYOBMHU (SIKLLIO 3a3HaYeHO Y JOChE) - 3MiHa
Ha3Bu BUpobHuka A®I (cymiw cnop nonipe3ancTeHTHoro
wramy Bacillus clausii - 6 x 10°%), 6e3 3miHu Micus
BMPOGHMLTBa (BBEAEHHS 3MiH NPOTAroM 6-Tu MicsALiB
nicns 3aTBepAKEHHS)

6e3
peuenma

UA/4234/03/01

MIHA®
®OPTE

cycrneHsisi oparnbHa;
Ne 10; Ne 20 (10x2):
no 5 mn y cpnakoHi;
no 10 cpnakoHis,
3’eHaHUX Mix coboto
nonieTuneHoBo
nepeMuyKoto, y

kaceTi; no 1 abo 2

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

CaHodgi C.p.n.

ITania

BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
TMny - AQMIHICTpaTVBHI 3MiHW. 3MiHa HaNMeHYBaHHS
Ta/abo agpecu MicLa NPOBAMKEHHS AisANbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKITOYaK0UM AiNbHULi BUNYCKY cepii abo micue
NpoBeAEHHS KOHTPOJSTO SKOCTI. (AiANbHICTb, 3a AKY
BiAnNoBigae BUPOGHWK/iIMNopTep, BKIOYaK4M BUMYCK
cepin). 3miHa HasBm ginbHuui 13 Ta yTouHEeHHst agpecu

6e3
peuenma

UA/15608/01/01
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

KaceTu B KApTOHHIW
KopoOoLi

BMPOGHMLUTBA, 6€3 3MiHW Micus BUpOGHMUTBA. 3MiHK
BHECEHO B iHCTPYKLit0 ANst MEANYHOrO 3aCTOCYBaHHSA
00 HaNMeHyBaHHs Ta MiCLie3Haxo4)KeHHS BUPOBHYKa 3
BiAMOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS YNaKoBKM
nikapcbkoro 3acoby.

BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBepMKeHHSA. 3MiHu | Tuny - AQMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS1 Ta/abo agpecu micus
npoBaXXeHHs AisnbHOCTI BUPOBHMKa (BKMoYakouu, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOIIO SIKOCTi), abo
BrnacHvKa mactep-canna Ha A®l, abo noctavanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTy, L0 3aCTOCOBYIOTLCS Yy BUPOOHMLTBI API (kLo
3a3HayeHo y AOCbE Ha MikapCcbkuii 3acib) 3a BigCyTHOCTI
cepTudikaTa BignosigHocTi €Bponeiicbkin dhapmakonei y
3aTBEPAKEHOMY A0CbE, abo BUPOOHMKA HOBOI
AOMOMDKHOI PEYOBUHU (KO 3a3Ha4YeHo y A0Cbe). 3MiHa
Ha3Bu ginbHuui ans APl (cnopu nonipe3ncTeHTHoro
wramy Bacillus clausii - 4 x 109), 6e3 3MiHM Micus
BUpo6HMUTBA. BBEAEHHSI 3MiH NPOTArom 6-T MicsAuiB
nicns 3aTBEpPAXKEHHS.

28.

EMINEH

PO34MH ANis iH'EKLIN,
0,3 Mr/go3y po3yuvH
ons in'ekuin, 0,3
Mr/go3y; no 2 mn
PO3YMHY Y
nonepeaHL0
HanoBHEHIW py4Li; No
1 nonepenHbO
HaMoBHEHIW py4Lli B
Ty6i; no 1 Ty6i B
KopobLi 3 KapTOHY

MELA AB

LBeuis

MMNo B.B.
(MaHydakTypiHr
MekemxmHr ®apmaka),
HigepnaHnamn (BUpOOHMK,
BignoBigansbHWi 3a
MapKyBaHHs Ta
BTOPUHHY YMaKOBKY);
€podiHc biodpapma
MpopakT TecTiHr, OaHis
(komnaHis, Wwo
BignoBigae 3a
NpoBEeAEHHS KOHTPOMO
akocTi); MEOA ®apma
'm6X enp Ko. KT,
HimeyunHa (BUPOGHMK,
BignoBiganbHWi 3a
BUMYyCK cepii); MepigiaH
Megaikan TekHonoaxwuc,
IHk., CLUA (B1poGHuK
BianoBiganbHWi 3a
BUPOGHULITBO
Hepo3adacoBaHoi
npoaykuii (migrotoska,
acenTuyHa dinbTpauis,
HamnoBHEHHS Ta
ykynopka)); MepigiaH
Megaikan TekHonoaxwuc,
IHK., CLUA (BMPOGHWMK,

HinepnaHg
w/ Oanis/
Himeuuunna/
CWA

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu |
TUMY - 3MiHW, LLO CTOCYIOTLCA Nepeknaay 3aTBepaXkeHnX
MeTogaiB KOHTPOMO SIKOCTi 3 POCINCLKOT MOBU Ha
YKPaiHCbKY;
3MiHu | TUNy - fONoBHEHHS cneumdikauii M3 HoBuM
NOKa3HUKOM SIKOCTi « EHaHTioMepHa uncToTa» 3
Bi4NOBIgHNM METOAOM BUNPOGYBaHHS. 3anponoHOBaHMWM
nimiT < 3,0% y cneumndikadii npu Bunycky ans D-
agpeHaniHy B npenaparti. 3anponoHoBaHUiA NimiT
cneumdikauii Ana TepMiHy npugaTtHocTi ansa D-
agpeHarniHy ctaHoBuTb < 6,0%; 3miHu Il Tuny - OHOBNEHHS
nigpo3ainis 3.2.P.3.4 KoHTPOmb KPUTUYHWUX CTagin i
npomixxHoi npoaykuii, 3.2.P.5.1 Cneundikauis(-i),
3.2.P.5.2 AnanitnyHi meToauku, 3.2.P.5.4 AHani3 cepin,
3.2.P.5.6 O6rpyHTYyBaHHs cneuudikadii. [JJonoBHEHHS
cneuudikauii M3 goaaTKOBUM KOHTPOMEM 3a NOKaHUKOM
«DYHKLiOHANbHICTb: 3axncHa KpuLLKa
(safepin)/BriokyBaHHs (Nepen akTuBauieto) Ta Kpuiuka
ronku/briokyBaHHs (Mmicns aktueadii). 3MiHM BHeCeHO Ha
nigcTasi 3ayBaxkeHb AreHTCTBa 3 peryrnioBaHHs
nikapcbkux 3acobis Ta meguyHux ToBapis (MHRA)
BenukobpuTaHii

3a
peuenmom

UA/14931/01/01




14

[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

BiAnNoBiganbHWi 3a
TEeCTyBaHHSA Ta
komnnekTauito); MMNe
B.B. (MaHydakTypiHr
MekepxnHr ®apmaka),
Higepnanam
(anbTepHaTMBHUIA
BMPOGHMUK,
BigNOBiganbHUNM 3a
MapKyBaHHs Ta
BTOPWHHY YMNaKkoBKY);
POW-OENBTA I'meX
eHp Ko. KI, HimeuunHa
(anbTepHaTMBHUIA
BUPOBHMK,
BiAnoBiganbHWi 3a
MapKyBaHHs Ta
BTOPUHHY YMaKoOBKY);
dapwmJlor dapma
Jorictuk M'mBX,
Himeyunna
(anbTepHaTMBHUIA
BUPOBHMK,
BiANOBiganbHUIM 3a
MapKyBaHHs Ta
BTOPUHHY YNaKOBKY)

29.

EMINEH
IOHIOP

PO34MH ANS iH'EKLN,
0,15 mr/go3y; no 2 mn
PO3YMHY Yy
nonepeaHL0
HanoBHEHIW py4Li; No
1 nonepenHbO
HaMoBHEHIW py4Lli B
Ty6i; no 1 Ty6i B
KopobLi 3 KapTOHY

MEJA AB

LLBeuis

€podiHc Biopapma
MpopakT TecTiHr, OaHis
(komnaHis, Wwo
BignoBigae 3a
NPOBEAEHHSI KOHTPOJIHO
akocTi); MEOA ®apma
'M6X enp Ko. KT,
HimeyunHa (BUPOBHMK,
BignoBigansHWi 3a
BUnNyck cepii); MepigiaH
Mepikan TekHonoaxuc,
IHk., CLUA (BMPOGHWMK,
BiANoBiganbHUI 3a
BUPOOHMLTBO
Hepo3dacoBaHoi
npoaykuii (nigrotoBska,
acenTunyHa dinbTpauis,
HamnoBHEHHS Ta
ynakoBka)); MepigiaH
Megikan TekHonomxuc,
IHk., CLUA (BMPOGHWMK,
BiANOBiganbHUI 3a
TEeCTyBaHHs Ta

HigepnaHg
v/ Oanis/
HimeuumHa/
CLWA

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:aMiHm |
TUMY - 3MiHW, L0 CTOCYIOTLCA Nepeknaay 3aTBepakeHnx
MeTopaiB KOHTPOMIO SIKOCTi 3 POCINCHKOT MOBM Ha
YKpaiHCbKY;
3MiHu | TUNYy - foNoBHEHHSA cneumdikauii M3 HoBuM
NMOKa3HUKOM SIKOCTi « EHaHTiOMepHa uncroTta» 3
BiANOBIAHMM MeToAOM BUNPOOYBaHHSA. 3anponoHOBaHWUIA
nimiT < 3,0% y cneumndikadii npu Bunycky ans D-
agpeHaniHy B npenaparti. 3anponoHoBaHW NiMiT
crneunikauii onsa TepmiHy npuaaTHocTi Ansa D-
agpeHarniHy ctaHoBuTb < 5,0%; 3miHu Il Tuny - OHOBNEHHS
nigpo3ainis 3.2.P.3.4 KoHTponb KpUTUYHUX CTagdin i
npomixxHoi npoaykuii, 3.2.P.5.1 Cneuudikauis(-i),
3.2.P.5.2 AHanitnyHi meToauku, 3.2.P.5.4 AHani3 cepin,
3.2.P.5.6 O6rpyHTyBaHHA cneuudikadii. [lonoBHEHHS
cneuudikauii M3 goaaTkoBUM KOHTpONeM 3a
noka3HUKoM «PyHKLiOHanNbHICTb: 3axvcHa KpuLLKa
(safepin)/bnokyBaHHs (Mepen akTuBauieto) Ta Kpuiuka
ronku/brnokyBaHHs (nicns aktueauii). 3MiH1 BHECEHO Ha
nigcTasi 3ayBaxkeHb AreHTCTBa 3 perynioBaHHs
nikapcbkux 3acobis Ta MegnyHux Tosapis (MHRA)

3a
peuenmom

UA/14932/01/01
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[TponoBxeHHs nogaTka 3

n/

JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

30.

ECNA-

komnnekTadito); MMo
B.B. (MaHnydakTypiHr
MekemxmHr ®apmaka),
Higepnanan
(anbTepHaTMBHUIA
BUPOBHMK,
BignNoBigansbHWi 3a
MapKyBaHHs Ta
BTOPUHHY YMaKoOBKY);

(MaHydakTypiHr
MekemxmHr ®apmaka),
Hinepnanau (BMpobHuUK,
BiAnoBiganbHWi 3a
MapKyBaHHs Ta
BTOPWHHY YMNaKoBKY);
POW-OEJIbTA T'mbX
eHg Ko. KI', HimewunHa
(anbTepHaTUBHUIA
BMPOGHMK,
BigNOBiganbHUIM 3a
MapKyBaHHs Ta
BTOPWHHY YMNaKoBKY);
dapwmllor dapma
JNoricTnk M'm6X,
HimeuunHa
(anbTepHaTUBHUIA

BMPOGHMK,
BignoBiganbHWi 3a
MapKyBaHHs Ta
BTOPWHHY YMaKOBKY)

BenvkobpuTaHii

noceid4yeHHs

BACTUH®

TabneTku, Wo
aucnepryTbes B
POTOBIN MOPOXHUHI NO
10 mr no 10 TabneTtok
y 6nicTepi, no 1
6nictepy B ynakoBuji

Ecnapma
M6X

HimeuumnH
a

dapma BepHirepone
'M6X, HimeuyuunHa;
ApnBaHc ®apma 'M6X,
Himeyumna

Himeyumna

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu |
TMNYy - 3MiHK Woao 6e3nekun/edeKTUBHOCTI Ta

dapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHuX

AaHunx nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs
y3aranbHeHNUX AaHunX Npo cucteMy papMakoHarnsay,
3MiHa YNOBHOBaXeHOI 0cobw, BiAMoBiAanbHOI 3a
3[iNCHEeHHs hapmaKoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iCHEHHS
dapmakoHarnsay (BKoYarumn KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsgy) - 3miHa YroBHOBaXeHOi 0cobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsg.
MponoHoBaHa pepakuisi: Dr. Susanne Becker. 3miHa

KOHTAKTHMX JAHMX YNOBHOBa)XEHOI ocobu,

be3
peuenma

UA/17918/01/01
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

noceid4yeHHs

BiANoBiganbHoi 3a hapMakoHarnsag

31.

ECNA-
BACTUH®

TabneTkn, Wo
OVCNepryTbes B
POTOBIN MOPOXHWHI MO
20 mr no 10 TabneTok
y 6nicTepi, no 1
Gnictepy B ynakoBui

Ecnapma
m6X

HimeyumH
a

dapma BepHirepoge
'M6X, HimeuyuunHa;
AnsaHc ®apma M'M6X,
Himeyumna

HimeyumHa

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3miHm |
MMy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHM o y3aranbHeHMX
OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHunx Npo cucteMmy papmakoHarnsgy,
3MiHa ynoBHoOBaXeHoi ocobu, BignoBigansHoi 3a
3[iNCHeHHs hapmakoHarnsgy; KOHTakTHOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMOBHOBaXEHOi 0CcObM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsagy (BKoYarumn KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-dainna cuctemm
bapmakoHarnsigy) - 3MiHa ynoBHOBaXkeHoi 0cobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMmakoHarnsg.
lMponoHoBaHa pepakuisi: Dr. Susanne Becker. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXEHOi ocobu,
BignoBiganbHOI 3a hapmakoHarnag,

be3
peuenma

UA/17918/01/02

32.

ECMNA-KAPB®

Tabnetkun no 5 mr no
25 TabneTtok y
Gnictepi, no 2 abo no
4 6nictepn y
KapTOHHiI kopobui

Ecnapma
mM6X

Himeuumn
a

ecnapma ®apma
Cepsices 'M6X,
HimeuyumHa (BTOpUHHE
nakyBaHHs); Jlingodapm
'M6X, HimeuunHa
(BpobHuLTBO bulk,
NepBUHHE NakyBaHHS,
BTOPWHHE NaKyBaHHS,
KOHTPOMb AKOCTi, BUNYCK
cepif)

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu |
MMy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHMX
AaHunx nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs
y3aranbHeHNUX AaHuX Npo cucteMy papMakoHarnsgy,
3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
34iicHeHHs1 dhapMakoHarnagy; KOHTaKTHoOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
dapmakoHarnsgy (BKNoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-danna cuctemu
cbapmakoHarnsigy) - 3MiHa ynoBHOBaXkeHoi 0cobu
3asiBHMKa, BignoBiganeHoi 3a dhapMakoHarnsag.
MponoHoBaHa pepakuis: Dr. Susanne Becker. 3miHa
KOHTaKTHUX AaHNX YNOBHOBAaXEHOi ocobu,
BifNOBIganbHoi 3a papMakoHarnag

3a
peuernmom

UA/12191/01/01

33.

ECMNA-KAPBE®

Tabnetku no 10 mr no
25 TabneTok y
GnicTepi, no 2 abo no
4 Gnictepn y
KapTOHHiI kopobLyi

Ecnapma
m6X

HimeuumH
a

ecnapma ®apma
Cepsices 'M6X,
HimeuyumHa (BTOpUHHE
nakyBaHHs); JliHgodapm
'm6X, Himeuuynna
(BpobHMLTBO bulk,
nepBUHHE NakyBaHHS,
BTOPWHHE MNaKyBaHHS,
KOHTPOMb SKOCTi, BUNYCK
cepii)

Himeyunna

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHm |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTMBHOCTI Ta
apmakoHarnsiny. BeegeHHst abo 3miHM o y3aranbHeHUX
[OaHunx nNpo cucteMy papmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHunx Npo cuctemy papmakoHarnagy,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
dhapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yNnoBHOBaXeHoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKNOYaKymM KOHTaKTHI faHi) Ta/abo

3a
peuernmom

UA/12191/01/02
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3MiHW Y PO3MilLleHHi MacTep-gdanna cuctemm
hapmakoHarnsigy) - 3MmiHa yroBHOBaXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
lMponoHoBaHa pepakuisi: Dr. Susanne Becker. 3miHa
KOHTaKTHWX A@HNX YNOBHOBAaXeEHOT 0cobu,
BifNoBiganbHoi 3a papMakoHarnag
34. | ECNA- Tabnetku Ecnapma HimeyumH ApgaHc Papma 'm6X, HimeyvunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/17588/01/01
NMPA30N® racTpopesnCTEHTHI No M6X a HimeuyunHa TMNYy - 3MiHK Wopao 6e3nekn/edeKTnBHOCTI Ta peuenmom
20 mr; no 14 (BUpPOOHMLTBO 3a dapmakoHarnsay. BeegeHHst abo 3miHM [o y3aranbHeHUX
TabneTok B 6nicTepi MOBHUM LMKIIOM); AaHunx nNpo cuctemy dpapmakoHarnagy (BBeAeHHs
(antomiHieBa donbra ecnapma ®apma y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
3 0b6ox 6okiB, abo Cepsices 'M6X, 3MiHa yNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
antoMiHieBa dponbra 3 HimeuyumHa (BTOpUHHE 3[iNCHEeHHs hapmakoHarnaay; KOHTakTHOi ocobu 3
opHoro 6oky Ta naKkyBaHHS) apmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
nniska PVC/PE/PVdC dapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif
3 iHworo), no 1 abo yNoBHOBaXeHoI ocobu, BiAnoBiganbHOI 3a 34iNCHEHHSA
no 2 6nictepu B bapmakoHarnsgy (BKM4ar4m KOHTaKTHI AaHi) Ta/abo
KapTOHHIN ynakoBLj 3MiHM Y pO3MiLLeHHI MacTep-danna cuctemu
bapmakoHarnsigy) - 3MiHa ynoBHOBaXkeHoi ocobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg.
MponoHoBaHa pegakuisi: Dr. Susanne Becker. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXeHOi ocobu,
Bi4NoOBiganbHoiI 3a hapMakoHarnsag
35. | ECNA- Tabnetku Ecnapma HimeuumH ApnsaHc ®apma MM6X, HimeuumHa BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | 3a UA/17588/01/02
NPA30N® racTpope3nCTEHTHI Mo m6X a HimeuunHa TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta peuenmom
40 mr; no 14 (BUpPOBHMLTBO 3a papmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHMX
Tabnetok B GnicTepi NMOBHUM LIUKIIOM); OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
(antomiHieBa donbra ecnapma ®apma y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
3 0b6ox 6okiB, abo Cepsices 'M6X, 3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
antomiHieBa conbra 3 HimeuyumHa (BTOpUHHE 3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
opHoro 6oky Ta nakyBaHHS) apmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
nniska PVC/PE/PVdC dapmakoHarnsgy B YkpaiHi, SKL0 BoHa BigMiHHA Bif
3 iHworo), no 1 abo yNnoBHOBaXeHoI ocobu, BignosiaansHoi 3a 34iNCHEHHS
no 2 6nictepu B bapmakoHarnsgy (BKM4ar4um KOHTaKTHI AaHi) Ta/abo
KapTOHHIN ynakoBLii 3MiHM Y PO3MilLleHHi MacTep-dainna cuctemm
dapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
MponoHoBaHa pepfakuisi: Dr. Susanne Becker. 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXeHOi ocobu,
Bi4NoBiganbHoi 3a papMakoHarnag
36. | EBPO Tabnetku no 10 abo TOB «MIBE YkpaiHa Mi6e MmM6X HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | be3 UA/10827/01/01
UMTPAMOH® 20 TabneTtok y YKPATHA» ApuHaimiTTenb Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenma

Gnictepi; no 1
GnicTepy B KapTOHHIl
navui

tapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHuX
OaHunx npo cucteMy papmakoHarnsgy (BBeAeHHs
y3aranbHeHNUX AaHWUX Npo cucteMy papMakoHarnsay,
3MiHa YNoBHOBaXeHOi ocobw, BiAMoBiganbHoI 3a
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

noceid4yeHHs

30iicCHeHHs1 hapmakoHarnsay; KOHTaKkTHOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnsagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
yNoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
hapmakoHarnagy (BKMoYaryy KOHTaKTHi AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-tanna cuctemm
hapmakoHarnsigy) - 3MiHa ynoBHoBaxeHoi ocobu
3asBHUKA, BiANOBIAaNbHOI 3a papmakoHarnsag. firoya
penakuisi: Petra Gerecke. MNponoHoBaHa pegakuisi: Hevan
Mapis MNaBniBHa. 3MiHa KOHTaKTHUX AaHNX
YNOBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBIAANbHOI 3a
capmakoHarnsg. 3miHa micus 3giNCHEHHS OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsagy. 3MiHa
MicLie3Hax0MKEHHS MacTep-danna cuctemm
dapmakoHarnagy Ta noro Homepa; 3miHa 3asiBHUKa
(BnacHuka peecTpauinHOro NocBiAYeHHS) (3rigHO Haka3sy
MOS Big 23.07.2015 Ne 460)

37.

IBYNPO®EH
ANKANoIn

cycneHsisa ans
nepoparbHOro
3acTtocyBaHHs, 100
Mr/5 mn; no 100 mn y
cdnakoHi, no 1
dnakoHy B nayui

AJTKANOIN,
ALl Ckon’e

Pecnybnik

a lNiBHivyHa

MakenoHi
A

AIKANOIQ Al Ckor’e

Pecnybnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH O peecTpauiMHuX maTepianis: 3amiHa
3asBHUKA (BracHUKa peecTpaLinHOro NocBig4YeHHS)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). 3miHu | Tuny
- 3MiHN Wwono G6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHnx
AaHux nNpo cucteMy dpapmakoHarnagy (BBedeHHs
y3aranbHeHNX AaHunX Npo cucteMy papMakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobw, BiAMoBiAanbHOI 3a
34iicHeHHs1 dhapMakoHarnagy; KOHTaKTHOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
bapmakoHarnsigy B YKpaiHi, AKLo BoHa BiAMiHHA Bif
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy (BKNoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y PO3MilLleHHi MacTep-gdainna cuctemm
apmakoHarnsgy). 3mMiHa ynoBHOBaXXeHOi 0cobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnag. Hitova
pepakuisi: battanosa Pumma IropisHa. MNponoHoBaHa
pepakuia: Ace Kuzmanovski, MD. 3MiHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHOi ocobu, BianosigansHoi 3a
capmakoHarnsg. BBegeHHs KOHTaKTHOT 0CoOU 3asBHMKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi.
MponoHoBaHa peaakuis: 'pyaHuUbkMI Irop
BonoavmupoBuy. BBeOEHHSI KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu 3asiBHUKA, BianosigansHoi 3a
papmakoHarnsig B YkpaiHi. 3miHa MicLue3HaxomKeHHs!
macTtep-darina cuctemm papmakoHarnsgy Ta 1noro
HoMmepa. 3MmiHa Micus 34iNCHEHHS OCHOBHOIT AisiNbHOCTI 3
apmakoHarnsgy. 3minu | Tuny - AaMiHicTpaTUBHI 3MiHW.
3MiHa HasBu nikapcbkoro 3acoby. 3MiHa Ha3Bu
nikapcbkoro 3acoby: 3atsepmkero: ®OPIN KIAC.
3anponoHosaHo: IBYMPO®EH ANKANOIA.
BBEAEHHS 3MiH NPOTArom 6-Tu MicauiB nicns

6e3
peuenma

UA/18564/01/01




[TponoBxeHHs nogaTka 3

Mr), abo no 15 mn
(300 mr) y cknsiHomy
cdnakoHi; no 1
dnakoHy B nayui

3aXMCHOI NNiBKK
(onuioHanbHO),
KOHTponb/BUNpobyBaHH
A cepil Ta 3a BUNYCK
cepii:

Mepak NesenbadT
drop KniHiwe
LLneuiansnpenapate
MG6X, HimeuunHa;
BupobHuk, Lo
Bignosigae 3a
BUPOGHMLTBO
nikapcbKoro 3acoby,
nepBUHHE NaKyBaHHS,
MapKyBaHHS NepBUHHOT
yMNaKoBKWU, BTOPUHHE
nakyBaHHs,
KOHTpOnb/BUNpobyBaHH
A cepil:
OnkoTek ®apma
MpopakwH M6X,
HimeuuuHa;
BupobHuk, Lo
BignoBigae 3a
MapKyBaHHS Ta
BTOPVHHE NaKyBaHHS,
HaHeCEeHHSs 3aXUCHOT
nniBkK (ONuioHanbHo):
Meg-IKC-Tpecc M'M6X,

HimeuunHa

Irinotecan); 3anponoHoBaHo: March 29, 2016 of
Irinotecan); 3amiHn | Tuny - 3miHu 3 skocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneumdikauini Ta/abo
OOMyCTUMUX MEX, BU3HAYEHUX y crieundikauisx Ha AdI,
abo BMXigHWI/NPOMIXXHWIA NpoayKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuytea AdI
(3BY>KEHHSI JONYCTUMUX MEX, BUSHAYEHMX Y
cneumdikauii) - 3BY>XEHHSI AONYCTUMUXK MEX, BUSHAYEHUX
y cneuudikaui AP| (ans BupobHuka Fermion Oy) 3a
nokasHukom «BmicT Bogn» (3aTBepmkeHo: 6,5-9,5% oo
7,0-9,0%) npuBegeHo no sBumor USP Ta BHeCeHHst
pPeaakuinHMX NpaBoK Y TecTi «[ paHWYHMIN BMICT JOMILLIOK»
y konoHui «Limit» Ta «Reference» 3rigHo 3aTBEpOXEHIN
cneuudikauii BupobHukis Fermion Oy, Laurus Labs.
3.2.S.4.1 Specifications; 3miHn | Tuny - AgmiHICTpaTUBHI
3MiHW. Buny4eHHs BUpOOHWYOT AinbHULI (BKITIOYatoun
ainbHuLi ans AdDI, npomixxHoro npogykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULi AN NPOBEeAEHHS
nakyBaHHsi, BUPOOHWMKa, BiANOBiAanNbHOro 3a BUMyCK
cepiii, Micue NpoBeAeHHs! KOHTPOro cepii) abo
nocTavarnbHuKa BUXiGHOTO maTtepiany, peareHty abo
[OMNOMIXKHOI pe4OBUHU (SKLLO 3a3HaYeHO y [OChE) -
BUIyYeHHS1 BUPOGHMYOI AinbHuLi A®I BUpoGHuka Laurus
Labs Private Limited Plot No.DS1, IKP Knowledge Park
Turkapally, Shameerpet (MD) Ranga Reddy (Dt)
Hyderabad-500 078, Andhra Pradesh, India; amitu | Trny
- 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y
BMPOGHMLTBI. 3MiHM y NpoLieci BUPOOHULITBa FOTOBOrO
nikapcbKoro 3acoby, BKMHOYa0YM MPOMIKHUIA NPOAYKT, LLO
3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
3aco0y (iHwi 3miHK) - BNpoBa[KeHHS [OAaTKOBOI cTagil
BMPOBHNYOro NpoLecy -HaHeCEHHS 3aX1CHOI NNIBKU Ha
dnakoH (onuioHanbHO) Ha cTagil BTOPUHHOIO NaKyBaHHS
ONs 3aTBEPKEHOro BUPOOHMKA; 3MiHN | Tuny - 3MiHM 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLITBI.
3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTAHOBIEHMX Y cneumdikauisx, nig yac BUpobHMuTBa
roTOBOrO MikapcbKoro 3acoby (iHLi 3MiHW) - 3MiHK Y
cneundikauii nig yac BupobHuuTtea 113, a came
[O[aBaHHs TECTY «MPSAMOro MOTOKy» SIK TPETbOro MeEToay
BUNpobyBaHb Ansi NepeEBIpKM LiniCHOCTI inbTpa; 3MiHu |

Tu1ny - 3MiHM 3 AKOCTi. [0TOBWI NiKapCbKWiA 3acib. 3MiHM y

19
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3aTBEPAXKEHHS.
38. | IPUHOTEKAH KOHLeHTpaT 4ns Mepak HimeyumH Bupo6HuK, wo Himeyumna BHECEHHS 3MiH O peecTpauiiHuXx maTtepianis: 3miHu | 3a UA/11702/01/01
MEOAK NPUroTyBaHHs! esenbadT a Bianosigae 3a T1ny - 3MiHn 3 skocTi. A®l. BupobHmuTBo. 3miHn B peuenmom

PO34MHY ANS iHY3iN, drop KniHiwe MapKyBaHHSI NePBUHHOIT npoueci BupobHuutea A®| (HeaHavyHa 3MiHa y 3aKkpuTii

20 mr/mn no 2 mn (40 LLneuiansnpe yNaKkoBKWU, BTOPUHHE yacTuHi mactep-carina Ha ADI) - oHoBneHHs ASMF

mr), abo no 5 mn (100 napate M6X nakyBaHHs!, HAHECEHHS (3akpuTa YacTuHa) Big 3aTBEpAXEHOro BUPOBHMKa

Fermion Oy (3atBepaxeHo: March 13, 2015 of
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BMPOGHMLTBI. 3aMiHa abo BBeAEHHS 404ATKOBOI AiNbHULI
BMPOOHMLTBA ANs YacTUHM abo BCbOro BUPOGHMYOro
npoLecy rotoBoro nikapcbkoro 3acoby (AinbHUUA ANs
BTOPUHHOTO NaKyBaHHS1) - BBEAEHHS AOAATKOBOI AiNbHUL
Ansi BTOpUHHOTrO nakyBaHHs-Mea-IKC-TMpecc MvbX,
HimeuumHa, Wwo BKkNovae HOBY CTafit0 BUPOOHNYOro
npouecy-HaHEeCeHHs 3aXUCHOI NMiBKN Ha PrakoH
(onuioHanbHo)
39. | ITOMEO® TabneTkn, BKpUTI NMPO.MEL.LIC Yecbka BUPOBHMLUTBO 3a NOBHUM Yecbka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHN | 3a UA/11446/01/01
NniBKOBOO Mpara a.c. Pecny6nik LIMKITOM: Pecny6nika | Tvny - 3miHn 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK Y | peuenmom
obornoHkoto, no 50 mr; a MPO.ME[.LIC MNpara / BMPOBHMUTBI. 3MiHa iMmopTepa/3miHK, WO CTOCYOTLCS
no 20 Tabnetok y a.c., Yecbka CnoBaubka BUNYCKY Cepii Ta KOHTPOMIO AKOCTi FOTOBOrO NiKapCbKoro
GnicTepi, no 2 abo 5 Pecny6bnika; Pecny6nika 3acoby (3amiHa abo AofaBaHHs AinbHULI, Ha AKiN
GnicTepiB y KApTOHHIW BMPOBHMLTBO, NEPBUHHE 3INCHIOETLCSA KOHTPOMb/BMNPOGYBaHHSA cepii) -
kopobui abo no 15 i BTOPUHHE NaKyBaHHS: [o4aBaHHA OinbHULI BiANOBIAANbHOI 3@ KOHTPOSb SKOCTI:
Tabnetok y 6nictepi, XBM ®apwma c.p.o., AJIC Yecbka Pecnybnika, c.p.o., MNogebpaacbka 540/26,
no 1 6nictepy y Cnoaubka Pecny6nika; Mpara 9, 19000, Yecbka Pecny6bnika/ ALS Czech
KapTOHHIl kopobui nepBUHHE | BTOPUHHE Republic, s.r.o. Podebradska 540/26, Prague 9, 19000
nakyBaHHs: Czech Republic; 3amiHm | Tvny - 3miHn 3 AkocTi. FloToBuUiA
KOO®PAPMA c.p.o., nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3MiHa
Yecbka Pecny6nika; iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOMb SIKOCTI: KOHTPOIIO SIKOCTi FOTOBOrO nikapcbKkoro 3acoby (3amiHa
AJNC Yecbka abo goaaBaHHS AiNbHULI, Ha SAKi 30iINCHIOETLCS
Pecny6nika, c.p.o., KOHTpOnb/BUNpobyBaHHS cepii) - foaaBaHHs QinbHULI
Yecbka Pecny6bnika BiAMOBiAanbHOi 3a KOHTponb skocTi: AJIC Yecbka
Pecny6nika, c.p.o., Ha Mapdge 336/9, MNpara 9 —
Bucouanu, 19000, Yecbka Pecnybnika/ ALS Czech
Republic, s.r.o. NaHarfe 336/9, Prague 9- Vysocany
19000 Czech Republic
40. | KAnbuUIX -A3 TabneTku xxyBarnbHi; AciHo ®apma LLsenuapi Takepna AC Hopseris BHECEHHS! 3MiH 10 peecTpauiiH1X maTepianis:3miHu | be3 UA/10610/01/01
HIKOMEL 3 no 30 ab6o no 100 Al a TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta peuenma
M'ATHUAM TabneTok y prakoHi; hapmakoHarnsgy. BeegeHHs abo 3MiHW f0 y3aranbHeHUx
CMAKOM no 1 conakoHy B AaHux npo cuctemy dapmakoHarnagy (BBeAeHHs

KapTOHHiI kopobLyi

y3aranbHeHVX AaHnx Npo cuctemy phapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu, BiAMoBiAanbHOI 3a
3[iCHeHHs hapmakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSsI
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
yNnoBHOBaXeHOoI ocobu, BignosiaansHoOi 3a 3aiNCHEHHS
apmakoHarnsaay (BKIOYarun KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsgy) - 3miHa yroBHOBaXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a dhapMakoHarnsag.
MponoHoBaHa pepakuisa: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXeHOT ocobu,
BiAMoBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MiCLie3HaxX0MKEHHS MacTep-channa cmctemm
dapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

3[iNCHEHHSA OCHOBHOI AiiNbHOCTI 3 hapmakoHarnsgy

41.

KAnNbLUIn -A3
HIKOMEL
®OPTE

TabneTku xyBanbHi
no 30, abo 60, abo
120 Tabnetok y
cdnakoHi; no 1
bnakoHy B KapTOHHIW
KopoOoLi

AciHo ®apma
Al

Lsenuapi
A

Takena AC

Hopserisa

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3miHu |
MMy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHM o y3aranbHEeHUX
OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHunx Npo cucteMmy papmakoHarnsgy,
3MiHa ynoBHoOBaXeHoi ocobu, BignoBigansHoi 3a
3[iNCHeHHs hapmakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANns 30iNCHEHHs
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMOBHOBaXEHOi 0CcObM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsagy (BKoYarumn KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
bapmakoHarnsigy) - 3MiHa ynoBHOBaXkeHoi 0cobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag,.
MponoHoBaHa pepakuisa: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHNX AAaHUX YNOBHOBaXeHOI ocobu,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MicLie3Hax0MKEHHS MacTep-anna cuctemm
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
3iiCHEHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy

be3
peuenma

UA/3541/01/02

42.

KANbUInN-A3
HIKOMEL
KOM®OPTE

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 30
abo no 60, abo no 90
TabneTok y prakoHi;
no 1 dnakoHy B
KapTOHHIN kopobLyi

AciHo ®apma
Al

LLiseviLapi
A

AciHo EcToHis OY,
EcToHisi (nepBuHHe Ta
BTOPWHHE NaKyBaHHs1);

Takena T'M6X, micue
BUPOGHMLTBA
OpaHieHbypr,

HimeuunHa
(BUpPOGHMLTBO 3a
NMOBHUM LIMKIIOM);
Takena Papma AC,

[aHis (go3sin Ha BuUNyck

cepii)

EcToHis/
Himeuuunna/
LaHia

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu |
UMYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHM 4o y3aranbHeHUX
AaHunx nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs
y3aranbHeHNUX AaHunX Npo cucteMy papMakoHarnsay,
3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
34iicHeHHs1 hapMakoHarnagy; KOHTaKTHOi ocobu 3
dapMakoHarnagy 3asiBHUKa Ans 34iNCHEHHs!
hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
dapmakoHarnsay (BKNoYarum KOHTaKTHI gaHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-dainna cuctemu
cbapmakoHarnsigy) - 3MiHa ynoBHOBaXkeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHMX JaHWX YNOBHOBaXXeHOi ocobu,
BignoBiganbHoi 3a hapmakoHarnag. 3miHa
MicLe3HaxomKeHHs MacTep-gdanna cuctemm
dapmakoHarnsay Ta noro Homepa. 3MiHa Micus
3[iNCHEHHS OCHOBHOI AiSiNbHOCTI 3 hapmakoHarnsgy

be3
peuyenma

UA/12921/01/01

43.

KANbUIn-A3
HIKOMEQ
OCTEO®OPT
E

TabneTky XyBanbHi,
no 30 abo no 60, abo
no 90 TabneTtok y
dnakoHi; no 1

AciHo ®apma
Al

LLisewuapi
a

Takena AC

Hopseris

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTMBHOCTI Ta
chapmakoHarnsgy. BeeaeHHs abo 3MiHW A0 y3aranbHeHux
[AaHux npo cuctemy dapmakoHarnsagy (BBegeHHs

6e3
peuenma

UA/12922/01/01
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
naKkoHy B KApTOHHIN y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
KopobLi 3MiHa ynoBHOBaxeHo! 0cobu, BignoBsiaanbHoi 3a
3[iCHeHHs hapmakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHsI
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
ynoBHOBaxeHoI ocobw, BignosiaansHoi 3a 34iNnCHeHHS
hapmakoHarnagy (BKMoYarym KOHTaKTHi AaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-danna cuctemm
dapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuisa: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXeHOT ocobu,
BiAMOBiAanbHOI 3a dapmakoHarnag. 3MiHa
MicLie3Hax0MKEHHS MacTep-danna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
3[4iiCHEHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy
44. | KANEBICTA TabneTkn, BKpUTI Mictpan AHrniga Pewmegika Ilta Kinp BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a UA/17936/01/01
NNiBKOBOK Kenitan TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
obonoxkoto, no 150 MeHegXmeHT Ta/abo agpecu 3asiBHUKA (BNacHWKa peecTpauinHoro
mr no 10 TabneTok y NimiTeq noceigyeHHs) 3miHa agpecu 3asiBHUKa
Gnictepi; no 6
bnictepis B nayui 3
KapTOHY
45. | KANEBICTA TabneTkn, BKpUTI Mictpan AHrnis Pewmegika Iltg Kinp BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3minu | 3a UA/17936/01/02
NniBKOBOO Kenitan Tuny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
o6onoHkot, no 500 MeHepXmeHT Ta/abo agpecw 3asiBHVKa (BnacHWKa peecTpauiiHoro
Mmr no 10 TabneTok y Nimiten noceigyeHHs1) 3miHa agpecu 3asiBHUKa
Gnictepi; no 12
GnicTepiB B nayui 3
KapTOHY
46. | KAPOIOMAIHI | Tabnetku, BkpuTi AciHo ®apma LLisenuapi Takepa MM6X, micue Himeuumna/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu | Ne 30 - 6e3 UA/10141/01/01
n NNiBKOBOK Al a BUPOGHMLTBA LaHia UMYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma;
o6onoHkoto, no 75 mr; OpaHieHbypr, bapmakoHarnsigy. BeegeHHst abo 3miHu o ysaranbHeHux |Ne 100 — 3a
no 30 abo no 100 HimeyunHa AaHunx npo cmuctemy chapmakoHarnsagy (BBeaeHHs peuyenmom

TabneTok y prakoHi;
no 1 dnakoHy y
KapTOHHiI kopobLyi

(BUpPOBOHMLTBO 3a
NMOBHUM LIUKIIOM);
Takepa ®apma A/C,
OaHis (BUpobHULTBO
Hepo3dacoBaHol
npoAayKuii)

y3aranbHeHNUX AaHunX Npo cucteMy papMakoHarnsay,
3MiHa ynoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
3[iNCHEeHHS hapmaKoHarnaay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHst
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0CO0M, BiANOBIAaNbHOI 3@ 34iICHEHHS
dapmakoHarnsay (BKoYar4n KOHTaKTHI faHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-daina cuctemum
dapmakoHarnsgy) - 3MmiHa YroBHOBaXeHOi 0cobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsg.
MponoHoBaHa pepakuis: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHMX JaHWX YNOBHOBaXXeEHOi ocobu,
BigNoBiganbHoi 3a dhapmakoHarnag. 3MiHa
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
MicLie3Hax0MKeHHS MacTep-anna cuctemm
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy
47. | KETO nntocC LwammnyHb no 60 mn "mexnmapk IHAisA neHmapk IHAisA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | bes UA/10142/01/01
abo no 150 mny dapmacbloThK dapmacbioTukana Jitg. TUMY - 3MiHW 3 SKOCTi. [0TOBMI nikapcbkui 3acib. peuenma
cdnakoHi; no 1 ans JlTa. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
rakoHy B KapTOHHIW MeToax BUNPOOYyBaHHS rOTOBOIO fikapcbKoro 3acoby
KopooLi (He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax
BUNpobyBaHHs) - 3MiHW 40 MeToAIB KOHTponto aKocTi M3
3a MokasHMKoM «B'askicTb», 30kpema 3amiHa
Bucko3nmeTpa bpykdineaa (LVT-mogens) Ha HOBY
Mozenb BUcko3umeTp bpykdinbaa (mogens DV-II +Pro)
48. | KIOBII PO34MH ANS iHDY3in Bakctep Al ABCTpis BakcanTta bengxiym Benbria/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/16884/01/01
100 mr/mn, no 10 mn MaHydekTypiHr CA, ABcCTpia TUMY - 3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuit 3acib. peuenmom
(1 r/10 mn) abo no 25 Benbris (BMpobHULTBO, CucTtemMa koHTelnHep/3akynoptoBanbHuUiA 3aci6. 3miHa
M (2,5 r/25 mn), abo nepBrvHHE Ta BTOPUHHE dopmn abo po3mipy KOHTEHepa Y1 3aKynoptoBarbHOro
no 50 mn (5 r/50 mn), nakyBaHHsi, KOHTPOIb 3acoby (NepBUHHOI yNakoBKM) (CTEPWIbHI NikapcbkKi
abo no 100 mn (10 akocTi [T13, Bunyck 3acobu) - JogaBaHHs anbTepHATUBHOI NEPBUHHOI
r/100 mn), abo no 200 cepii); bakctep AT, YMaKoBKW Arlsi rOTOBOro Mikapcbkoro 3acoby, a came
mn (20 r/200 mn), abo ABCTpis (KOHTpOINb cdnakoHa o6’emom 100 mn 3 fiameTpom roprioBuHN 32
no 300 mn (30 r/300 akocTi [T13) Mm. 3anponoHoBaHo: ®nakoH 100 mn 3 roprnosuHoto 20
Mn) y cpriakoni; mo 1 Mm. dnakoH 100 mn 3 ropnosuHoto 32 mM. Pepakuiiini
dnakoHy B kopobui 3MiHu go posginy 3.2.P.7. TepmiH BBe4eHHS 3MiH -
nNpoTSArom 6 MicsiLiB nicns 3aTBepaKeHHS
49. | KCANONTUK Kpanni OYHi, PO34uH, dPapmaueBTUy MonbLa TaexyH ®APM. Ko. Ilta, Kopes/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3minu || 3a UA/13410/01/01
50 mkr/mn; no 2,5 mn HW 3aBog Kopes (BMpoGHUMLTBO Monbwa TMNy - 3MiHK y npoueci BupobHuuTea 113 BHacnigok peuenmom
y dnakoHi 3 "MOJIb®APM N3, nepBuHHe BBEJEHHS HOBOTO Npunagy HanoBHEHHS. 3MiHy
KpanenbHuueto; no 1 A" C.A. nakyBaHHS, KOHTPOMb 3anpornoHOBaHO 3 METOK YAOCKOHANEeHHs npouecy
dnakoHy 3 AIKOCTi); BMPOGHMLTBA, a TakoX Asi 36iNbLUeHHS KiNbKOCTi
KpanenbHuLUero B dapmaueBTUYHUA HanoBHEHHS ¢orakoHiB 3a 1 xB. MpuHLUMN BUpobHULITBA
KapTOHHI kopobLyi 3asog "Monbdapma” 3anuwaeTbcs 6e3 3MiH
C.A,, MNMonbla
(BTOpPWMHHE NaKyBaHHS,
KOHTporb sikocTi 113 Ta
BUMYCK cepii)
50. | NTEBOMEHTO NOpOLLIOK TOB "®K YkpaiHa Apopa Apomarikc MNBT. IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHa - UA/16167/01/01
n KpucTaniyHum "BIOTEK" INro. 3asBHUKa (BracHUKa peecTpaLiniHoOro NocBig4YeHHs)
(cybeTaHuis) y (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
NoABINHNX
nonieTUneHoBnx
Milkax ons
hapmMaLEeBTUHHOIO
3aCTOCYBaHHS
51. | MINOIKA TabneTku, BKPUTI MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHMX MaTepianis: 3MiHu | 3a UA/17024/02/02
NniBKOBO "®apmaueBTn dipma "OapHuug" Tuny - 3MiHM 3 sKocTi. [0TOBMI NikapcbKui 3acib. peuyenmom
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
o6onoHkoto, no 600 YyHa dipma CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
mr; no 10 TabneTtok y "OapHuus” 36epiraHHs roTOBOrO NikapCbkoro 3acoby (36inbLUeHHS
KOHTYPHI YapyHKOBIW TepMiHy NpMAATHOCTI FOTOBOrO Nikapcbkoro 3acoby) - Ans
ynakosui, no 3 TOProBoOi YNakoBKM (NiATBEPAKYETLCA AaHUMKN pearnibHOro
KOHTYPHI YapyHKOBI yacy) - 36inbLUeHHsI TepMiHY NPUAATHOCTI FOTOBOrO
yNaKoBKW B MayLi nikapcbkoro 3acoby 3 1 poky go 1,5 pokis Ans Toproeoi
ynakoBKu. 3MiHN BHECEHO B IHCTPYKLIiIO ANs MEAUYHOTO
3aCTOCYBaHHS nikapcbkoro 3acoby y po3ain «TepmiH
npuaaTHOCTI». BBeAeHHst 3MiH NpoTarom 6-Tn micsiuiB
nicns 3aTBepAXXEeHHs!
52. | NINOIKA TabneTkn, BKpUTI MpAT Ykpaina MpAT "®apmaueBTnyHa Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | 3a
NniBKOBOK "®apmaueBTu dipma "dapHuuga" Tuny - 3MiHM 3 sikocCTi. [O0TOBWMI Nikapcbkuii 3acib. peuenmom
obornoHkoto, no 300 YyHa dipma CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo ymosax
mr; no 10 TabneTok y "OapHuus” 36epiraHHsi roTOBOro Mikapcbkoro 3acoby (36inblUeHHs
KOHTYPHIV YapyHKOBIW TepMiHy NpMAATHOCTI FOTOBOrO Nikapcbkoro 3acoby) - Ans
ynakosui, no 3 TOProBOi YNaKkoBKM (NiATBEPAKYETLCA AaHMMKN pearnbHOro
KOHTYPHi YapyHKOBI yacy) - 36inbLUeHHs TepMiHy NpuAaTHOCTi FOTOBOrO
yrnakoBKW B nayui nikapcbkoro 3acoby 3 1 poky go 1,5 pokis Ans Toprosoi
ynakoBKW. 3MiHN BHECEHO B IHCTPYKLIiIO ANs MEAUYHOTOo
3acTOoCyBaHHS NikapcbKoro 3acoby y pos3ain «TepmiH
npuaaTHoCTI». BBeaeHHsS 3MiH NpoTarom 6-Tu Micauis
nicnsa 3aTBepAXXEHHs!
53. | NIPA® TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a UA/13370/03/01
NniBKOBOIO Tuny - 3MiHK 3 sikocCTi. [OTOBWMI Nikapcbkuii 3acib. peuenmom
obornoHkoto, no 500 CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo ymosax
Mmr no 10 TabneTok y 36epiraHHs roToBOro Nikapcbkoro 3acoby (36inbLIeHHs
GnicTepi; no 3 TepMiHy NpMAATHOCTI FOTOBOrO Nikapcbkoro 3acoby) - Ans
Gnictepu B nayui 3 TOProBOi YNaKkoBKu (NiATBEPAKYETECA AaHUMWN pearnbHOro
KapTOHY Yacy) 36inbLUeHHs TepMiHy NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby. 3aTBepaxeHo: 2 PoKW.
3anponoHoBaHo: 3 poku. BBeaeHHS 3MiH NpoTarom 6-Tu
MicsiLiB micnsi 3aTBEpOXKEHHS.
54. | NO3APTAH- TabneTku, BKpUTI TOB «TeBa YkpaiHa AT dapmaueBTUYHUI YropuuHa/ BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3minu | 3a UA/16398/01/01
TEBA NniBKOBOO YkpaiHa» 3aBof TEBA, YropwuHa; Icnanis TMny - 3MiHK 3 gKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y | peuyernmom

obonoHkot, no 12,5
Mr; no 10 TabneTtok y
Bnictepi no 3
GnicTepu y KapTOHHil
KopoOGLi

Tesa ®apma C.J1Y.,
Icnanis

BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUNYCKY Cepii Ta KOHTPOMIO SAKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo goaaBaHHA AiNbHWLI, Ha SKin
30iNCHIOETBCS KOHTPOMb/BUNPOGYBaHHS cepii) BBeaeHHs
[04aTKOBOI AiNbHUL, LLIO BiagMNoOBigae 3a
KOHTpONb/BUNPoByBaHHS cepii AN roToBOro nikapcbkoro
3acoby — Tesa ®apma C.J1.Y., IcnaHis. 3miHu | Tuny -
3MmiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOOHMLTBA NS YaCcTUHM abo BCbOro BUPOGHMYOro
npoLiecy roToBOro fikapcbkoro 3acoby (AinbHUUSA, Ha Kl
npoBoasTbCsa byab-ski BUPOOHWYI CTagii, 32 BUHATKOM
BUNYCKY Cepii, KOHTPOIO SKOCTi, MEPBMHHOMO Ta
BTOPWHHOIO NakyBaHHS, 4151 HECTEPUNbHUX NiKapCbKUX
3acobiB) BBegeHHst 4oaaTKoBOI AinbHULI, LU0 Bignosigae




25 [TponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3a BUPOBHULITBO HEPO3(hacoBaHOro NpoaykTy — Tesa

dapma C.JLY., Icnanis. 3miHn | Tuny - 3miHn 3 aKocTi.
[oToBWI Nikapcbkui 3aci6. 3MiHKM y BUpOOHMUTBI. 3MiHa
po3mipy cepii (Bkrovao4umn giana3oH po3Mipy cepii)
roTOBOroO fnikapcbkoro 3acoby (36inbLweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEpOXeHVM po3MipoM) BBeaeHHst
nopaTtkoBoro(36inbLueHoro) poamipy cepii J13 ans HoBoro
BMpobHuka Tesa ®apma C.J1.Y., IcnaHia. 3atBepaxeHo:
2000000 Tabnetok (100 kr rotoBoi cymiwi) ana 12,5 wr,
1000000 Tabnetok (100 kr roToBoi cymiwli) ans 25 wmr,
500000 Tabnetok (200 kr roToBoi cymiLui) aéo 1000000
TabneTtok (100 kr roToBoi cymiwi) ans 50 mr, 2500000
Tabnetok (400 kr rotoBoi cymiwi) abo 1000000 TabneTok
(100 kr roToBoi cymilwi) ana 100 mr; 3anponoHoBaHo:
6000000 Tabnetok (300 kr roToBoi cymiLwui) ansa 12,5 wr,
5000000 Tabnetok (500 kr roToBoi cymilwi) ansi 25 wmr,
2500000 Tabnetok (500 kr rotosoi cymiwi) ana 50 mr ta
12500000 Tabnetok (500 kr rotoBoi cymiLui) ans 100
3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6.
3MiHM y BUpOBHMUTBI. 3MiHM y npoLeci BUpobHMLTBA
roTOBOrO fikapCbKOro 3acoby, BKMO4a4n NPOMiIXKHUIA
NpoAYKT, L0 3aCTOCOBYETLCH NPU BUPOOHNLTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BUPOGHMLUTBA) He3HayHi 3MiHM y npoueci BupobHuuTBa -
3MiHa po3mipy cuTa 3 1,6 MM Ha 2 MM Ha eTani |
noyaTkoBse 3milnyBaHHsA (Step | Initial blending) Ta 3 0,4
MM Ha 1 MM Ha eTani |l iHanbHoro 3miwyBaHHs (Step 1
Final blending) y 3B'A3Ky 3 BUKOPUCTaHHSIM Pi3HOrO
obnagHaHHs Ha 3anpoMoOHOBaHI BUPOOHUYIN AinbHUL
Tea ®apma C.J1.Y., IcnaHis. 3Miun | Tuny - 3miHu 3
sKkocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUnpobyBaHHA
roTOBOro Mikapcbkoro 3acoby (iHLWi 3MiHM y MeToaax
BMNpobyBaHb (BKNOYayy 3aMiHy abo AOMOBHEHHS))
B3amiHa 3aTBepakeHoro metoagy BunpobysaHHs "MeTog
ofHopigHoCTI BMICTY" 3a nokasHukoM «OHopigHOCTI
[030BaHUX OAMHWLbL» Ha "Po3paxyHKoBO-Barosum metog"
Ansi rOTOBOrO NiKapcbKoro 3acoby. Y 3B'A3Ky 3 TUM, Lo
nig vac peectpadii J13 B MeTogax KOHTponto SKOCTi byna
3apeecTpoBaHa BHYTPILLHA crnieymdikaLis Ha BUNycK Ta
Ha TepMiH npuaaTHocTi BUpobHuka AT dapmaLeBTUYHWIA
3aBog TEBA, YropLumHa, 3asiBHUK XOTiB 61 npusectu
cneundikauito 8 MKA go 3anponoHoBaHoi 3aranbHoi
cneumndikalii, ki Hapasi npegcTaBneHa B LOCLE 5K
€OVHUIA JOKYMEHT Ans 060x BUPOOHMKIB. XKoagHux 3MiH
LLIOAO MOKa3HWKIB Ta MeX, OKpiM 3asiBNEHUX B AaHi 3MiHi,
B crneumdikaLito BHeCceHo He B6yrno. BBeaeHHs 3miH
npoTarom 6-Tu MicsuiB nicns 3aTBepaXeHHs. 3MiHu | Tuny

- 3miHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Cuctema
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
nocrayanbHuka nakyBanbHux Matepianis abo
KOMMMEKTYOUMX (SKLLO 3a3HAYEHO B JOCHE) (BUNYYEHHS
nocrayanbHuKa) BunyyeHHsi nocMnaHHs Ha KOHKPETHUX
nocTtavanbHukis 3 poaginy 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3amicTe Ha3B
KOHKPETHMX NocTavanbHUKIB BHOCUTLCS ppasa "The
packaging types presented are only examples. Other
equivalent ones with identical specifications from different
suppliers may be used alternatively". >KogHux sunydeHs y
KOMMOHEHTax ynakoBkn abo KOMMMEKTYUNX He
Biabynock. Kpim Toro, fogaHa Bcst iHbopmalis Wwoao
nakyBanbHOro MaTepiany BUpobHW4Oi AinbHuui Tesa
®apma C.J1.Y., IcnaHisa. brictep, Skuii BUKOPUCTOBYETLCS
BnpobHukom Teea Papma C.J1.Y., IcnaHisi, € Takum
camuM, L0 BXe 3apeecTpOBaHUA Ta BUKOPUCTOBYETLCS
BnpobHukoM AT PapmaueBTnyHM 3aBoa TEBA,
YropwwuHa. 3MiHn | Tuny - 3MiHu 3 sikocTi. [oToBMI
nikapcbkui 3aci6. KOHTponb rotToBoro nikapcbkoro
3acoby (iHwi 3miHu) MNMprBegeHHs MeToais KOHTPONtO
SIKOCTi Y BigMNOBIQHICTb 4O OHOBNEHOrO PO3A4iNny AOChE
3.2.P.5.2. AHaniTnyHi MeToamKku, sikuii 6yrno OHOBMNEHO
BUPOBHMKOM 3 METOI BHECTU BECb ONMWUC aHaMITUYHUX
METOAVK B OOMH JOKYMEHT

55.

JIO3APTAH-
TEBA

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 25 wmr;
no 10 tabnetok y
Bnictepi no 3
GnicTepn y KapTOHHil
KopobLi

TOB «TeBa
YkpaiHa»

Ykpaina

AT dapmaueBTUYHUN

3aBog TEBA, YropwmHa;

Tesa ®apma C.J1Y.,
Icnanis

YropwuHa/
Icnania

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK 3 SKocCTi. [oTOBMI NiKapcbkui 3aci6. 3MiHn y
BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUMYCKY Cepii Ta KOHTPOMO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHA AiNbHWLI, Ha SKin
30iNCHI0ETECS KOHTPOMb/BUNPOGYBaHHS cepii) BBeaeHHs
[00aTKOBOI AinbHMUI, LLIO BignoBsigae 3a
KOHTpOnb/BUNPobyBaHHs cepii AN roToBOro nikapcbKoro
3acoby — Tesa ®apma C.J1.Y., IcnaHis. 3miHu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. 3miHn y
BUPOOHMLTBI. 3amMiHa abo BBeAEeHHA AOAATKOBOI OiNbHULL
BMPOOHMLTBA AN YaCTUHM abo BCbOro BUPOGHUYOro
npoLecy roToBoro fikapcbkoro 3acody (ZinbHUUS, Ha ki
npoBoasTbCA byab-siki BUPOOHWYI CTagii, 32 BUHATKOM
BUNYCKY Cepii, KOHTPOIIO SIKOCTi, MEPBMHHOIO Ta
BTOPWHHOTO MNakyBaHHS, 4151 HECTEPUNbHUX NiKapCbKUX
3acobiB) BBegeHHst 4opaTKoBOI AinbHULI, LU0 Bignosigae
3a BMPOBOHMLTBO HEpO3dacoBaHOro NPoAyKTy — Tesa
dapma C.JL.Y., IcnaHis. 3miHu | Tvny - 3MiHK 3 SKOCTI.
[oToBMIN Nikapcbkuin 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
po3mipy cepii (Bkntoyaroumn gianasoH po3Mipy cepii)
roToBOro nikapcbkoro 3acoby (36inblueHHsa go 10 pasis
NOPIBHSAHO i3 3aTBEpAXeHVM po3Mipom) BBeaeHHs
nopatkoBoro(36inbLueHoro) po3mipy cepii 113 ans HoBoro
BUpobHuka Tesa ®apma C.J1.Y., IcnaHisa. 3aTBEpaXeHO:

3a
peuenmom

UA/16398/01/02
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1

2000000 TabneTok (100 kr rotoBoi cymiwwi) ana 12,5 wr,
1000000 Tabnetok (100 kr roToBoi cymiwli) ansi 25 wmr,
500000 Tabnetok (200 kr roToBoi cymiwi) abo 1000000
Tabnetok (100 kr roToBoi cymiwi) anst 50 mr, 2500000
TabneTok (400 kr rotoBoi cymilwi) a6o 1000000 TabneTok
(100 «kr roToBoi cymiuwi) ans 100 mr; 3anponoHoBaHo:
6000000 Tabnetok (300 kr rotoBoi cymiwwi) ana 12,5 wr,
5000000 Tabnetok (500 kr roToBoi cymiLwui) Ans 25 mr,
2500000 TabneTok (500 kr rotoBoi cymii) ana 50 Mr Ta
12500000 Tabnetok (500 kr rotoBoi cymiLwui) agns 100
3MiHn | TUny - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6.
3MiHM y BUpoOHMLTBI. 3MiHM y npoLeci BUpobHMUTBA
roTOBOro MiKAPCLKOro 3acoby, BKIOYaUM NPOMKHUIA
NpOoAYKT, L0 3aCTOCOBYETLCH NPU BUPOOHNLTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMpOBHMUTBA) HesHayHi 3MiHM y npoueci BupobHuuTea -
3MiHa po3mipy cuTa 3 1,6 MM Ha 2 MM Ha eTani |
noyaTkoBe 3milyBaHHs (Step | Initial blending) Ta 3 0,4
MM Ha 1 mm Ha eTani |l biHanbHoro 3milnyBaHHS (Step |l
Final blending) y 3B'A3Ky 3 BUKOPUCTaHHSIM Pi3HOTO
obnagHaHHs Ha 3anponNoOHOBaHI BUPOBHUYIN AinbHUL
Tesa ®apma C.J1.Y., Icnania. 3mium | Tuny - 3milm 3
AKocTi. [oToBMI Nikapcbkui 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHSA
roTOBOro MiKapCbKoro 3acoby (iHLWi 3MiHM y meToaax
BMNpobyBaHb (BKMNOYayy 3aMiHy abo AOMOBHEHHS))
B3amiHa 3aTBepaxeHoro Mmetogy BunpobysaHHs "MeTop
OfHOPIAHOCTI BMICTY" 3a nokasHukoM « OgHOPIAHOCTI
[030BaHUX OAMHWLb» Ha "Po3paxyHKOBO-BaroBui metog"
ANSA roToBOro fikapcbKoro 3acoby. Y 3B'A3Ky 3 TUM, LLO
nig yac peectpadii J13 B MeTogax KOHTpoOsto AKocTi byna
3apeecTpoBaHa BHYTPILLHA crneundikaLis Ha BUNycK Ta
Ha TepMiH npuaaTHocTi BUpobHuka AT dapmaueBTUYHUIA
3aBog TEBA, YropLumHa, 3asiBHUK XOTiB 61 npusectu
cneuudikauito B MKA go 3anponoHoBaHoi 3aranbHoil
crneundikauii, ki Hapasi NpegcTaBneHa B 4OCLE 5K
€OVHWI OKYMEHT Anst 060x BUPOGHMKIB. XKogHux 3MiH
LLIOZ0 MOKa3HMKIB Ta MEX, OKPiM 3asiBNEHUX B AaHi 3MiHi,
B cneuudikauito BHeceHo He byno. BBeaeHHs 3MiH
NpoTHArom 6-Tv MicsLiB nicns 3aTBepaXeHHs. 3MiHu | Tuny
- 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
nocrayanbHuKa nakyBanbHUXx Matepianis abo
KOMMIEKTYIOUMX (SKLLO 3a3HAYEHO B JOCHE) (BUITYYEHHS
nocravanbHuka) BunyvyeHHs nocunaHHsA Ha KOHKPEeTHUX
noctayanbHukiB 3 po3giny 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3amicTe Ha3B
KOHKPETHMX nocTavanbHUKiB BHOCUTLCS dppasa "The
packaging types presented are only examples. Other
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

noceid4yeHHs

equivalent ones with identical specifications from different
suppliers may be used alternatively". >KogHux suny4eHb y
KOMMOHEHTaXx yrnakoBK/M abo KOMMMEKTYounX He
Biabynock. Kpim Toro, fopaHa Bcs iHbopmauis woao
nakyBasnbHOro matepiany BUpobHnYoi AinbHUUi TeBa
®apma C.J1.Y., IcnaHisa. Bnictep, skl BUKOPUCTOBYETLCS
BMpoGHMKOM TeBa ®apma C.J1.Y., IcnaHis, € Takum
camuM, LLIO BXEe 3apeecTpoBaHNii Ta BUKOPUCTOBYETLCS
BnpobHmkoM AT PapmaneBTnyHMI 3aBog TEBA,
YropwwuHa. 3MiHn | Tuny - 3MiHm 3 akocTi. [oToBKN
nikapcbkui 3aci6. KOHTponb rotToBoro nikapcbkoro
3acoby (iHwi 3miHun) MNMprBegeHHs MeToaiB KOHTPOnO
SIKOCTi Y BigMNOBIQHICTb 4O OHOBMNEHOTO PO3A4iny AOChE
3.2.P.5.2. AHaniTnyHi meToauku, sikuii 6yrno OHOBMNEHO
BUPOOHMKOM 3 METOI0 BHECTW BECb OMUC aHANITU4HNX
METOAVK B OAVH AOKYMEHT

56.

JIO3APTAH-
TEBA

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 50 mr;
no 10 tabnetok y
Gnictepi no 3
bnictepn y KapTOHHIN
kopobui; no 3
BnicTepn y KapTOHHil
kopobui; no 9
GnicTepiB y KApTOHHIW
KopoobLi

TOB «TeBa
YkpaiHa»

Ykpaina

AT ®apmaueBTUYHUN
3aBog TEBA, YropuuHa;
TeBa ®apma C.JLY.,
Icnanis

YropwuHa/
IcnaHia

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMmopTepa/3miHu, WO CTOCYIOTLCS
BUMYCKY Cepii Ta KOHTPOM AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs OinbHUL, Ha SKin
3[iNCHIOETbCS KOHTPOMb/BUNpobyBaHHA cepil) BBeaeHHs
[00aTKOBOI AinbHMUI, WO Bignosigae 3a
KOHTpOnb/BUNpobyBaHHs cepii ANs roTOBOro NikapcbKoro
3acoby — Teea ®apma C.J1.Y., IcnaHis. 3miHn | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. 3miHn y
BMPOGHMLTBI. 3aMiHa abo BBegEHHSA 404aTKOBOI AiNbHULI
BMPOGHMLTBA AN YaCTMHM abo BCbOro BUPOOHNYOro
npoLecy roToBoro fikapcbkoro 3acody (ZinbHUUS, Ha ki
npoBoAsTbCs Oyab-ski BUpOOHUYI cTagjl, 3a BUHATKOM
BUWMYCKY Cepill, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta
BTOPWHHOTIO NaKyBaHHs, 41151 HECTEPUIbHUX NiKapCbKUX
3acobiB) BBegeHHst JogaTkoBOi AinbHULI, LU0 Bignosigae
3a BUPOOHULITBO HEpO3dhacoBaHOro NpoaykTy — TeBa
dapma C.JL.Y., IcnaHis. 3miHu | Tvny - 3miHK 3 SKOCTI.
[oToBWI Nikapcbkuin 3aci6. 3MiHM y BUpOOHMUTBI. 3MiHa
po3mipy cepii (BkMoyao4mn giana3oH po3Mipy cepii)
roToBOro nikapcbkoro 3acoby (36inblieHHsa go 10 pasis
MOPIBHSIHO i3 3aTBEpaXeHUM po3MipoM) BBeaeHHst
nopatkoBoro(36inbLueHoro) po3mipy cepii J13 ans HoBoro
BMpoGHuKa TeBa ®apma C.J1.Y., IcnaHis. 3aTBepaxeHo:
2000000 TabneTok (100 kr rotoBoi cymiwi) ans 12,5 wr,
1000000 TabneTok (100 kr rotoBoi cymiwli) Ans 25 wmr,
500000 Tabnetok (200 kr rotoBoi cymiwi) abo 1000000
Tabnetok (100 kr roToBoi cymiwi) ans 50 mr, 2500000
TabneTtok (400 kr roToBoi cymilwi) abo 1000000 TabreTok
(100 «kr roToBoi cymiuwi) ansg 100 mr; 3anponoHoBaHoO:
6000000 Tabnetok (300 kr rotoBoi cymiwwi) ana 12,5 wr,
5000000 Tabnetok (500 kr rotoBoi cymiLui) Ans 25 mr,

3a
peuernmom

UA/16398/01/03




29 [TponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
2500000 TabneTok (500 kr rotoBoi cymili) ans 50 mr Ta

12500000 TabneTok (500 kr rotooi cymili) ans 100

3MiHM y BUPOBHMUTBI. 3MiHM y npoueci BUpobHULTBa
roTOBOrO fikapCbKOro 3acoby, BKIMOYa4n NPOMiXKHUIA

nikapcbkoro 3acoby (He3HayHa 3miHa y npoLeci
BMpOBHMUTBA) HesHauHi 3MiHK y npoueci BUpobHuuTBa -
3MiHa po3mipy cuTa 3 1,6 MM Ha 2 MM Ha eTani |
noyaTkoBse 3milnyBaHHs (Step | Initial blending) Ta 3 0,4
MM Ha 1 mm Ha eTani |l biHanbHoro 3milyBaHHS (Step |l
Final blending) y 3B'A3Ky 3 BUKOPUCTaHHSIM Pi3HOr0
obnagHaHHs Ha 3anpoMNOHOBaHI BUPOOHUYIN AinbHML
Tesa ®apma C.J1.Y., Icnanig. 3Mium | Tuny - 3milm 3
siKkocTi. [oToBMI NikapcbkniA 3acib. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHSA
roTOBOro MiKapCbKOro 3acoby (iHLWi 3MiHN y meToaax
BMUNpobyBaHb (BKMoYayn 3aMiHy abo OMNOBHEHHS))
B3amiHa 3aTBepakeHoro metogy BunpobysaHHs "MeTog
O[HOPIAHOCTI BMICTY" 3a nokasHnkoM « OgHOPIQHOCTI
[030BaHUX OAMHWLbL» Ha "Po3paxyHKoBO-Barosum metog"
[ONs roTOBOro nikapcbKoro 3acoby. Y 3B'A3ky 3 TUM, WO
nig yac peectpauii J13 B MeTogax KOHTPOIto AKOCTi byna
3apeecTpoBaHa BHYTPILLHA crieumdikalis Ha BUNycK Ta
Ha TepMiH npuaaTHOCTi BUpobHuka AT dapmaueBTUYHWIA
3aBog TEBA, YropLumHa, 3asiBHUK XOTiB 61 npusectu
cneundikauito B MKA go 3anponoHoBaHoI 3aranbHoi
cneuudikauii, SKi Hapasi npeacTaBneHa B 4OChE SK
€OVHUIA OKYMEHT Ansa 060x BUpOOHMKiB. 2KoaHUX 3MiH
LLIOAO MOKa3HWKIB Ta MeX, OKPiM 3asiBNEHNX B AaHi 3MiHi,
B cneuudikauito BHeceHo He byno. BBeaeHHs 3MiH
npoTArom 6-Tu MicauiB nicns 3aTBepaXeHHs. 3MiHu | Tuny
- 3MmiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoproBanbHuii 3aci6. 3miHa
nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMIEKTYIOUNX (SIKLLO 3a3HAa4YEHO B JOCHE) (BUNYYEHHS
nocravanbHuKa) BunyvyeHHs nocunaHHsA Ha KOHKPEeTHUX
nocTayanbHukis 3 po3giny 3.2.P.7. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3amicTb Ha3B
KOHKpPETHMX nocTavanbHUKiB BHOCUTLCS ppasa "The
packaging types presented are only examples. Other
equivalent ones with identical specifications from different
suppliers may be used alternatively". 2XogHux Buny4eHb y
KOMMOHEHTax ynakoBku abo KOMMMEKTY4MX He
Biabynock. Kpim Toro, fogaHa Best iHbopmalis Wwoao
nakyBarnbHOro MaTepiany BUpoGHMYOi AinbHuui Tesa
®apma C.J1.Y., IcnaHis. brictep, Skuii BUKOPUCTOBYETLCS

BMpoGHMKOM TeBa ®apma C.J1.Y., IcnaHis, € Takum

3MiHu | TMNy - 3miHK 3 gkocTi. FoToBMIA Nikapcbkuii 3aci6.

NPOAYKT, WO 3aCTOCOBYETbCA NpU BMpOGHMLl,TBi roToBoro

camMum, Lo BXe 3apee:CTpOBaHvu71 Ta BUKOPUCTOBYETLCA
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BUpoGHMKOM AT dapmaueBTuyHui 3aBog TEBA,
YropwwuHa. 3miHn | Tuny - 3MiHm 3 akocTi. FoToBKN
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby (iHwi 3miHu) MpuBeaeHHs MeTopaiB KOHTPOTO
SIKOCTi Y BignoBiQHICTb 4O OHOBNEHOrO PO3A4iny AOChE
3.2.P.5.2. AHaniTn4Hi METOAMKM, siKuiA Byrno OHOBMNEHO
BMPOOHMKOM 3 METOK BHECTU BECb OMUC aHAMNITUYHMX
MeToaVK B OAUH JOKYMEHT
57. | NO3APTAH- TabneTkn, BKpUTI TOB «TeBa YkpaiHa AT dapmaueBTUYHUI YropwuHa/ BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | 3a UA/16398/01/04
TEBA NniBKOBOO YkpaiHa» 3aBog TEBA, YropwuHa; Icnanis Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. 3miHn y | peuenmom

obornoHkoto, no 100
Mr; no 10 TabneTtok y
6nictepi no 3
brnictepn y KapTOHHIN
KopobLUi

TeBa ®apma C.JLY.,
Icnanis

BMPOBHMLTBI. 3MiHa iMmopTepa/3miHu, WO CTOCYIOTLCS
BUNYCKY Cepii Ta KOHTPOMIO AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo goaaBaHHSA AiNbHWLI, Ha SKin
3iNCHIOETbCS KOHTPOMb/BUNpobyBaHHA cepil) BBeaeHHs
[04aTKOBOI AiNbHUL, LLO BigNoBigae 3a
KOHTpOnb/BUNpobyBaHHS Cepii AN roToBOro MikapcbKoro
3acoby — Tea ®apma C.J1.Y., IcnaHis. 3miHn | Tuny -
3MmiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3acid. 3miHu y
BUPOOHMLTBI. 3amiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBHMLTBA AN YacTUHM abo BCbOro BUPOBHNYOro
npoLiecy roToBoro nikapcbkoro 3acoby (AinbHUUS, Ha AKin
npoBoasTbCs byab-siki BUPOOHMYI CTagii, 32 BUHATKOM
BUWMYCKY CEPpill, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, 4151 HECTEPUNbHUX NiKapCbKUX
3acobiB) BBegeHHs1 [oAaTKOBOI AinbHML, LWO BignoBigae
3a BUPOOHULITBO HEpo3dhacoBaHOro NpoaykTy — Teea
dapma C.J1.Y., Icnanis. 3miHu | Tuny - 3miHK 3 siKoCTi.
[oToBWI nikapcbknin 3aci6. 3MiHN y BUpOOHMUTBI. 3MiHa
po3mipy cepii (BKMoYa4umn giana3oH po3Mipy cepii)
roToBOro fikapcbkoro 3acoby (36inbLueHHs go 10 pasis
NOPIBHSAHO i3 3aTBEpAXeHM po3mipom) BBeaeHHs
[o4aTKoBoro(36inbLueHoro) po3mipy cepii J13 gnst HoBoro
BMpoGHUWKa Tesa ®apma C.J1.Y., IcnaHis. 3aTBepaxeHo:
2000000 TabneTok (100 kr roToBoi cymiwi) anst 12,5 wr,
1000000 Ttabnetok (100 kr rotoBOI CymiLui) ansa 25 wr,
500000 Tabnetok (200 kr roToBoi cymilwi) abo 1000000
Tabnetok (100 kr roToBoi cymiwi) ans 50 mr, 2500000
TabneTtok (400 kr roToBoi cymilwi) abo 1000000 TabrieTok
(100 «kr roToBoi cymiwi) ans 100 mr; 3anponoHoBaHo:
6000000 Tabnetok (300 kr rotoBoi cymii) ana 12,5 wr,
5000000 Tabnetok (500 kr rotoBoi cymiLli) Ans 25 mr,
2500000 Tabnetok (500 kr rotoBoi cymiwwi) ana 50 mr ta
12500000 Tabnetok (500 kr rotoBoi cymiLui) ans 100
3MiHn | TUNYy - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6.
3MiHM y BUpOBHMLUTBI. 3MiHM y NpoLieci BUpOOHMLUTBA
roTOBOrO NiKapCbKoro 3acoby, BKIMYa4M NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS MPW BUPOOGHULTBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMpO6HMUTBA) HesHayHi 3MiHM y npoueci BupobHuuTea -




31 [TponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3MiHa po3mipy cuTa 3 1,6 MM Ha 2 MM Ha eTani |

noyaTkoBse 3milyBaHHs (Step | Initial blending) Ta 3 0,4
MM Ha 1 MM Ha eTani |l diHanbHoro 3miyBaHHs (Step 1
Final blending) y 3B'A3Ky 3 BUKOPUCTAHHSIM Pi3HOIO
obnagHaHHs Ha 3anpornoHOBaHi BUPOGHMWYIN AinbHULI
Tea ®apma C.J1.Y., IcnaHis. 3Miun | Tuny - 3miHm 3
sikocTi. FoToBUIA Nikapcbkuid 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTodax BUNpobyBaHHS
roTOBOro MikapcbKoro 3acoby (iHLWi 3MiHM y MeToaax
BMNPOOYBaHb (BKNtoYaoun 3amiHy abo JONOBHEHHST))
B3amiHa 3aTBepakeHoro metogy BunpobysaHHs "MeTog
opfHopigHOCTI BMICTY" 3a nokasHnkoM «OfHOpIgHOCTI
[030BaHUX OAMHWLb» Ha "Po3paxyHKOBO-Barosuin metog"
[ONs roTOBOro nikapcbKoro 3acoby. Y 3B'A3ky 3 TUM, WO
nig yac peectpadii J13 B MeTogax KOHTponto SKocTi byna
3apeecTpoBaHa BHYTPILLHA crieundikaLis Ha BUNycK Ta
Ha TepMiH npuaaTHocTi BUpobHunka AT dapmaueBTUYHWN
3aBog TEBA, YropuymHa, 3asiBHUK XOTiB 61 npuBectun
cneuudikauito B MKA o 3anponoHoBaHoi 3aranbHoi
cneuudikauii, SKi Hapasi npeacTaBneHa B 4OCbE K
€OVHWI [OKYMEHT Anst 060x BUPOOHUKIB. XKoaHux 3MiH
LLIOA0 MOKa3HMKIB Ta MEX, OKPiM 3asiBNEHUX B AaHi 3MiHi,
B cneuudikauito BHeceHo He byno. BeeaeHHs 3MiH
npoTArom 6-Tu MicsuiB nicns 3aTBepaXeHHs. 3MiHu | Tuny
- 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocrayanbHuKa nakyBanbHUX MaTepianis abo
KOMMMEKTYOUMX (SKLLO 3a3HAYEHO B JOCHE) (BUITYHEHHS
nocravanbHuka) BunyyeHHs mocvnaHHs Ha KOHKPETHMX
noctayanbHukiB 3 po3giny 3.2.P.7. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3amicTb Ha3B
KOHKPETHMX NocTavanbHUKIB BHOCUTLCS ppasa "The
packaging types presented are only examples. Other
equivalent ones with identical specifications from different
suppliers may be used alternatively". >KogHux BunydeHb y
KOMMOHEHTaXx ynakoBKk/ abo KOMMNEKTYoUnX He
Biabynock. Kpim Toro, fogaHa Best iHopmalis Wwoao
nakyBanbHOro MaTepiany BUpobHWYOI AinbHuui Tesa
dapma C.J1.Y., IcnaHis. Bnictep, sikuii BUKOPUCTOBYETLCS
BMpOoGHMKOM TeBa ®apma C.J1.Y., IcnaHis, € Takum
camuM, LLO BXe 3apeecTpOBaHUn Ta BUKOPUCTOBYETLCS
BUpoGHMKOM AT dapmaueBTuyHui 3aBog TEBA,
YropwuHa. 3MiHn | Tuny - 3MiHu 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby (iHwi 3miHKn) MprBeaeHHs MeToaiB KOHTPOnto
SIKOCTi Y BigMNoOBIQHICTb 4O OHOBNEHOrO PO3A4iny AOChE
3.2.P.5.2. AHaniTn4Hi MeToamku, sikuii 6yrno OHOBMNEHO

BMpOGHMKOM 3 METOI BHECTU BECb ONWUC aHaNi TUYHMX
MeTOAWK B OOAUH OOKYMEHT
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
58. | TIOPHAOO niodinisat ansa TOB "YOPNA Ykpaina Medpap Inay Can. A.LL. TypeuuunHa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | 3a UA/18503/01/01
PO34MHY ANS iH'EKLN MEONLINH" Tuny - 3MiHK Wwoao 6eanekn/edekTMBHOCTI Ta peuenmom
no 8 mr; no 8 mr dapmakoHarnsay. BeegeHHst abo 3miHM [0 y3aranbHeHMX
nioginisaty Ans AaHunx Npo cuctemy dpapmakoHarnagy (BBeAeHHs
PO34MHY ANS iH'EKLN y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
y bnakoHi B 3MiHa YNoBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a
KOMMMEKTi 3 2 M 3[iCHEHHsI hapMakoHarnaay; KOHTakTHOI ocobu 3
pO34mnHHKKa (BoAa hapmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
Ons iH'ekuin) B dapmakoHarnsagy B YkpaiHi, K0 BOHa BigMiHHA Big
amnyni; 1 donakoH 3 yNoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
niodpinizatom ans bapmakoHarnsgy (BKM4ar4m KOHTaKTHi AaHi) Ta/abo
PO34MHY AnS iH'eKLin 3MiHM Y pO3MiLLeHHI MacTep-dainna cuctemum
Ta 1 amnyna dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
PO34YMHHUKa B 3asiBHUKA, BignosiganbHoi 3a hapmakoHarnsag. Hitova
KapTOHHIl kopobui; 3 pepakuis: PycynaH Ecakis / Rusudan Esakia.
nakoHu 3 MponoHoBaHna pepakuis: Myano MNaHHa CranicnasiBHa.
niodinizatom Ans 3MiHa KOHTaKTHWX AaHWUX YNIOBHOBAaXEHOi 0cobu
PO34MHY AnA iH'eKuin 3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg. 3miHa
Ta 3 amnynu MicL$S 30iNCHEHHS] OCHOBHOI AisiNbHOCTI 3
PO34YMHHKKA B dapmakoHarnsagy. 3miHa micLe3HaxomKeHHs macTep-
KOHTYPHIV YapyHKOBIW hanna cuctemy hapmakoHarnsagy; 3miHa 3asiBHUKa
ynakoBLi, 1 KOHTypHa (BnacHuka peecTpauiiHoro nocBig4YeHHst) (3riaHo Hakasy
YapyHKOBa ynakoBka MOS Big 23.07.2015 Ne 460) TepmiH BBe4EHHS 3MiH
B KAPTOHHI kKopobLi npoTArom 6 mMicauis nicnsa 3aTBEpPPKEHHSA
59. | MEMATOH IC TabneTkn, BKpUTI ToBapucTBo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: MiHu | Tuny 3a UA/16535/01/01
NniBKOBOKO [00aTKOBOK [00aTKOBOO - 3MiHn 3 skocTi. ADI. BupobHuuteo. 3miHa BupobHuKa | peuenmom
obonoHkoto, no 10 wmr, BiAgnoBiganbHi BignoBiganbHIiCcTIO BVXiQHOro/NMpoMiXKHOro NPOAYKTY/peareHTy, Lo
no 10 Tabnetok y CTIo "IHTEPXIM" BMKOPMCTOBYIOTbCH Y BUpobHn4omy npoueci AdI, abo
Gnictepi; no 3 "IHTEPXIM" 3MiHa BMpPOOHUKA (BKIOYaouu, e HeobxigHo, Micue

Gnictepu y navui

npoBeAeHHs! KOHTporto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BigNoBigHOCTI €BponeWichbkin dapmakonei y
3aTBEPAKEHOMY A0CbE)(3anponoHOBaHWI BUPOOHUK
HanexuTb Ao Tiei camoi BUpOBHUYOI rpynu NignpuemcTs,
Lo 1 3aTBepaKeHuI) - BBegeHHs 4ooaTkoBoi
BMPOBHMYOT AiNbHULI AN 3aTBEPAKEHOr0 BUPOBHUKa
A®I; 3miHum | Tuny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIAHOCTI
€Bponencokin dapmakonei/moHorpadii. 3mMiHK, NoB'A3aHi
3 HeobXiHICTIO NPUBEAEHHS Y BiANOBIAHICTL 40
MoHorpadgii Y abo €sponerickkoi hapmakonei, abo
iHWOT HauioHanbHoi hbapmakonei aepxasu €C (3miHa y
cneuudikauisix, noB's3aHa 3i amiHamu B 1Y, abo
€Bponencbkin dapmakonei, abo iHWi HauioHanNbHiIN
dapmakonei gepxasu €C) BunyyeHHs 3i cneumdikauii
A®I n." Baxki metanun"; amiHu | Tuny - 3miHn 3 AKocTi.
[oToBwWI nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npugaTHOCTI abo ymoBax 36epiraHHs FOTOBOro
nikapcbkoro 3acoby (36inbLUeHHs TEpMiHY NpUAATHOCTI
roTOBOro MikapcbKoro 3acoby) - [ins Toprosoi ynakoBku
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Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

noceid4yeHHs

(niaTBEPAXKYETLCS AAHMMM pearnbHoro Yyacy) -
36inblueHHs TepMiHy npuaaTtHocTi 13 o6ymoBneHo
AaHUMK, OTPUMAHVMW Mif, Yac BUBYEHHS CTabinbHOCTI
BMPOBHMYMX cepint 113 y peanbHOMy Yaci, 3aTBEPOXKEHO:
2 poKu, 3anponoHOBaHoO: 3 poku

60.

MEMATOH IC

TabneTkn, BKpUTI
NniBKOBOO
o6ornoHkoto, no 20 mr,
no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y navui

ToBapucTBo 3
[0AaTKOBOKO
BiAgNoBiganbHi
CTHO
"IHTEPXIM"

YkpaiHa

ToBapucTtBeo 3
[04aTKOBOK
BigNOBiganbHICTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHmx martepianis: MiHu | Tuny
- 3MiHm 3 sikocTi. APl. BupobHuuTteo. 3miHa BUpobHuKa
BWXiZHOrO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCH Y BUpobHu4omMy npoueci AdI, abo
3MiHa BUPOGHWMKa (BKMOYaKoum, Ae HeobxiaHo, micue
npoBeaeHHs KOHTpornto sikocTi) AdI (3a BiACYTHOCTI
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEPAKEHOMY AOCbE)(3anpOonoHOBaHWUN BUPOOHNK
HanexuTb A0 Tiei camoi BUpOBHUYOI rpynu MignpruemcTs,
LLIO 1 3aTBEpAXEHWI) - BBeaeHHa goaaTkoBoi
BMPOBHMYOI AiNbHULI AN 3aTBEPMKEHOr0 BUPOOHUKa
ADI; 3miHn | Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIAHOCTI
€Bponencokin dapmakonei/MmoHorpadii. 3mMiHKn, NoB'A3aHi
3 HEOOXiAHICTIO MpUBEAEHHS Yy BiAMNOBIQHICTE OO
MoHorpadgii Y abo €sponerickkoi dhapmakonei, abo
iHWOI HauioHanbHOI chapmakonei aepxasun €C (3miHa y
crneundikauisix, nos'sdaHa 3i amiHamu B J®Y, abo
€Bponecbkin dhapmakonei, abo iHWi HauioHanbHin
dapmakonei gepxasu €C) BunyyeHHs 3i cneumdikauii
ADI n." Baxki metanu"; 3MiHn | Tuny - 3MiHK 3 SKOCTi.
[oToBwWI nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npugaTHOCTI abo ymoBax 36epiraHHs FOTOBOro
nikapcbkoro 3acoby (36inbLUeHHA TepMiHY NpMAAaTHOCTI
roToBOro fikapcbkoro 3acoby) - [nst ToproBoi ynakoBku
(niaTBEPAXKYETLCS AAHNMM pearnbHOro Yacy) -
36inbLeHHsa TepmiHy npuaaTtHocTi 113 obymosneHo
AaHUMKW, OTPUMAHVMW Mif Yac BUBYEHHS cTabinbHOCTI
BUPOGHMYMX cepin 113 y peanbHoMy Yaci, 3aTBepAXeHO:
2 poKM, 3anponoHOBaHoO: 3 poku

3a
peuenmom

UA/16535/01/02

61.

METUINTYPALIN
ns
MIPAMICTUH
oM

Mas3b; no 15 r aéo 30
ry Ty6i; mo 1 Ty6i B
nayui

MpAT
"®apmaueBTu
YHa dipma
"OapHuus”

YkpaiHa

MpAT "®apmaueBTnyHa
dipma "OapHnuga"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TUMY - 3MiHW 3 AKOCTi. [0TOBWIA Nikapcbkuin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4oNycTUMUX MeX
roTOBOro MiKapCbKOro 3acoby; CynyTHsi 3aMiHa - 3MiHu 3
skocTi. [oTOBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNPoOyBaHHS
roTOBOrO fikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpPOKEHUX MeToAaX BUNPOOYBaHHS) - BHECEHO 3MiHU
0o cneumdikauii Ta aHaniTMYHUX METOAMUK Ha FOTOBUM
nikapcbkuii 3acib, a came: nokasHuk «MikpobionoriyHa
yncToTa» NPMBEAEHO Y BiANOBIAHICTE 4O BUMOT €,
2.6.12,2.6.13, 5.1.4. BBeAeHHsi 3MiH NpOTAroM 6-Tu
MicsLiB Nicnsi 3aTBEPAKEHHS; 3MiHM | TMNY - HE3HAYHa

6e3
peuenma

UA/1750/01/01




34 [TponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3MiHa y 3aTBeppKeHUX MeTofax BunpobyBaHHs 3a

BUpoGHMUTBa ADI; cynyTHS 3MmiHa - 3MiHK 3 sikocTi. ADI.

nokasHukoM «KinbkicHe BU3Ha4YeHHs», a came BHECEHI
penakuinHi npaeku, siki opopMneHi BignosigHo Ao
pekomeHaauin Ta ctunictuku AdY. MeTtogmka KOHTPOIno
nokasHvka 3anviieHa 6e3 amiH. BBeaeHHsi 3MiH NpoTsirom
6-T MicaLiB Nicnsa 3aTBepAXEHHST; 3MiHu | TUny - 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneumdikauini Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
crneungikauiax Ha A®l, abo BUXIGHUIA/NPOMIXKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
B1pobHMUTBa ADI; cynyTHSA 3miHa - 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHst AD| abo
BMXiAHOro MaTtepiany/MpoMiXXHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETbLCS y npoueci BupobHuutea AP (iHLwi
3MiHM Yy MeTofax BUNpobyBaHHsI (BKIoYakoum 3amiHy abo
AonoBHeHHs1) A®I abo BUXiAHOro/NPOMIKHOIO MPOAYKTY).
[o cneundikauii Ta aHaniTUYHUX METOOUK OIS BXiQHOrO
KOHTPOIMIO Ha Alitovy pevyoBUHY 6-MeTunypauun BHECEHO
3MiHKW, a ceme: -po3ain «Po34mHHICTbY BignoBigHO 40
sBumor A®Y 1.4 «MoHorpadii» mae pekomeHgauiiHnm
XapakTtep, Ha niacTaBi Yoro 3anponoHOBaHO BMKOHYBaTU
TECT TiNbKn Ana po34nHHUKIB Boga P Ta eTaHon (96 %) P,
LLIO He cynepeynTb cneumdikadii BUpobHuka Ta Bumoram
OoY. -po3gin «KinbkicHe BU3HaUYeHHs1» BHECEHI
peAakuinHi npasku, Ski opopMrieHi BianoBigHo Ao
pekomeHAauin Ta ctunictukn Y, MeToamky Tecty
npuBeaeHo Y BiANOBIAHICTb A0 MaTepianis BUPOGHMKa.
HopmyBaHHS 3anuviieHo 6e3 3miH. -HOPMyBaHHS po3Ainy
«MikpobionoriyHa unctota» NnpMBeLEHO Y BiANOBIQHICTb
o Bumor €0, 5.1.4. BBeaeHHs1 3MiH npoTarom 6-Tu
MicsLiB nicnsi 3aTBepKEHHST; 3MiHM | Tuny - 3MiHM 3
skocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHUN/MPOMIKHUI
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI

KoHTponb A®I. 3miHa y meToaax BunpobysaHHst AD| abo
BWXiAHOro MaTtepiany/MpoMiXXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM y MeToAax BUNpobyBaHHSA (BKkMovatoun 3amiHy abo
AonoBHeHHs1) A®I abo BUXiAHOro/NPOMIKHOTO NMPOAYKTY).
[o cneundikauii Ta aHaniTUYHUX METOAMK ANs BXiAHOro
KOHTPOIIO Ha Ailovy peyoBuHY 6-MeTunypaumn BHECEHO
3MiHK, a ceme: TecTn «lgeHTudikadis», «CeyoBuHay,
«CynpoBigHi AOMILLKWY, «Xnopuany» NpMBedeHo Y
BiANoBIgHICTbL O MaTepianiB BUpoGHWKa. MeToamkm
TecTiB «CeyoBuHay Ta «CynpoBigHi AOMiILIKN»

npuBeeHo Y BiANOBIAHICTb 4O MaTepianis BUPOGHMKa Ta
3a pesynbTataMu Banigauii METOAMKN AONOBHEHI AaHUMU
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n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
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3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

noceid4yeHHs

npo TepMiHn NpMAATHOCTI po34nHIB. BBeaeHHs 3MiH
npoTArom 6-Tn MicsLiB nicns 3aTBepAXeHHS; 3MiHM | Tuny
- 3i cneyndikauii Ta aHaniTMYHUX METOAMK ANSA BXiAHOMO
KOHTPOIO Ha Ailovy peyoBuHy 6-meTunypauun, Tect
«Baxki meTanu» BUMy4YeHWIn Ha nigcTasi aHanisy pusukis
BMICTYy BaXKux MeTanis, HaAaHoOro BUPOGHUKOM.
BBeaeHHs 3MiH NnpoTsarom 6-T1 MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - HE3HAYHI 3MiHK Y
3aTBEpAKEHNX MeToAax BUNpobyBaHHA ANs BXiAHOMO
KOHTPOIO Ha Ailovy pevyoBUHy 6-meTunypauun 3a
nokasHuMKoM «BTparta B maci npu BMUCYLLYBaHHI», a came
BHECEHi peaakLiviHi npaBku, Aki ohopMneHi BianoBigHo
[0 pekomeHaauin Ta ctunictnkn Y. BBeaeHHst 3miH
npoTArom 6-Tn MicsLiB Nicns 3aTBepOXeHHS; 3MiHM | Tuny
- onvc ymoB 36epiraHHs npvBedeHo Y BiANOBIAHICTb 40
marepianis BUPOOHWKa i NPeACTaBNeHO B HACTYMHIN
pepakuii: «B opuriHanbHin ynakosLi npu Temnepartypi He
Bue 25 °Cy. MNponoHoBaHa pegakuisi. B opuriHanbHin
ynakoBLi npu TemnepaTypi He Buwe 25 °C. BBeaeHHs
3MiH NPOTArom 6-Tu MiCSILiB MiCNsi 3aTBEPXKEHHS; 3MiHW 1
TUMY - BBEAEHHS HOBOro BUpobHuka A®Il 6-meTunypaumn
dipmm TOB «PAPMXIM», YkpaiHa, Ha 3aMiHy
3aTBepakeHomy BUpobHuky High Hope Int’l Group
Jiangsu Medicines & Health Products Import & Export
Corp LTD, China, y Hacnigok 4oro, 3mMiH1 BHECEHO 0
po3sginy "Cknag" MKA N3 METUINYPALIMI 3
MIPAMICTUHOM, masb, Ta go p. 3.2.P.1. MponoHoBaHa
pepakuia: Cknag 1 r masi mictutb: [ito4i peqyoBuHN:
MeTtunypaumn® - 50 mr (TOB «PAPMXIM», YkpaiHa
(moounLLEeHHS, CyLiHHS, NakyBaHHs1, BUMyck cepii); High
Hope Int’l Group Jiangsu Medicines & Health Products
Imp. & Exp. Corp., Ltd., China (BUrotoBneHHsa TeXHI4YHOro
npoaykty) MipamictuH - 5 mr (TOB « ®PAPMXIM»,
Ykpaina) [lonomixHi peqoBuHu: MNponineHrnikons,
makporon 400, nonokcamep, CNMpT LETUMOBUA, CIPT
CTeapunoBui, BoAa ouuLLeHa *6-meTunypauun.
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEpOKEHHS

62.

ME®EHAMIHO
BA KUCJTIOTA

Tabnetku no 500 wmr;
no 10 tabnetok y
Gnictepi, no 2
Gnictepu B nayui

TOB
"®apmaueBTn
YHa KOMMaHis

"®apKoC"

YkpaiHa

TOB "®apmaueBTuyHa
komMnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu |
Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHv) - 3aTBepOKeHHS
[04aTKOBOrO TEKCTY MapKyBaHHS yNakoBKM MiKapCbKoro
3acoby 3 gogaBaHHsaM JloroTuny ToproBoi Mapku

6e3
peuenma

UA/18370/01/01

63.

MIKOHA3OJlY
HITPAT

KpucTaniyHum
MopoLLIoK
(cybeTaHuis) y
nakeTax noABiNHUX

MpAT
"®apmaueBTn
YyHa dipma
"OapHuus"

YkpaiHa

Eppigxieppi Ec.ni.En.

ITania

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu |
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneundikai Ta/abo JonyCcTUMNX MeX,
BM3Ha4YeHuX y cneuudikauisx Ha AdI, abo

UA/1430/01/01




36

[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nonieTuneHoBnx Ans BUXiAHMN/MPOMDKHUI NpoAyKT/pearexT, Lo
dapmaLleBTU4HOro BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuuTea Ad|
3aCTOCYBaHHSA

(BUNYyYEHHA HE3HAYHOTO MOKa3HWKa SIKOCTI (Hanpvknag,
BUITYYEHHS 3acTapinoro nokasHuka)) - 3aMiHn 4o
cneuudikauii A®l, a came BUNYyYEHHS NOKa3HWKIB
«Po3unHHicTby, «[Tpo3opicTb po3unHy», «KonboposicTb
po34nHy» (6e3 3MiHN 40 NPO30pOCTi Ta 3abapBneHHs
po3uuHy). BignosigHo Ao akTyanbHUX maTtepianis dipmu-
BUpoGHuMKa cybeTaHuii Erregierre S.p.A., Italy, Eur.Ph.,
USP.; 3aminu | Tvny - 3miHun 3 akocTi. ADI. KoHTpons ADI.
3miHa y napameTpax cneuudikadi Ta/abo JonycTummnx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BUXiAHMN/MPOMDKHWI NpOAyKT/pearexT, Lo
BMKOPVCTOBYIOTbCSA Y Npoueci BupobHuuytea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiAMOBIAHMM MeToAoM BUNPOOyBaHHS) - NpuBEAeHHS
cneuudikauii APl y BiANoBIAHICTL 4O BUMOT HOPMATUBHOT
OoKkymeHTauii dipMmun-BupobHuka cybcTaHuii Erregierre
S.p.A., ltaly, Eur.Ph., USP, a came gonoBHeHo
posginamu: «lgeHTudikauis B» (Ha 3amiHy posginam
«lpeHTudikauia C» ta «lgeHTndikauis D»), «30BHiWHINA
BUMSAA PO34MHY»; 3MiHK | Tuny - 3miHn 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AP| abo
BMXiAHOrO MaTepiany/npoMixXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y npoueci BUpobHuutea AP (iHLwi
3MiHM Yy MeTofax BUNpobyBaHHS (BKIo4aoum 3amiHy abo
ponoBHeHHs1) A®I abo BUXiZHOro/MPOMiXXHOro NPoayKTy)
CynyTHS 3miHa
- 3miHm 3 gkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMmUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
BUXiAHVM/MPOMDKHUI NpodyKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea API (iHwi
3MiHW) - NTPUBEAEHHS crneumndikalii/MmeToaiB KOHTPOIo
A®I y BignoBigHiCTb 4O BUMOI HOPMATUBHO| AOKYMeEHTaLi
ipmun-Bupo6HMKa cybeTaHLii Erregierre S.p.A., ltaly,
Eur.Ph., USP 3a nokasHukamu: Onuc» (3aTBepaXeHO:
MOPOLLIOK; 3arnpOonNoOHOBAHO: KPUCTaniYyHMn NOPOLLOK),
«lpeHTudikauis A», «lgeHTndikauis B», «OntuyHe
ob6epTaHHs», «CynpoBiaHi goMilwkny, «CynbdaTHa
3ona», «KinbkicHe BU3HAYeHHsI» Ta, SK HACNIAOK 3MiHK A0
po3giny «Cknagy; 3minum | Tuny - 3miHu 3 sikocTi. ADI.
CrabinbHicTb. 3MiHa nepioly NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHs
ADI (3a BiACYTHOCTi y 3aTBEPXKEHOMY OCLE
cepTudcpikaTa BignosigHocTi €Bponeiichkini hapmakonei,
LLIO BKIMIOYaE nepios NOBTOPHOIo BUNPOOYBaHHS) (iHLi
3MiHW) - 3MiHK 8o po3ainy: « TepMiH NpMaaTHOCTI»
BiMNOBIAHO A0 akTyanbHUX MaTtepianis ipMu-BMpo6HMKa
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cybcTaHuii. fitova pepakuist Cpok rogHocTm 6 net
lMponoHoBaHo pegakuis TepmiH NepeKoHTPONto 6 pokiB
64. | OBITPEN® PO34MH Ans iH'eKuin Apec LLseviapi Mepk CepoHo C.n.A. ITanis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu || 3a UA/1175/03/01
no 250 mkr/0,5 mn; no | Tpenginr C.A. A TNy - 3MiHK wopo 6esnekn/edekTMBHOCTI Ta peuenmom
0,5 Mn y kapTpuaxi, dapmakoHarnsgy. 3MiHM y KOpPOTKil XapakTepucTuui
BMIiLLLEHOMY Y PYYKY nikapcbkoro 3acoby, TeKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
Ons BBeAeHHs; no 1 MeON4YHOro 3aCTOCYyBaHHS Y 3B’A3KY i3 HOBMMMW JaHVUMU 3
nonepegHbO AKOCTi, AOKMIHIYHUMM, KMiHIYHUMM JaHUMK Ta JaHUMK 3
3aMoBHEHOI PYYKN dapmakoHarnsay. 3mMiHM BHECEHO [0 iHCTPYKLiT Ans
Ons BBeAeHHs Ta 1 MeANYHOrOo 3acTOCYBaHHS Nikapcbkoro 3acoby Ao
ronka ans iH'ekuin y po3ainis "lNMoka3aHHA" (peaaryBaHHs TEKCTY),
KapTOHHil kopobui "MpoTunokasaHHs", "OcobnmeocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyAAr" (peparyBaHHs TEKCTy), "3AaTHICTb BNvBaTH Ha
LIBMAKICTb peakLii Npy KepyBaHHi aBTOTpaHcnopToM abo
iHLWKUMK MexaHismamun" (pegaryBaHHs TekcTy), "MMobiyHi
peakuii”. BBeAeHHS 3MiH NpOTSArom 6-Tn micsAUiB nicns
3aTBEPAKEHHS.
65. | OBITPEN® PO34MH AN iH'EKLIN Apec LLisenuapi Mepk CepoHo C.n.A,, ITanis/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu || 3a UA/1175/02/01
no 250 mkr/0,5 mn, no Tpenginr C.A. a ITanis; LLiBenyapia Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta peuenmom
0,5 mn y nonepeaHLo Mepk CepoHo C.A., apmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuui
3aMoBHEHOMY LUMNPUL; BiadineHHa y M. OBoHH, nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLT Ans
no 1 nonepeaHLo LLsenuyapis MEAMNYHOrO 3aCTOCYBaHHS! Y 3B’5I3KY i3 HOBUMMW AaHUMU 3
3arnoBHEHOMY LUMpULy AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMKU Ta JaHUMK 3
B KOHTYPHi# apmakoHarnsagy. 3miHM BHECEHO A0 iHCTPYKLIT Ans
YapyHKOBI ynakoBLi MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
B KapTOHHIl kopobui po3ginis "lMNokasaHHa" (pegaryBaHHs TEKCTY),
"MpoTunokasaHHs", "OcobnmnBocTi 3acTocyBaHHA",
"BacTocyBaHHs1 y nepiog BariTHOCTi abo rogyBaHHs
rpyaar” (peparyBaHHs TeKCTy), "3aaTHiCTb BNnvBaT Ha
LUBWAKICTb peakLii Mpy KepyBaHHi aBTOTpaHcnopToM abo
iHWKUMK MexaHismamun" (pegaryBaHHsi TekcTy), "lMoGidHi
peakuii”. BBeAeHHs 3MiH NpOTArom 6-Tn micsAuiB nicns
3aTBEPOKEHHS.
66. | OKCANINNAT KOHLeHTpaT Ans TOB «TeBa YkpaiHa BupobHuuTBO HinepnaHg BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | 3a UA/8832/01/01
WH-TEBA PO34MHY Ans iHAys3ii, YkpaiHa» Hepo3gacoBaHoro w/ Tuny - 3MiHK 3 AKocTi. FoToBWI Nikapcbkuii 3acib. 3miHN y | peuenmom
5 mr/mn; no 4 mn (20 NPOAYKTY, NepBUHHE Ta XopsarTis BMPOBHMLTBI. 3MiHa iMmopTepa/3miHu, WO CTOCYOTLCS
Mmr) a6o no 10 mn (50 BTOPUHHE MaKyBaHHS, BUNYCKY Cepii Ta KOHTPOMO SAKOCTi FOTOBOrO NiKapCbKoro
Mr), abo no 20 mn KOHTpOnb cepii, 403BiN 3acoby (3aMiHa abo fofaBaHHs AinbHUL, Ha kil
(100 wmr), abo no 40 Ha BUMYCK cepii: 3INCHIOETECS KOHTPOb/BUNPOGYBaHHSA cepii) -
Mn (200 mr) y dapmaxemi b.B., [ofAaBaHHA anbTepHaTVBHOI AiNbHULI NPOBEAEHHS
cnakoHi; no 1 HigepnaHaw; KOHTpoOnto cepivt - [NniBa XpBaTtcka A.0.0., XopBaris.
dnakoHy B kopobui KoHTponb cepii: 3MiHUN BHECEHI Ha TUTYNbHY CTOPIHKY TEKCTY MapKyBaHHsi
MniBa XpBatcka 4.0.0., yNaKoBOK fikapCbkoro 3acoby LWoao AoAaHHS
Xopsaris anbTepHaTUBHOI AiNbHULI NPOBEAEHHS KOHTPOMIO SKOCTI
67. | OKCUTOLMH- PO34MH Ans iH'ekuin, 5 AT "BIONIK" YkpaiHa AT "BIONIK" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/5369/01/01
BIONIK MO/mn, no 1 mn B Tuny - 3MiHK 3 sikocTi. [O0TOBMI Nikapcbkuii 3acib. peuernmom

amnyni; no 10 amnyn
B nayui, abo no 5

Cunctema KoHTenHep/3akynoptoBarbHuii 3aci6 (iHLwi
3MiHW) - BHECEHHSI 10AAaTKOBOrO NaKyBaHHs amnyn y
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amnyn y 6nictepi; no 6nictepi, a came no 1 mn B amnynax, no 5 amnyn y
2 GnicTepu y nayui 6nictepi, no 2 6nictepy y nayui, 63 3MiH1 NepBMHHOTO
nakysanbHOro Matepiany, 3 BiAnNOBiAHUMY 3MiHAMW Y p.
«Ynakoska» MKA J13. Mpwu nakyBaHHi amnyn 3 KinbLem
3namy abo TOYKOI 3namy ckapudikaTtop He BKMagaeTbes.
3MiHN BHeCEHI B iHCTPYKLil0 ANst Mean4YHOro
3acTocyBaHHs nikapcbkoro 3acoby y posdin "Ynakoska"
68. | OMHITPON® po34mH ans iH'ekuin, 5 | CanHgos MM6X ABcTpis Canpos 'mM6X- Bl ABCTpist BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3miHm | 3a UA/12754/01/01
mr/1,5 mn, no 1,5 mn LWadpTenay, AscTpis TUMY - 3MiHW BHECEHO [0 iHCTPYKLii Ans MeanyHoro peuenmom
y kapTpuaxi; no 1, 5 (BpobHMLTBO in bulk, 3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainy "MobivHi
abo 10 kapTpuaxis y nakyBaHHs1, BUNYCK peakuii” oao OHOBNEHHS iHpopMmallii 3 6e3neku aitoyoi
KapTOHHil kopobui cepii) pevoBUHYM BignoBiaHO 0o pekoMeHaauin PRAC.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS
69. | OMHITPON® PO34MH Ans iH'EKLiN, Canpgos M'meX ABcTpis Canpos 'mM6X- Bl ABcTpisn BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:amiHm | 3a UA/12754/01/02
10 mr/1,5 Mn no 1,5 LadTeHay, AscTpis TUMY - 3MiHW BHECEHO A0 iHCTPYKLIT Ans MeanyHoro peuenmom
MA Y KapTpuaxi; no 1, (BupobHMLTBO in bulk, 3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy "lMobiyHi
5 abo 10 kapTpuaxis nakyBaHHs, BUNYCK peakuii” Wwoao oHOBNEHHS iHopMalii 3 6e3neku aitoyoi
Y KapTOHHI kopobui cepii) peyoBMHM BiANOBIAHO A0 pekomeHaauin PRAC.
BBegeHHs 3MiH NpoTAarom 6-Tn micauis nicns
3aTBEpPOKEHHS
70. | ONCOHAT Kpanni opansHi no 30 MEKAHA HimeuunH MEKAHA HimeuunHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:3aMiHm | be3 UA/16022/01/01
CNAr. NeKA M, no 50 mn'y HATYPXANN a HATYPXANBbMITTENb TUNYy - 3MiHW Wwopao beanekn/edekTMBHOCTI Ta peuernma
cnakoHi; no 1 bMITTEJb M6X papmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHMX
NaKkoHy B KAPTOHHIV m6X AaHunx nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs
ynakoBLi y3aranbHeHNUX AaHunX Npo cucteMy papMakoHarnsay,
3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
3iicHeHHs dhapMakoHarnagy; KOHTaKTHoi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
hapmakoHarnsgy B YKpaiHi, aKWwo BoHa BiAMiHHa Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
dapmakoHarnsgy (BKNoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-dainna cuctemu
cbapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: Cyxix IpuHa MuxainisHa. 3MiHa
KOHTaKTHUX JAHMX KOHTaKTHOI 0CobM 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi
71. | OPTArEJNIb® renb OYHUiA, 2,5 mr/r, CaHTteH AT diHnaHaina CaHTeH AT, ®iHnaHais OinnaHais/ BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 6e3 UA/6605/01/01
no 10 r y donakoHi, no (BUPOBHWK, HimeyumHa TMNYy - 3MiHK Wopao 6e3nekun/edeKTMBHOCTI Ta peuenma

1 donakoHy B
KapTOHHiI kopobui

BiANoBiganbHUI 3a
BUNyCK cepii);
YPCA®GAPM

ApuHanmittens M'mbX,
HimeyyrHa (BUPOGHUK,

hapmakoHarnsgy. BeeaeHHs abo 3miHW [0 y3aranbHeHux
AaHux Npo cuctemy dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHunX Npo cucteMmy papmakoHarnsagy,
3MiHa ynoBHOBaxeHOi ocobu, BiAnoBiganbHoi 3a
30iCHEHHs1 hapMakoHarnsaiy; KOHTakTHOi ocobu 3
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JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

72.

O®TAKBIKC®

BiAnNoBiganbHWi 3a
BMPOGHMUTBO in-bulk,
nepBuvHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOIb
AKOCTI)

dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHsI
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 34iNCHeHHS
hapmakoHarnagy (BKMoYaryy KOHTaKTHi AaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-danna cuctemm
dapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOi 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg.
MponoHoBaHna pepakuisa: AensdiHa beptpam, 4. .H.,
AOKTOP HayK. 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI
ocobw, BianoBigansHoi 3a dhapmakoHarnsag

73.

O®PTAH®OEK

Kpanni o4Hi, 5 mr/mn;
no 5 mn y pnakoHi 3

KpanenbHuueto; no 1

NakoHy B KAPTOHHIV
KopobLUi

CaHTteH AT

diHnaHaia

MaHydakTypiHr Makariir
dapmaka (MIMN®P) B.B.,
Hinepnanan
(anbTepHaTMBHUIA
BUPOBHMK,
BiAnNoBiganbHWi 3a
BTOPVHHE MaKyBaHHS);
Hekctdapma AT,
PiHNsHAis (BUPOOHMK
BiAnNoBiganbHWi 3a
BUpOGHMUTBO in bulk,
NepBMHHE Ta BTOPUHHE
naKyBaHHs1, KOHTPOIb
skocTi); CaHTeH AT,
PiHNsHAis (BUPOOHMK
BignoBigansHWi 3a
BUWMYCK cepii)

HinepnaHg
w
diHnaHaia

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu |
MMy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHnx
AaHunx nNpo cucteMy dpapmakoHarnagy (BBedeHHs
y3aranbHeHNUX AaHunX Npo cucteMy papmMakoHarnagy,
3MiHa yNnoBHOBaXeHOI 0cobu, BiAMOBiAanbLHOI 3a
3[iNCHEeHHs hapmakoHarnaay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMOBHOBaXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsagy (BKoYarumn KOHTaKTHI gaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
cbapmakoHarnsigy) - 3MiHa ynoBHOBaXkeHoi 0cobu
3asiBHMKa, BignoBiganeHoi 3a dhapMakoHarnsag.
MponoHoBaHna pepakuisa: AensdiHa beptpam, a.¢.H.,
[OKTOP HayK. 3MiHa KOHTAKTHMX OAHWX YNIOBHOBaXXEHOI
ocobwu, BignosiganebHoi 3a dhapmakoHarnsg

3a
peuernmom

UA/3755/01/01

CAMETA3OH

74.

NEMETPEKCE

Kpanni o4Hi, 0,1%; no
5 mn y cpnakoHi 3
KpanenbHuueto ; no 1
NaKkoHy B KAPTOHHIl
KopoobLi

CaHTteH AT

diHnaHpia

MaHydakTypiHr MakariHr
dapmaka (MIMN®) B.B.,
HigepnaHnaun
(anbTepHaTMBHUIA
BMPOGHMUK,
BiANoOBiganbHUI 3a
BTOPVHHE MaKyBaHHS);
Hekct®apma AT,
®iHNsHAis (BUPOOHMK
BianoBiganbHWi 3a
BUpPOGHMUTBO in bulk,
NepBUHHY Ta BTOPUHHY
yNaKkoBKY, KOHTPOIb
skocTi); CaHTeH AT,
®iHNsHAis (BUPOOHMK
BianosigansHWi 3a
BUMYCK Cepii)

HinepnaHg
w
QiHngHain

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu |
UMYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHUX
AaHunx nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs
y3aranbHeHNX AaHunxX Npo cucteMy papMakoHarnsgy,
3MiHa YNoBHOBaXeHOi 0cobu, BianoBiganbHoi 3a
34iicHeHHs1 hapMakoHarnagy; KOHTaKTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iICHEHHS
apmakoHarnsaay (BKIoYarumM KOHTaKTHI faHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-daina cuctemum
dapmakoHarnsgy) - 3MmiHa YroBHOBaXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: JenbdiHa BepTtpam, 4.d.H.,
[OKTOP HayK. 3MiHa KOHTAKTHMX JAHWX YNIOBHOBaXXEHOI
ocobw, BignosiganbHoi 3a hapmakoHarnsa,

3a
peuernmom

UA/5051/01/01

niodpinizat gns

MMpuBaTHe

YkpaiHa

LI3sHbcy XaHbco

Kutan

3a

BHECEHHS 3MiH 40 peecTpauiiHux MaTtepianis: 3MiHWY, WO

UA/17902/01/02
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
a NPUroTyBaHHA akKuioHepHe dapmacbtotukan pyn notebyloTb HOBOI peecTpallii - peecTpauisi HOBOI cunu aii | peuenmom
PO34MHY AN iHAY3iin TOBapuCTBo Ko., ITA.
no 100 mr y donakoHi; "Nekxim- [MepioAnyHiCTb NOAAHHA perynsipHO OHOBMIOBAHOIO 3BITY
in bulk: 60 pbnakoHiB y Xapkis" 3 6e3neku, BianoBigHo Ao Mopsaky 34iMcHeHHs
KopobLi hapmakoHarnsay, 3aTBepaXXeHoro Hakasom
MiHicTepcTBa 0XOpoHU 300p0B’A YKpaiHu Bif 27 rpyaHst
2006 poky Ne 898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainum 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 300poB's YKpaiHu
Bif 26 BepecHst 2016 poky Ne 996), ctaHOBWTB: 3rigHO 3i
CTpPOKaMu, 3a3Ha4eHUMN Y NepPioANYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
75. | MEP'E€ETA® KOHLeHTpaT Ans ®.XodpdpmanH | LWeenuapi | Pow AiarHoctuke MM6X, | Himevunnal BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/13062/01/01
PO34MHY AN iHAY3in -Na Pow Nta A HimeyunHa LLisenuapis TUMY - 3BY>KEHHS MeX crieumdikaLii Ans NOTOYHOro peuenmom
no 420 mr/14 mn; no (BMPOGHMLTBO 3aTBEPAKEHOrO NOKa3HMKa akTUBHOCTI METO40M
14 mn y cpnakoHi; no Hepo3dacoBaHoi 6ionoriyHoro aHanidy Ans ManbyTHbOI kBanidikawii
1 dpmakoHy y npoaykuii, NnepBuHHe CTaHAApPTHOro 3paska; 3anporoHosaHo: Potency by
KapTOHHI kopobui nakyBaHHs1, Bioassay 0.90-1.10x10* Units/mgP . BBeaeHHs 3MiH
BUNpobyBaHHsA npoTarom 6-Tu MicauiB nicns 3aTBepaKeHHs; 3miHu 1
KOHTPOMIO SIKOCTi); TUMY - AoAaBaHHA PYHKLIT «BU3HAYEHHS aKTUBHOCTI 3a
®.XopdpmaHH-J1s Powu [0MOMOroto aHanidy aHTUTINO3anexHoi KNiTMHHOT
JIto, Weenuapis uutoTokcmyHocTi (ADCC)» ons Bxe 3aTBEPIKEHOI
(BTOPUHHE NakyBaHHS, ainbHuui Roche Diagnostics GmbH, Germany;
BUWMYCK cepii) 3MpOMNOHOBAHO: Ajto4a peyoBuHa — nepTysymab MNP
nenTocnipun AN BUNpobyBaHHSA B NpoLieci BUPOGHMLTBA.
Bu3HaueHHs akTMBHOCTI 3a LONOMOro aHanisy
aHTUTINO3anexHoi KMiTMHHOT LumMToToKCcMYHOCTI (ADCC)
Roche Diagnostics GmbH, Germany. BeegeHHs 3miH
NpoTArom 6-T MicALIB NicNsA 3aTBEPKEHHS
76. | MIBOHII Maca nogpibHeHa MNAT YkpaiHa MAT "Ximdapmsasopa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:aminu || - UA/13945/01/01
BIOXUNEHOI (cybeTaHuis) 3 "Ximbapm3as "YepsoHa 3ipka" TUMY — BUNMYYeHHS nokasHuka “Mectuumon” 3
TPABA TA nikapcbkoi POCMUHHOI of "YepBoHa cneumdikauii AP| (3 BUNy4eHHAM BiANOBIgHOMO
KOPEHEBWULL | cvpoBuHK y 3ipka" aHaniTM4Horo meToay) obymMoBrieHe HasBHICTIO
A3 nanepoBuX MiLLIKax 060B’A3KOBOr0 BXiAHOIO KOHTPOIIO 3@ LM NMOKa3HUKOM
KOPEHAMU ans BMpobHuuTBa POCIMNHHOI MiKapCbKOT CUPOBMHM, LLIO BUKOPUCTOBYETHLCS Y
HEeCTEepPUNbHUX BUpOGHMUTBI ADI, 3rigHo cneumdikauii. KoHTponb
nikapcbkux chopm POCIUMHHOT CMPOBMHYK 3a NokasHukoM “INecTuunan”
3anvLaeTbcst Npu BXigHOMY KoHTponio 3rigHo ClL-CP-
006 «[iBOHIT BiAXMNeHOoI KOpeHeBMLLA 3 KOPEHAMUY» Ta
CNU-CP-008 «[iBoHii BiaxnneHoi TpaBay, NPOBOAUTLCS
B YNOBHOBaXeHi nabopaTtopii Ta 34iiCHIoETbCSA Y
BignosigHocTi Ao sumor AdY, 2.8.13, 3 HagaHHAM
cepTudikaTy BCTAaHOBIEHOrO 3pas3ka
77. | NMNASMANIT pO34unH Ans iHdY3in MpuBatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | 3a UA/16832/01/01
no 200 mn, 400 mn y akuioHepHe TOBapucTBO "lHy3ia" Tuny - 3MiHK 3 sikocTi. [O0TOBWMIA Nikapcbkuii 3acib. peuenmom
nnawui ado no 500 TOBapuUCTBO KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
MMy nakeTi "IHcpy3ia” MeToax BUNPOoOYyBaHHS rOTOBOIO fikapcbKoro 3acoby
nonimepHomy, (He3Ha4Ha 3MiHa y 3aTBEpAKEHNX MeToAax
noMiLeHomy y BUNPoOYBaHHS) - y 3B'A3Ky 3 BHECEHHSM A0AaTKOBOI
nposopun yMaKoBKM, a caMe MMSLKU HOMiHanbHUM o6'emom 200 mn
nNnacTUKOBWUA NakeT HeobxiaHe OHOBMNEHHs iHchopMalii oo npobosindopy
NMASLWOK B METOAML KOHTPOJO 32 MOKa3HUKOM
"CtepunbHicTb". 3MiHn Il Tuny - 3MiHK 3 skocTi. [oToBUI
nikapcbkuit 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
yMNaKoBKM rOTOBOrO NikapCbKoro 3acoby (3MiHa
Macu/ob'emy BMICTYy KOHTeHepa b6aratogo3oBoro
CTepUIbHOro nikapcbkoro 3acoby (abo ogHoa030BOrO,
YaCTKOBOrO BMKOPUCTaHHs1) Ta 6aratogo3oBoro
nikapcbkoro 3acoby 6ionoriyHoro/iMyHonoriYHoro
NOXOMXXEHHS ANS NapeHTepanbHOro 3acTOCyBaHHs) -
BBEAEHHS 40A4ATKOBOI yrnakoBku no 200 mn y nnsiwkax ,
6e3 3mMiHM NepBMHHOIO MakyBanbHOro marepiany, 3
BiQMOBIAHUMU 3MiHAMU Y p. «YNakoBka». 3MiHW BHECEHI B
IHCTPYKUIilO ANs MEAUYHOTO 3aCTOCYBaHHS flikapCbKOro
3acoby y po3gin "Ynakoska" 3 BignoBigHMMMN 3MiHaMu B
TEKCTi MapKyBaHHS1 ynakoBok. BBeeHHsi 3MiH npoTtsirom
6-T MicALIB MiCNsa 3aTBEPAXEHHS.
78. | NPErABIO® Kancynm rno 25 mr, no KPKA, a.4., CnoseHis BMPOGHMLTBO "in bulk", CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/16153/01/01
14 kancyn y 6nictepi; Hoso mecto NnepBUHHE Ta BTOPUHHE TUny - AOMiHICTpaTuBHI 3MiHW. BunyyeHHs BupobHuyoi | peyenmom
no 1,2 abo 6

GnicTepiB y KApTOHHIW
KopoobLi

nakyBaHHs1, KOHTPOIb
cepii Ta BUNycK cepii:
KPKA, a.a., HoBo mecTo,
CnoBeHis;
KOHTpOrb cepii:
KPKA, a.a., HoBo mecTo,
CnoBeHis;
nepBrHHE Ta BTOPUHHE
nakyBaHHsi:
Mapwudapm a.0.0.,
CnoBeHisi

OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acooy, OinbHUL
ONsi NPOBEAEHHS NaKyBaHHS!, BUPOOHMKa,
BigNoBigansHOro 3a BUMNycK cepil, Micue NpoBeAeHHs
KOHTpOIO cepii) abo nocTayanbHWKa BUXiJHOTO
marepiany, peareHTy abo JONOMiXXHOT peYOBUHU (SIKLLO
3a3HaYeHo Y 0CbE) - BUNYYEHHS BUPOOHMYOT AinbHUL
ans A®| nperabaniHy, a came Teva Pharmaceutical
Industries Ltd., Israel; 3miHu | TNy - 3miHun 3 siKoCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeZleHHA [OAATKOBOI AiNbHULI BUPOOHULTBA A4S
YacTuHM abo BCbOro BUPOGHMYOro NpoLecy rotToBoro
nikapcbkoro 3acoby (AinbHMLA AN BTOPUHHOTO
nakyBaHHs1) - BBeaeHHA 4oaaTKoBOro BUpobHMKa
BiANoBiganbHOro 3a BTOPMHHE NakyBaHHs - Marifarm
d.o.o. Slovenia. BBefgeHHs 3MiH NpoTArom 6-tu Micsiuis
nicnsa 3aTeepmxeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3mMiHW y BUPOGHMLTBI. 3amiHa
abo BBeZleHHA 4OAATKOBOI AiNMbHULI BUPOOHULITBA A4S
YacTuHM abo BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbkoro 3acoby (QinbHWULSA ANst NEPBUHHOTO
nakyBaHHs1) - BBeaeHHA 4oaaTKoBOro BUpobHuKa
BignoBigansHOro 3a NnepBMHHE NakyBaHHSA - Marifarm
d.o.o. Slovenia. BBegeHHs1 3MiH NpOTsiroM 6-Tu MicsiLiB
nicnsa 3aTeepmxeHHs. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

[oToBWIN Nikapcbkuii 3aci6. CTabinbHICTb. 3miHa y
TepmiHax npuaaTHocTi abo ymoBax 36epiraHHsi roToBOro
nikapcbkoro 3acoby (36inbLUeHHs TepMiHy NpMAaTHOCTI
roTOBOIO fikapcbKoro 3acoby) - [nsi ToproBoi ynakoBku
(nigTBEPAXYETHCS AAHUMM pearbHOro Yacy) 36inbLUeHHs
TepMiHy NpUAATHOCTI FOTOBOTIO NiKapCbKOro 3acoby.
3aTBepaKeHo: 2 poku. 3anponoHOBaHO: 3 POKK.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHS. 3miHum | Tuny - 3miHn Wwoao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnaay (iHwi 3miHu)
3MiHa TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynakoBok. 3aTBepakeHo: MAPKYBAHHA. Bignosinae
HagaHOMy MapKyBaHHi ynakoBku. 3anponoHOBaHO:
MAPKYBAHHA. Y BignoBigHOCTI 4O 3aTBEpPKEHOrO
TEKCTYy MapKyBaHHs. BBeeHHs 3MiH NpoTArom 6-Tu
MicauiB Micnsa 3aTBepaAXeHHSA. 3miHu | Tuny -
AamiHicTpaTUBHI 3MiHWM. 3MiHa Ha3BM NiKapcbKoro 3acoby
- 3MiHa Ha3Bw nikapcbkoro 3acoby. 3aTBepaXeHo:
MPEIABIO. 3anponoHoBaHo: NPEFABIO®. BeegeHHs
3MiH MPOTAroM 6-Tv MicsAUIB MiCnsA 3aTBEPMKEHHS. 3MiHM
Il Tvny - 3MmiHun 3 akocTi. ADI. (iHWi 3MiHX) OHOBMNEHHS
macTtep-danna Ha AD| nperabaniHy Big BUpobHWKa
KPKA, CrioBeHisi. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiuiB
nicnsa 3aTBepaXXeHHs.

79.

NPErABIO®

kancynu no 50 mr, no
14 kancyn y 6nictepi;
no1,2a6o6
GnicTepiB y KApTOHHIW
KopobLi

KPKA, a.4.,
HoBso mecto

CnoBeHis

BUpo6HMUTBO "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOIb
cepii Ta BUNyckK cepii:
KPKA, o.a., HoBo mecTo,
CnoBeHis;
KOHTpOrb cepii:
KPKA, o.a., HoBo mecTo,
CnogBeHisi

CnoBeHis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
Tnny - AOMiHICTPaTUBHI 3MiHW. BunyyeHHs BupobHuyoi
OinbHULI (BKNtoYaroum ainbHuui anst A®I, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acoby, QinbHUL
ONsi NPOBEeAEHHS NaKyBaHHS, BUPOOHMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs
KOHTpOIO cepii) abo nocTayanbHWKa BUXiJHOTO
MaTepiany, peareHTy abo JOMOMDKHOI PEYOBUHM (SIKLLO
3a3HaYeHO Y 4OCbE) - BUINYYEHHS1 BUPOOHMYOT AinbHUL
ans A®| nperabaniHy, a came Teva Pharmaceutical
Industries Ltd., Israel. 3miHu | TMny - 3miHKn 3 AKocTi.
[oToBwWI nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
TepmiHax npugaTHOCTI abo ymoBax 36epiraHHs FOTOBOrO
nikapcbKkoro 3acoby (36inbLUeHHS TepMiHY NpMAATHOCTI
roToBOro fikapcbkoro 3acoby) - [ns ToproBoi ynakoBku
(nigTBEPAXKYETHCSA AAHUMMN pearibHOro Yacy) -
36inbLUeHHs TepMiHY NPUAATHOCTI FOTOBOrO MiKAPCbKOro
3acoby. 3aTBepmxeHo: 2 poku. 3anpornoHOBaHO: 3 POKK.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLWi 3MiHW)
3MiHa TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOIT
ynakoBok. 3atBepakeHo: MAPKYBAHHA. Bignoesigae
HagaHoOMy MapKyBaHHi ynakoBku. 3anponoHoBaHo:
MAPKYBAHHA. Y BignoBigHOCTI 4O 3aTBEPAXXEHOrO

3a
peuenmom

UA/16153/01/02
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
TEKCTy MapKyBaHHSA. BBeAeHHSA 3MiH NpoTarom 6-Tu
MicauiB nicnsa 3aTBepAXeHHS. 3miHun | Tuny -
AaMiHicTpaTMBHI 3MiHU. 3MiHa Ha3BW NikapcbKoro 3acoby
- 3MiHa Ha3BW nikapcbkoro 3acoby. 3aTBepKeHO:
MPEIABIO. 3anponoHoBaHo: NPEIABIO®. BeegeHHs
3MiH NPOTArom 6-T MicsUiB nicns 3aTBeppKeHHs. 3MiHM
Il Tvny - 3miHun 3 akocTi. ADI. (iHWi 3MiHN) OHOBMNEHHSA
macTep-danna Ha APl nperabaniHy Big BUpoGHUKa
KPKA, CroBeHisi. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicnsa 3aTBepAXKEHHS.
80. | MPETABIO® Kancynu no 75 mr, no KPKA, a.4., CnoBeHisi BUpobHMUTBO "in bulk", CnoseHisi/ BHECEHHS 3MiH 0 peecTpauinHmx matepianis: 3miHu | 3a UA/16153/01/03
14 kancyn y 6nictepi; Hoso mecto NnepBUHHE Ta BTOPUHHE KuTan TUny - AOMiHICTpaTuUBHI 3MiHW. BunyyeHHs BupobHuyoi | peyenmom
no 1,2 abo 6

GnicTepiB y KApTOHHIW
KopobLUi

nakyBaHHs1, KOHTPOIb
cepii Ta BUNyckK cepii:
KPKA, a.a., HoBo mecTo,
CrnoBeHis;
KOHTpPOrb cepii:
KPKA, a.a., HoBo mecTto,
CnoBeHis;
nepBrHHE Ta BTOPUHHE
nakyBaHHsi:
Mapwudapm g.0.0.,
CnoBeHis;
BUPOGHMLTBO "in bulk":
Hinr6o MeHoBo TiaHkaHr
dapmacbtotukanc Ko.,
NTa., Kuran

OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
npoaykTy abo rotToBoro nikapcbkoro 3acoby, QinbHUL
ONsi NPOBEAEHHS NaKyBaHHS, BUPOOHMKa,
BigNoBiganbHOro 3a BMMNycK cepil, MicLe NPOBEAEHHSs!
KOHTPOIIO cepii) abo nocTayanbH1Ka BUXiJHOTO
marepiany, peareHTy abo JOMNOMiXXHOT peYOBUHU (SIKLLO
3a3Ha4YeHo Y [0CbE) - BUNYyYEHHS BUPOOHMYOT AinbHUL
ans A®| nperabaniHy, a came Teva Pharmaceutical
Industries Ltd., Israel. 3miHu | TNy - 3miHK 3 sKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHn y BUPOGHMLTBI. 3amiHa
abo BBeAEeHHA AOAATKOBOI AiNbHULI BUPOOHULTBA A4S
YacTuHM abo BCbOro BUPOGHMYOro NpoLecy rotToBoro
nikapcbkoro 3acoby (AinbHMLA AN BTOPUHHOTO
nakyBaHHs1) - BBegeHHs1 4o4aTKoBOro BUPOOHMKa
BiAMNOBiAanbLHOro 3a BTOPMHHE MakyBaHHS - Marifarm
d.o.o. Slovenia. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB
nicns 3aTBepaKeHHs. 3MiHn | Tuny - 3MiHM 3 GKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3amiHa
abo BBeZleHHA 4OAATKOBOI AiNbHUL BUPOOHULITBA A4S
YacTuHM abo BCbOro BUPOGHMYOro MpoLecy rotToBoro
nikapcbkoro 3acoby (ginbHWUUSA ANst NePBUHHOIO
nakyBaHHs1) - BBegeHHs1 [oaTKOBOro BUPOOHMKa
BigNoBiganbHOro 3a NepBMHHE NakyBaHHA - Marifarm
d.o.o. Slovenia. BBegeHHs 3MiH NpPOTsiroM 6-Tu MicsLiB
nicns 3aTBepakKeHHs. 3MiHn | Tuny - 3MiHK 3 GKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeAieHHs1 4OAATKOBOI AiNbHULI BUpOOHULTBA ANt
YacTuHM abo BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbkoro 3acoby (QinbHMULA, Ha SKii NPOBOAATLCS
Byab-sKi BUpOGHMYI cTagii, 38 BUHATKOM BUMYCKY Cepiid,
KOHTPOMIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO MaKyBaHHS,
ONsi HECTEePUIbHKX NiKapcbknx 3acobis) - BBegeHHs
[ofaTkoBoro BUPOGHMKa, Lo BianosiganbHUiA 3a
BUpobHMUTBO «in bulky» - Ningbo Menovo Tinkang
Pharmaceuticals Co., Ltd., China. BBegeHHs 3miH
npoTarom 6-Tu MicsuiB nicns 3aTBepaXeHHs. 3MiHu | Tuny

- 3MiHu 3 sikocTi. FOTOBMIA NiKAPCbKUIA 3aci6.
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n/
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3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roTOBOro MikapCcbKoro 3acoby (36inbLUeHHs
TepMiHy NpMAATHOCTI FOTOBOrO Nikapcbkoro 3acoby) - Ans
TOProBoOi YNakoBKM (NiATBEPAKYETLCA AaHUMKN pearnibHOro
yacy) - 36inbLUeHHsI TepMiHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby. 3aTBepaXXeHOo: 2 POKW.
3anponoHoBaHo: 3 poku. BBeaeHHs 3MiH NnpoTarom 6-Tu
MicauiB nicns 3atBepaKeHHs. 3MiHu | Tuny - 3MiHKM Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi 3miHW)
3MiHa TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynakosok. 3aTBepakeHo: MAPKYBAHHA. Bignosinae
HaZaHOMy MapKyBaHHi yNakoBku. 3anponoHoBaHo:
MAPKYBAHHA. Y BignoBigHOCTI [0 3aTBEpPXEHOIrO
TEKCTYy MapKyBaHHSA. BBeAeHHS 3MiH npoTarom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM NiKapcbkoro 3acoby
- 3MiHa Ha3BM NikapCbKoro 3acoby 3aTBepaeHo:
MPEFABIO. 3anponoHoeaHo: NMPEFABIO®. BeegeHHs
3MiH MPOTAroM 6-Tu MicAUiB nicnsa 3aTBEpAKEHHS. 3MiHK
Il Tviny - 3miHun 3 akocTi. ADI. (iHWi 3MiHN) OHOBMNEHHSA
macTtep-darina Ha AD| nperabaniHy Big BUpoGHMKa
KPKA, CrioBeHisi. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicns 3aTBepAXXEHHSI.

81.

NPErABIO®

kancynu no 100 wmr,
no 14 kancyny
6nictepi; no 1, 2 abo
6 GnictepiB y
KapTOHHI kopobLyi

KPKA, a.4.,
HoBso mecto

CnogeeHisi

BMpobHMUTBO "in bulk",
nepBUHHE Ta BTOPUHHE
naKkyBaHHsi, KOHTPOIb
cepii Ta BUNYyCK cepii:
KPKA, a.a., HoBo mecTo,
CnoBeHis;
KOHTpOrb cepil:
KPKA, a.a., HoBo mecTo,
CnoBeHis

CnoeeHis

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tuny - AOMiHICTpaTUBHI 3MiHW. BunyyeHHs BupobHuyoi
OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
npoAyKTy abo roToBOro nikapcbkoro 3acoby, AinbHUL
ONsi NPOBEAEHHS NaKyBaHHS, BUPOOHMKa,
BiMNoBiganbHOro 3a BUNycK Cepil, Micue NpoBeAeHHs
KOHTpONo cepii) abo nocTayanbHWka BUXIigHOTO
MaTepiany, peareHTy abo JOMOMDKHOI PEYOBUHM (SIKLLO
3a3HaYeHo Y [OCbE) - BUNYYEHHS BUPOOHMNYOT AinbHUL
ans A®| nperabaniHy, a came Teva Pharmaceutical
Industries Ltd., Israel. 3minun | Tvny - 3miHn 3 AKocTi.
[oToBWi nikapcekun 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLUeHHA TepMiHY NpMAaTHOCTI
roTOBOro MikapcbKoro 3acoby) - [ns Toprosoi ynakoBku
(nigTBEPAXKYETHCS AaHUMM peanbHOro Yacy) -
36inbLUeHHS TepMiHY NPUAATHOCTI FOTOBOrO MiKAPCbKOro
3aco0y. 3aTBepmpxeHo: 2 poku. 3anpornoHOBaHO: 3 POKK.
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHS. 3MiHum | Tuny - 3miHu Wwoao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3miHm)
3MiHa TEKCTY MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI
ynakoBok. 3atBepakeHo: MAPKYBAHHA. Bignoesigae
Haf@aHOMy MapKyBaHHi yrnakoBku. 3anponoHOBaHoO:
MAPKYBAHHA. Y BignoBigHOCTI 40O 3aTBEpAXXEeHOro
TEKCTY MapKyBaHHs. BBeieHHS 3MiH NpoTarom 6-Tu

3a
peuenmom

UA/16153/01/04
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82.

NPErABIO®

MicAUiB Micnsa 3aTBepAXeHHSA. 3MiHu | Tuny -
AamiHicTpaTuBHiI 3MiHU. 3MiHa Ha3BW nikapcbkoro 3acoby
- 3MiHa Ha3Bw Nikapcbkoro 3acoby. 3aTBepAKeHo:
MPEIABIO. 3anponoHoBaHo: NPEFABIO®. BeegeHHs
3MiH MPOTAroM 6-Tu MicsAUIB MiCnsA 3aTBEPMHKEHHS. 3MiHM
Il Tvny - 3minHun 3 akocTi. ADI. (iHWi 3MiHW) OHOBMNEHHS
macTep-danna Ha APl nperabaniHy Big BUpoGHUKa
KPKA, CrioBeHisi. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicnsa 3aTBepAXeHHs.

kancynu no 200 wmr,
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHIN kopobLi

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BMPOGHMUTBO "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOIb
cepii Ta BUNyckK cepii:
KPKA, a.a., HoBo mecTo,
CnoBeHisi;
KOHTpPOrb cepii:
KPKA, a.a., HoBo mecTo,
CnogeeHisi

CnoBeHis

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu |
Tnny - AOMiHICTPaTuBHI 3MiHW. BunyyeHHs BupobHuyoi
OinbHULI (BKNtoYaroum ainbHuui anst A®I, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acoby, QinbHUL
ONsi NPOBEAEHHS NaKyBaHHS, BUPOOHMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBefAeHHs
KOHTPOIIO cepii) abo nocTayanbH1Ka BUXiJHOTO
MaTepiany, peareHTy abo JOMOMDKHOI PEYOBUHM (SIKLLO
3a3HaYeHO Y [OCbE) - BUINYYEHHS BUPOOHMNYOT AiNbHUL
ans A®| nperabaniHy, a came Teva Pharmaceutical
Industries Ltd., Israel. 3miHu | TMny - 3miHKn 3 AKocTi.
[oToBwWI nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
TepmiHax npugaTHOCTI abo ymoBax 36epiraHHs FOTOBOrO
nikapcbkoro 3acoby (36inbLUeHHA TepMiHY NpMAAaTHOCTI
roTOBOro NikapcbKoro 3acoby) - [ns ToproBoi ynakoBku
(niaTBEPAKYETLCS AAHNMM pearnbHOro vyacy) -
36inbLUeHHS TepMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOro
3acoby. 3aTBepmxeHo: 2 poku. 3anpornoHoBaHO: 3 POKM.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLWi 3miHW)
3MiHa TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynakosok. 3aTBepakeHo: MAPKYBAHHA. Bignosinae
HaZaHOMy MapKyBaHHi ynakoBku. 3anponoHoBaHo:
MAPKYBAHHA. Y BignoBigHOCTI [0 3aTBEpPXEHOrO
TEKCTYy MapKyBaHHSA. BBeeHHSA 3MiH npoTarom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
ApmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM NikapcbKoro 3acoby
- 3MiHa Ha3BM NikapcbKoro 3acoby. 3aTBepmKeHo:
MPEIABIO. 3anponoHosaHo: NMPEFABIO®. BeeaeHHsi
3MiH NPOTArom 6-Tn MicALiB Nicns 3aTBepAKEHHS. 3MiHM
Il TMNYy - 3miHn 3 akocTi. ADI. (iHLi 3MiHW) OHOBREHHS
macTtep-darina Ha AD| nperabaniHy Big BUpobHuKa
KPKA, CrioBeHisi. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicns 3aTBepAKEHHS.

3a
peuenmom

UA/16153/01/06

83.

NPErABIO®

Kkancynu no 225 wr,
no 14 kancyny
6nictepi; no 1, 2 abo
6 GnictepiB y

KapTOHHI kopobui

KPKA, a.4.,
Hoso mecto

CnoseHis

BMPOGHMUTBO "in bulk",
NepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPOMb
cepii Ta BUNYyCK cepii:

KPKA, o.a., HoBo mecto,

CnoseHis

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu |

Tuny - AOMiHICTPaTUBHI 3MiHW. BunyyeHHst BUpobHuyoi

OinbHULI (BKNtoYaroum AinbHuLi ans ADI, npomikHOro

npoaykTy abo roToBOro nikapcbkoro 3acoby, AinbHUL
ONsi NpPOBEAEHHS NaKyBaHHS, BUPOGHMKa,

3a
peuernmom

UA/16153/01/07
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CnoBeHis;
KOHTpOIb cepii:
KPKA, a.a., HoBo mecTo,
CnoBeHisi

BigMNoBiganbHOro 3a BMMNycK cepil, Micue NpoBeAeHHs
KOHTpOMIo cepii) abo nocTayansbHUKa BUXiAHOTO
marepiany, peareHTy abo JONOMiXXHOT PeYOBUHU (SIKLLO
3a3HayeHo y AOCbE) - BUNYYEHHSI BUPOOHUYOT AinbHUL
ansa A®l nperabaniny, a came Teva Pharmaceutical
Industries Ltd., Israel. 3miHu | TMNy - 3miHK 3 AKocTi.
[oToBWIN Nikapcbkuii 3aci6. CTabinbHICTb. 3miHa y
TepmiHax npuaaTHocTi abo ymoBax 36epiraHHsi roToBOro
nikapcbkoro 3acoby (36inbLUeHHs TepMiHy NpMAaTHOCTI
roTOBOrO fikapcbKkoro 3acoby) - st ToproBoi ynakoBku
(niaTBEPAXKYETLCS AAHMMM pearnbHOro Yyacy) -
36inbLUeHHs TepMiHy NPpUAATHOCTI FOTOBOrO MiKapCbKOro
3acoby. 3aTBepmKeHo: 2 pokn. 3anponoHoOBaHoO: 3 poKu.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHLWi 3MiHW)
3MiHa TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynakoBok. 3aTBepakeHo: MAPKYBAHHA. Bignosinae
HagaHOMy MapKyBaHHi ynakoBku. 3anponoHOBaHO:
MAPKYBAHHA. Y BignoBigHOCTI [0 3aTBEpPXEHOrO
TEKCTYy MapKyBaHHSs. BBeeHHs 3MiH NpoTArom 6-Tu
MicauiB Micnsa 3aTBepAXeHHS. 3miHu | Tuny -
AamiHicTpaTUBHI 3MiHW. 3MiHa Ha3BM NiKapcbkoro 3acoby
- 3MiHa Ha3Bw Nikapcbkoro 3acoby. 3aTBepAKeHo:
MPEFABIO. 3anponoHoBaHo: NPEFABIO®. BeeaeHHs
3MiH NPOTArom 6-Tn MicALIB Nicns 3aTBepPIKEHHS. 3MiHM
Il Tvny - 3miHun 3 skocTi. ADI. (iHWi 3MiHX) OHOBMNEHHS
macTtep-darnna Ha AD| nperabaniHy Bia BUpobHWKa
KPKA, CrioBeHisi. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicnsa 3aTBepaAXXeHHs.

84.

NPErABIO®

kancynu no 300 mr,
no 14 kancyny
6nicTepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHI kopobLyi

KPKA, a.4.,
HoBso mecto

CnoBeHis

BUpo6bHMUTBO "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb
cepii Ta BUNyckK cepii:
KPKA, a.a., HoBo mecTo,
CnoBeHis;
KOHTpOrb cepii:
KPKA, o.a., HoBo mecTo,
CnoseHis

CnoBeHis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
Tuny - AOMiHICTpaTUBHI 3MiHW. BunyyeHHs BupobHuyoi
OinbHWLI (BKNtoYaroum ginbHuui ans A®I, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acooy, OinbHUL
ONsi NPOBEeAEHHS NaKyBaHHS, BUPOOHMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBefeHHs
KOHTpOIIO cepii) abo nocTayanbHMKa BUXiJHOTO
marepiany, peareHTy abo JONOMiIKHOT PEYOBUHM (SKLLO
3a3Ha4YeHO Y 10CbE) - BUNYYEHHS1 BUPOBHMNYOT AinbHUL
onsa A®l nperabaniHy, a came Teva Pharmaceutical
Industries Ltd., Israel. 3miHu | TUNY - 3miHK 3 AKOCTiI.
[oToBwMI nikapcbkuit 3aci6. CtabinbHicTb. 3MiHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKkoro 3acoby (36inbLUeHHS TepMiHY NpMAATHOCTI
roToBOro fikapcbkoro 3acoby) - [ns ToproBoi ynakoBku
(niaTBEPAXKYETHCS AAHNMM pearnbHOro Yyacy) -
36inbLUeHHS TepMiHY NPUAATHOCTI FOTOBOrO MiKaPCbKOro
3acoby. 3aTBepmxeHo: 2 poku. 3anpornoHOBaHO: 3 POKK.
BBegeHHs 3MiH NpoTsarom 6-Tv MicauiB nicns

3a
peuenmom
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3aTBepAKEHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnaay (iHwi 3miHu)
3MiHa TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOIT
ynakosok. 3aTBepaxkeHo: MAPKYBAHHA. Bignosigae
HagaHOMy MapKyBaHHi ynakoBk1. 3anponoHOBaHO:
MAPKYBAHHA. Y BignosigHOCTi A0 3aTBEpAXEHOro
TEKCTYy MapKyBaHHS. BBeAeHHSA 3MiH NnpoTarom 6-Tu
MicauiB nicnsa 3aTBepAXeHHS. 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby
- 3MiHa Ha3BW nikapcbkoro 3acoby. 3aTBepKeHO:
MPEIABIO. 3anponoHoBaHo: NMPEIABIO®. BeegeHHs
3MiH NpOTSArom 6-T MicsiLiB nicns 3aTBepmpKeHHs. 3MiHM
Il Tviny - 3miHun 3 akocTi. ADI. (iHWi 3MiHN) OHOBMNEHHSA
macTtep-danna Ha AD| nperabaniHy Big BUpobHWKa
KPKA, CroBeHisi. BBegeHHs1 3MiH NpoTsirom 6-Tu mMicsiuis
nicns 3aTBepAXXEHHSI.

85.

NPErABIO®

kancynu no 150 wmr,
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHIl kopobui

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BUpobHMUTBO "in bulk",
nepBrvHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb
cepii Ta BUNycK cepii:
KPKA, a.a., HoBo mecTo,
CrnoBeHis;
KOHTpPOrb cepii:
KPKA, a.a., HoBo mecTo,
CnoBeHis;
nepBrHHE Ta BTOPUHHE
nakyBaHHsi:
Mapwudapm a.0.0.,
CnoBeHis;
BMPOGHMLUTBO "in bulk":
Hinr6o MeHoBo TiaHkaHr
dapmacbtotukanc Ko.,
NTa., Kuran

CnoseHis/
KuTan

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3minHu |
TMny - AOMiHICTpaTUBHI 3MiHW. BunyyeHHs BUpobHuYoi
OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
npoaykTy abo rotToBoro nikapcbkoro 3acoby, QinbHUL
ANS NpoBeAeHHs NakyBaHHS, BUPOOHUKA,
BigNoBiganbHOro 3a BMMNycK cepil, Micue NpOBEAEHHSs!
KOHTpPOIIO cepii) abo nocTayanbH1Ka BUXiJHOTO
marepiany, peareHTy abo JOMNOMiXXHOT PeYOBUHU (SIKLLO
3a3HaYeHo Y [0CbE) - BUNYYEHHS BUPOOHMYOT AinbHUL
ans A®| nperabaniHy, a came Teva Pharmaceutical
Industries Ltd., Israel. 3miHu | TNy - 3miHKM 3 siKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeZleHHA JOAATKOBOI AiNbHULI BUPOOHULITBA A4S
4YacTWHM abo BCbOro BUPOBGHMYOro nNpoLiecy roToBoro
nikapcbkoro 3acoby (AinbHMLA AN BTOPUHHOTO
nakyBaHHs1) - BBegeHHs1 [o4aTKOBOro BUPOOHMKa
BiAMNOBiganbLHOro 3a BTOPMHHE MakyBaHHS - Marifarm
d.o.o. Slovenia. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB
nicns 3aTBepaXKeHHs. 3MiHn | Tuny - 3MiHM 3 GKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3amiHa
abo BBeZleHHA 4OAATKOBOI AiNbHULL BUPOOHULITBA A4S
YacTuHM abo BCbOro BUPOGHMYOro MpoLecy roToBoro
nikapcbkoro 3acoby (AinbHULS Ans NepBUHHOIO
nakyBaHHs1) - BBeaeHHA 4oaaTKoBOro BUpOOHMKa
BignoBigansHOro 3a NnepBMHHE NakyBaHHSA - Marifarm
d.o.o. Slovenia. BBegeHHs1 3MiH NpOTsiroM 6-Tu MicsiLiB
nicnsa 3aTeepmxeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeAeHHs1 4OAATKOBOI AiNbHULI BUpOOHULTBA ANt
YacTuHM abo BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbkoro 3acoby (QinbHMULA, Ha SKii NPOBOAATLCS
Byab-siKi BUpOOHWYI cTagii, 338 BUHATKOM BUMYCKY Cepiid,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO NMaKyBaHHS,
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ANs HeCTepunbHMX Nikapcbkux 3acobis) - BBeaeHHs
[04aTKoBOro BUpPOGHMKa, Lo BianosiganbHUi 3a
BMPOGHMUTBO «in bulk» - Ningbo Menovo Tinkang
Pharmaceuticals Co., Ltd., China. BBegeHHs 3amiH

npoTArom 6-Tn MicauiB nicna 3aTBepaXeHHs. 3MiHu | Tuny
- 3MiHu 3 sikoCTi. FOTOBMIA NikapCbkuii 3aciO.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roTOBOro MikapcbKoro 3acoby (36inbLUeHHs
TepMiHy NpMAATHOCTI FOTOBOrO Nikapcbkoro 3acoby) - Ans
TOProBoOi YNakoBKuW (NiATBEPAXKYETLCA AaHUMWN pearnibHOro
yacy) - 36inbLUeHHs TepMiHy NpuAaTHOCTi FOTOBOIO
nikapcbkoro 3acoby. 3aTBepaxeHo: 2 PoKW.
3anponoHoBaHo: 3 poku. BBeaeHHs 3MiH NpoTarom 6-Tu
MicauiB nicnst 3atBepaKeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLWi 3miHW)
3MiHa TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynakosok. 3aTBepakeHo: MAPKYBAHHA. Bignosinae
HagaHOMy MapKyBaHHi ynakoBku. 3anponoHoBaHo:
MAPKYBAHHA. Y BignoBigHOCTI [0 3aTBEpPXEHOrO
TEKCTYy MapkyBaHHSA. BBeaeHHSA 3MiH npoTarom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM NiKapcbkoro 3acoby
- 3MiHa Ha3BM NikapcbKoro 3acoby 3aTBepaeHo:
MPEFABIO. 3anponoHoeaHo: NPEFABIO®. BeegeHHs
3MiH NPOTArom 6-Tn MicALIB Nicns 3aTBEpPKEHHS. 3MiHN
Il Tviny - 3miHun 3 akocTi. ADI. (iHWi 3MiHN) OHOBMNEHHSA
macTtep-darina Ha AD| nperabaniHy Big BUpoGHWKa
KPKA, CrioBeHisi. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicnsa 3aTBepAXXEHHSI.

86.

NPO3EPUH

PO34nH ANS iH'EKLN,
0,5mr/Mnno 1 mnB
amnyni; no 10 amnyn
y nayui 3 KapToHy; Mo
1 mn B amnyni; no 10
amnyn y 6nictepi; no
1 6nictepy B nauui 3
KapTOHY

TosapucTBo 3
0oBMmexeHo
BignoBiganbHi
CTHo
"®apmaueBTu
YHa KOMMaHis
"3popos's"

YkpaiHa

KOHTPOIb SIKOCTi, BUMYCK
cepii:
ToBapwucTtBo 3
obBMexeHo
BiANOBIAANbHICTHO
"OocnigHuii 3aBog
"rHUnc,
YkpaiHa;

BCi cTagii BUpobHMLTBA,
KOHTPOrb SIKOCTi, BUMYCK
cepii:
ToBapwucTBo 3
obMexeHo
BiANOBiganbHICTHO
"®apmaueBTnyHa
KoMnaHisi "3popos's”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHuX
AaHux Npo cuctemy dapmakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHunx Npo cuctemy papmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobw, BiAMoBiAanbHOI 3a
3[iCHEHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHsI
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
yNnoBHOBaXeHoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
apmakoHarnsaay (BKIOYarumM KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsigy). 3miHa yrnoBHOBaxeHOI ocobu
3asiBHUKA, BignosiganbHoi 3a hapmakoHarnag. Hitova
pepakuis: MNMnakciHa OneHa BonognmupisHa.
MponoHoBaHa pepakuis: LLeBuyeHko OneHa IropiBHa.
3MiHa KOHTaKTHWUX JaHWUX YNIOBHOBaXeHOi 0cobu
3asBHMKa, BiAnNoBiaanbHoOI 3a 3MiCHEHHS
dapmakoHarnsgy. 3MiHa 3asiBHVKa (BnacHuka
peecTpauinHoro nocsigyeHHs) (3rigHo Hakasy MO3 Big

3a
peuenmom

UA/6253/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
23.07.2015 Ne 460).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
87. | NPOTEKOH® TabneTku, BKPUTI OPIrAHOCWH OAE EsepTtomkeH Jland IHAisA BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | bes UA/3347/01/01
obonoHkoto no 10 NANDCAEHC CaeHcus JlimiTen, IHais; Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHM 'y | peuyenma
Tabnetok y 6nictepi; N3 (E® 3ET 1) Cara JlandcaeHcus BUPOGHMLTBI. 3amMiHa abo BBeAEHHSA AOAATKOBOI OiNbHULL

no 3 6nictepu y nayui
3 KapTOHY;

no 10 Tabnetok y
GnicTepi; no 3
bnictepn y nayui 3
KapToHy; No 3 nayku y
nauui 3 KApTOHY;

no 30, 60 abo 120
Tabnetok y
KOHTelHepi; no 1
KOHTeWNHepy B nayi 3
KapTOHY

Nimiten, IHais

BMPOOHMLTBA ANs YacTUHM abo BCbOro BUPOGHMYOro
npoLiecy roToBOro fikapcbKoro 3acoby (AinbHUUSA, Ha SKin
npoBoAsTbCS Oyab-Aki BUpOOHUYI cTagiji, 3a BUHATKOM
BWMYCKY CePpil, KOHTPOIIO AKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANsl HECTEPUIbHMX MIKAPCbKUX
3acobiB)

CynyTHSA 3miHa
- 3MiHK 3 gKocTi. [oTOBUIA Nikapcbkuii 3acié. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAeHHS A0AaTKOBOI OifbHULL
BMPOBHMLTBA AN YacTUHM abo BCbOro BUPOBHNYOro
npoLecy rotToBoro fikapcbkoro 3acoby (ginbHuUsa Ans
BTOPUHHOIO NaKyBaHHs);

- 3MiHK 3 gKocTi. [oToBUIA Nikapcbkuii 3acit. 3miHn y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBHMLUTBA AN YacTUHM abo BCbOro BUPOOGHUYOro
npoLecy rotToBoro fikapcbkoro 3acoby (ginbHuUsa ans
NEepPBMHHOIO NaKyBaHHS) - BBEAEHHS 4OAATKOBOI AiNbHuLI
BUpobHMLTBa - Cara JlandcaeHcus Jlimiteq, IHais.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS; 3MiHuM | TUny - 3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUpoGHULUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo goaaBaHHS BUPOGHMKa, WO BiANOBIAA€e 3a BBE3EHHSI
Ta/abo Bunyck cepii) - Bkrrovatoun
KOHTpOnb/BUNpobyBaHHs cepii - AoAaBaHHA BUPOOHMKa
BiANOBIganbHOro 3a KOHTPOIb SKOCTI Ta BUMNYCK cepil -
Cara Jlandcaexcus Jlimiteq, IHais.
3MiHV BHECEHO B iHCTPYKLiO A1S MEAUYHOrO
3aCTOCyBaHHs Y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AifNbHOCTI» 3 BiANOBIAHMMM 3MiHAMM
y TEKCTi MapKyBaHHs! yNakoBKM Nikapcbkoro 3acoby
(monaBaHHs BUpobHuKa). BBeaeHHS 3MiH npoTsirom 6-Tu
MicaLiB nicns 3aTBepOKEHHS; 3MiHu | Tuny - 3MiHM 3
sikocTi. [oTOBMI Nikapcbkuit 3aci6. 3MiHN Yy BUPOOHULTBI.
3miHa po3Mipy cepii (BKMoYao4m giana3oH po3mipy cepii)
roToBOro NMikapcbkoro 3acoby (3meHweHHs Ao 10 pasis) -
BBeJEeHHS 404aTKOBOr0 po3Mipy cepii FoToBOro
nikapcbkoro 3acoby 300 000 TabneTok (3aTBepaXeHo:
600 000 TabneTok, 3anponoHoBaHo: 300 000 TabneTok,
600 000 TabneTok).

BBegeHHs 3MiH NpoTsarom 6-Tv MicauiB nicns
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

3aTBEpPAKEHHS!

88.

NMPOTEKOH®

TabneTkn, BKpUTI
o6ornoHkot in bulk:
no 2500 TabneTok y
nakeTax y kopobui 3
ropoKapToHy

OPTAHOCVIH
NANGCAEHC
U3 (E® 3ET 1)

OAE

EBepToaxeH JNand

Cara Jlandcaexcus
NimiTeq, IHaia

CaeHcus JlimiTen, IHais;

IHgia

BHECEHHS 3MiH 0O peecTpauinHnx maTepianis: 3MiHu |
TMny - 3MiHK 3 SKocTi. [oTOBMIA NiKapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS 404ATKOBOT AirbHUL

BMPOGHMLUTBA AN YacTUHM abo BCbOro BUPOOGHNYOro
npoLiecy roToBOro fikapcbKoro 3acofy (AinbHUUSA, Ha KA

npoBoAsTbCS Oyab-siki BUPOOHUYI cTagjl, 32 BUHATKOM

BUNYCKY Cepii, KOHTPOIIO SKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANs HECTEPUIBbHMX MiKaPCbKNX
3acobiB)
CynyTHSA 3miHa

- 3MiHu 3 gKkocTi. FoToBUIA Nikapcbkuii 3aci6. 3miHn y
BUPOOHMLTBI. 3amiHa abo BBeAEHHA AOAATKOBOI OiNbHULL

BMPOBHMLTBA AN YacTMHM abo BCbOro BUPOOHNYOro

npoLiecy roToBoro nikapcbkoro 3acoby (ainbHuus ans

BTOPUHHOIO NaKyBaHHS);

- 3MiHK 3 gKocTi. FoToBUIA Nikapcbkuii 3acib. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS A0AaTKOBOI OifbHULL
BMPOBHMLTBA AN YacTMHM abo BCbOro BUPOBHNYOro
npoLecy rotToBoro fikapcbkoro 3acoby (ginbHuUsa Ans
NepBUHHOIO NaKkyBaHHs1) - BBEAEHHS [OAATKOBOI OiNbHUL
BUpobHMLTBa - Cara JlandcaeHcus fimiteq, IHais.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 sKocTi. [oToBMI
nikapcbkuii 3aci6. 3mMiHn y BUpoOHUUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa
abo fopaBaHHS BUPOOHUMKA, LLO BiANOBiAaE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkrrovatoun
KOHTponb/BUNpobyBaHHs cepii - JoaaBaHHs BUpOOHMKa
BiAMOBIAANbLHOrO 3a KOHTPOIb SKOCTI Ta BUMYCK cepii -
Cara JlandcaeHxcus Jlimiteq, IHais.
3MiHU BHECEHO B iHCTPYKLUIilO ANst MEOUYHOTO
3aCTOCYBaHHS Yy po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOGHMKa Ta agpeca micus
NPOBaXeHHS NOro AiSNbHOCTI» 3 BiANOBIAHUMM 3MiHAMKW
Y TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby
(monaBaHHs BUpobHuMKa). BBeaeHHS 3MiH NpoTaroM 6-tu
MicsuiB nicns 3aTBepoKeHHS; 3MiHu | Tuny - 3MiHN 3
AKkocTi. [0TOBWI Nikapcbknin 3aci6. 3MiHN y BUPOOHMLITBI.
3miHa po3Mipy cepii (BKMoYao4m giana3oH po3mipy cepii)
roTOBOro fikapcbkoro 3acoby (3meHLeHHs Ao 10 pasis) -
BBEJEHHS [0AaTKOBOro po3mipy cepii roToBoro
nikapcbkoro 3acoby 300 000 TabneTok (3aTBepAXeHO:
600 000 TabneTok, 3anponoHoBaHo: 300 000 TabneTok,
600 000 TabneTok).

BBepneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

UA/3348/01/01

89.

NPOTE®NASI

kpanni; no 30 mn abo

TOB "HBK

Ykpaina

TOB "HBK "Ekodapm

"
)

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu |

be3

UA/4220/01/01
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[TponoBxeHHs nogaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
11Q) no 50 mn y cknsHomy "Exocapm” YkpaiHa (BupobH1uTBO TUNy - 3MiHW Wwopo 6esnekn/edekTMBHOCTI Ta peuenma
bnakoHi 3 npobkoto- 3a MOBHUM LIMKIOM; hapmakoHarnsgy - BHECEHHS 3MiH 40 po3ainy
KpanenbHuLet; no 1 BUMNYCK cepii) “MapkyBaHHsa” MKA 13:
rakoHy B KapTOHHIW 3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEpPOKEHOro
nauvui TEKCTY MapKyBaHHsI
90. | PEBAMINIA KpUCTaniyHum MAT YkpaiHa Li3siHen CiHepmxi Kutarcbka BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | - UA/17275/01/01
NOPOLLIOK "KviBmeanpen dapmac'iotikan Ko., HapogHa Tvny - 3MiHun 3 sikocTi. A®l. CTabinbHicTb. 3miHa nepiogy
(cybeTaHuis) y apat" Nro. pecnybnika NOBTOPHMX BMNpobyBaHb/nepioay 36epiraHHst abo ymoB
NOABINHNX 36epiraHHa A®I (3a BigCyTHOCTI y 3aTBEpA)KEHOMY AOChE
nonieTUNeHoBnx cepTtudpikaTta BignosigHOCTI €Bponenchbkin hapmakonesi,
naketax gns LLIO BKITHOYAE MNepio NOBTOPHOMO BUNPOByBaHHs1) (nepioa
dapmaLeBTU4HOro NOBTOPHOro BUNpobyBaHHs/nepiog 36epiraHHs) -
3acToCyBaHHsA 36inbLeHHs abo BBeAEHHS nepioay MOBTOPHOIO
BuNpobyBaHHsA/nepiogy 36epiraHHs Ha OCHOBI
pesynbTaTiB 4OCNimKeHb Y peanbHOMY Yaci. 36inblUeHHst
nepiogy NOBTOPHOro BUNPoOyBaHHSA HA OCHOBI
pesynbTaTiB AOCHiAXeHb Y peanbHomy Yaci AD|
Peb6awminigy. 3atBepaxeHo: 2 poku. 3anponoHoBaHo: 4
POKW.
91. | PIANITPIC crpei HasanbHUi, "meHmapk IHais meHmapk IHais BHECEHHS 3MiH O peecTpauiHMX maTepianis:3aMiHu | 3a UA/18235/01/01
[030BaHuN, dapmacbloThK dapmacbioTukana Jta. TUMY - 3MiHK 3 SIKOCTi. [0TOBMIA Nikapcbkuit 3acib. peuenmom
cycrneHsis, no 56 abo ans NTa. CucTtema KoHTenHep/3akynoptoBanbHuii 3acib. 3miHa
240 pos y napameTpiB cneuudikauin Ta/abo gonycTuMmnx mex
nonieTuneHoBomy NepBUHHOI YNaKoBKW rOTOBOTO NikapCbKoro 3acoby
cdnakoHi; no 1 (BUNYyYEHHS1 HE3HAYHOrO NOKa3HUKa (Hanpuknag
bnakoHy 3 [O03Y04NM 3aCTapinoro NokasHvka)) - BUNyYeHHs1 He3HaYHUX
Hacocom- NOKa3HUKIB i3 cneuudikaLin KOMNOHEHTIB NEPBUHHOI
posnunoBayem, YMaKOBKW rOTOBOIO NiKapCbKoro 3acoby
3aKpUTUM KOBMAaYKOM,
Y KapTOHHIl kopobui
92. | POMALLKHK KBiTkM Mo 40 r abo no AT Ykpaina AT "Jly6Hndapm" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | bes UA/8288/01/01
KBITKU 50 r y naykax 3 "Iy6Hnchapm" TNy - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii 3acio. peuenma
BHYTPILLUHIM NakeTom; CucTemMa koHTelnHep/3akynoptoBanbHuiA 3aci6. 3miHa
no 1,5 ry cinbtp- PO3Mipy YNakoBKM roTOBOrO MikapcbKoro 3acoby (3MiHa
nakeTi, no 20 cinbTp- KinbkoCTi ognHULb (Hanpyknag TabneTok, amnyn Towo) B
nakeTiB y nadui 3 ynakoBi:) - 3miHa no3a gianasoHoM 3aTBEpPOXKEHNX
KapToHy, no 1,5ry po3mipiB ynakoBku. [logaBaHHs 4oO4aTKOBOrO po3Mipy
inbTp-nakeTi, No 25 ynakoBKW Mo 25 inbTp-nakeTiB y nayui 3 KapTOHY, Nayky
inbTp-NakeTiB y 3 (hinbTp-NakeTamun 4OAATKOBO YNaKoBYHOTb B MNiBKY, 6e3
naywi 3 KapToHy 3MiHM NEPBUHHOIO NakyBanbHOro MaTepiany, 3
BigNoBigHMMU 3MiHamu B p. «YnakoBka» MKSA N13. 3MiHn
BHECEHI B iHCTPYKLto 4151 MeANYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby y po3ain "YnakoBka" Ta sik Hacnigok
nosiea 40OAaTKOBOro NakyBaHHs. BBeaeHHS 3MiH npoTarom
6-TW MicAUiB nicnsa 3aTBEPAXEHHS.
93. | CUHEKOAO cupon, 1,5 mr/mn no CK LLiseviapi "CK KoHcblomep LLiBeviLapis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | bes UA/5260/01/01
100 mn a6o 200 mn y KoHcblomep A Xenckep CAPJ1 Tuny - AOMiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS! peuenma
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Homep
peecmpauiliHo2o
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dNaKkoHi 3 KPULLIKOIO
Ta MipHOK CKIMSIHKOIO;
no 1 dnakoHy y
KapTOHHiI kopobui

Xenckep
CAPI

Ta/abo agpecu Micusi NPOBaKEHHS OisinNbHOCTI
BMPOOHWKa/imnopTepa rotoBoro nikapcbkoro 3acoby,
BKITOYAK0UM AinbHULi BUNYCKY cepii abo micue
NpOBEAEHHS KOHTPOSIO AKOCTI. (AIANbHICTb, 3a AKY
BianoBigae BUpOGHMK/iMMopTep, BKOYaYM BUMYCK
cepiit) - 3MiHa Ha3Bu Ta agpecu BMpobHuka 113, 6e3
3MiHU MicLis BUPOOHMUTBA. 3MiHM BHECEHO B iHCTPYKLIitO
Ans MEAUYHOTO 3aCTOCYBaHHSA LLIOAO HAaNMEHYBaHHS Ta
MicLle3HaxXoMKEHHS BUPOOHMKA 3 BignoBigAHUMK 3MiHaMK
y TEKCTi MapKyBaHHs1 yNakoBKM nikapCbKoro 3acoby.
BBeaeHHs 3MiH npoTarom 6 micsALUiB Nicnsa 3aTBEPAPKEHHS.
3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHVKa (BNacHuKa
peecTpauinHOro NOCBiAYEHHA) 3MiHa Ha3Bu Ta agpecu
3aaBHMKa. BeBegeHHs 3aMiH npoTsirom 6 micauis nicna
3aTBEpAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHLwi 3miHn).
3MiHN BHECEHO B TEKCT MapKyBaHHS YMakoBKW
nikapcbKkoro 3acoby y n. 4 (nepBnHHa yrnakoska) Ta y n. 8.
(30BHILLHA ynakoBka). BeeaeHHsi 3MiH npoTarom 6-v
MiCALIB Nicnsa 3aTBEPAXEHHS.

94.

CUHEKOAO

Kpanni opanbHi ons
niten, 5 mr/mn no 20
My doNakoHi 3
KpanenbHULEH i
KpuLLkoto; no 1
rakoHy y KapTOHHI
KopobLi

CK
KoHcblomep
Xenckep
CAPI

LLiseviuapi
a

BUPOBHMLTBO 32 NOBHUM
LIMKIIOM:
CK KoHcbtomep
Xenckep CAPI

LLiBeviLapis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu |
Tnny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy Micua NpoBagKEHHS OiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro 3acoby,
BKITOYaK04M AiNbHUL BUNYCKY cepii abo micue
NpoBeAEHHS KOHTPOIO SIKOCTI. (QiSNbHICTb, 3a AKY
BiANoBiAae BUPOGHWK/iIMNopTep, BKIOYaO4M BUMYCK
cepin) - 3MiHa Ha3BM Ta agpecu BMpobHuka N3, 6e3
3MiHU MicLs BUPOBHMUTBA. 3MiHM BHECEHO B iHCTPYKLItO
ANs MeQUYHOTO 3acTOCYBaHHSA Y po3ainy «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOGHMKa Ta agpeca Micus
NPOBaXeHHS NOro AiSnNbHOCTI» 3 BiANOBIAHUMM 3MiHAMU
y TEKCTi MapKyBaHHS YNaKoBKM NikapCbKOro 3acooy.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpOKEHHS. 3MiHM | Tuny - AgMiHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BNacHuka peecTpauinHoro NocBiAYEHHS) - 3MiHa Ha3BM
Ta agpecu 3asiBHUKa. BBegeHHs 3MiH npoTarom 6-tu
MicauiB nicnsa 3aTBepAXeHHS. 3miHu | Tuny -
ALMiHICTpaTMBHI 3MiHN. Buny4yeHHsS BUPOGHMYOT AinbHUL
(Bkntovaroum ainbHuui ans A®l, npoMixxHoro npoaykTy
abo roToBoro nikapcobkoro 3acoby, AinbHULI ANns
npoBefeHHs NaKyBaHHs, BUPOOHYKa, BiAnoBiAanbHOro 3a
BUMNYCK Cepil, MicLie NPoBeAEHHS KOHTPOTtO cepii) abo
nocTavarnbHuKa BMXiQHOTO MaTepiany, peareHty abo
[OMOMIXKHOI pe4OBUHU (SKLLO 3a3Ha4YeHo y JOChE) -
BUMy4YeHHs1 BupobHuka M3 JOMMENb ®APMALEYTILI
C.P.J1,, Itanig (BMpo6GHMLTBO 32 MOBHWM LIMKIOM).

bes3
peuenmom

UA/5260/02/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3aTBepaKeHa BUPOOHMYaA AinbHULSA, WO 3anumnacs —
BUKOHYE Ti cami (OyHKLUi, LLIO BUNy4YeHa. 3MiHW BHECEHO B
iHCTPYKUIiO ANt MeANYHOro 3acTOCYBaHHS y Po3ainu
«BupobHuk» Ta «MicLesHaxomkeHHs BUpobHuKa Ta
agpeca Micusi NPOBaPKEHHS Oro OisiNbHOCTI» 3
BiANOBIAHNMU 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (BuUnyYeHHs BUPOGHNYOT AinbHUL).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
95. | CONAKYTAH® | renb, 30 mr/rno 251y TOB "MIBE Ykpaina mibe MMBX HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/18872/01/01
Ty6i; no 1 Ty6i y navui YKPAIHA" ApuHanmiTTens TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa Ha3BW NiKapCcbKoro | peyenmom
3acoby
3atBepaxeHo: ConakytaH 3anponoHoBaHo: ConakyTaH®
BBeneHHs 3MiHM NpoTsirom 6-Tu micauiB nicns
3aTBEPAKEHHS.
96. | COH-HAUT TabneTkn, BKpUTI ToBapwucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | bes UA/16370/01/01
NNiBKOBO obMexXeHow obmexeHoto TUNY - NOAAHHSA HOBOrO cepTudikaTa BigNOBIAHOCTI peuenma
obonoHkoto, no 15 mr BigNoBiganbHi BigNoBiganbHIiCTIO €Bponecbkin dapmakonei Ne R1-CEP 2004-089 - Rev
no 10 Tabnetok y CTIo "®APMEKC IPYT1", 06 ana A®| gokeunamiHy CykuuHaTy Bifj HOBOTO
Gnictepi, no 3 "XapkiBcbke YkpaiHa (Bci cTagii BMpo6HMKa Union Quimico Farmaceutica, S.A. (Uquifa
6nictepu y kopobui 3 hapmMaueBTuy BUPOBHMLUTBA, OKpIM S.A.), Spain gogaTtkoBo 40 3aTBEpPAKEHOro BUPOGHMKa
KapTOHY He BWNYCKY Cepii, KOHTPOIb R.L. Fine Chem, India
nignpueMcTBo sikocTi); ToBapucTBo 3
"3popos.'s obmexeHoto
Hapoay" BiANOBIAANLHICTIO
"XapkiBcbke
capmaLeBTUYHe
nianpvemcTao "380poB's
Hapogay", YkpaiHa
(Bunyck cepii)
97. | CNIPUBA® PO34unH ANS Bepinrep HimeyvumH BepiHrep IHrenbxanm Himeuumna/ BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHu | 3a UA/6495/02/01
PECNIMAT® iHransuin, 2,5 IHrenbxanm a dapma 'm6X i Ko. KT, IcnaHis Tuny - 3MiHu 3 AKocTi. FoToBWI Nikapcbkuii 3acib. 3miHn y | peuenmom
MKr/iHransuito; no 4 IHTepHeLwHN HimeuuuHa; BUPOGHMLTBI. 3aMiHa abo BBegEHHSA 404aTKOBOI AiNbHULI
My kKapTpuaxi (60 m6X BepiHrep IHrenbxanm BMPOGHMLTBA AN YaCTMHM abo BCbOro BUPOOHNYOro

iHransuin); no 1
KapTpuaxy B
KOMMMeKTi 3 1
iHransTopom
Pecnimat® y
KapTOHHiI kopobLyi

Ecnana, CA, IcnaHis

npovecy rotoBoro nikapcbkoro 3acoby (AinbHUUA Ans
BTOPWHHOIO NaKyBaHHS) - BBEAEHHS anbTepHaTUBHOI
BMPOGHMYOI AinbHULi BepiHrep IHrenbxanm Ecnana, CA,
Mpat ge na Puba, 50, 08174 CaHt KyraT nen Bannec
(BapcenoHa), IcnaHisi, BignosiganbHOT 32 BTOPUHHY
yMakoBKy roTOBOrO fikapcbKoro 3acoby. BBeaeHHs 3MiH
NPOTArom 6-Tu MicsLIB NicNs 3aTBEpPXKEHHS; 3MiHK | Tuny
- 3MiHK 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3miHn y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOOHMLTBA NS YaCcTUHM abo BCbOro BUPOGHMYOro
npovecy rotoBoro nikapcbkoro 3acoby (AinbHUUsA Ans
NMEepPBUHHOTO MaKyBaHHS) - BBEAEHHS anbTepHaTUBHOI
BMPOGHMYOI AinbHUUi BepiHrep IHrenbxanm Ecnana, CA,
Mpat ge na Puba, 50, 08174 CaHt KyraT nen Bannec
(BapcenoHa), IcnaHis, BignosiganbHOI 3a NEPBUHHY
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98.

CTPEC-TPAH

rpaHynmno 10ry

MpAT

YkpaiHa

MpAT "HauioHanbHa

ynaKkoBKy rOTOBOrO fnikapcbkoro 3acoby. BeBeeHHs1 3amiH
npoTArom 6-Tn MicsLiB nicns 3aTBepOXeHHS; 3MiHu | Tuny
- 3MiHu 3 gKkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS 404ATKOBOT AiNbHULI
BMPOOHMLTBA NS YacTUHM abo BCbOro BUPOGHMYOro
npoLiecy roToBOro fikapcbKoro 3acofy (AinbHUUSA, Ha KA
npoBoAsTbCS Oyab-siki BUPOOHUYI cTagiji, 32 BUHATKOM
BWMYCKY Cepill, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta
BTOPWHHOIO NakyBaHHS, 4151 HECTEPUNbHUX NiKapCbKNX
3acobiB) - BBEAEHHS anbTepHaTUBHOI BUPOBHMYOI
AinbHuUi BepiHrep IHrenbxavim Ecnana, CA, lMpat ge na
Pwu6a, 50, 08174 Cant KyraT nen Bannec (bapcenoHa),
IcnaHis, BignoBiganeHoi 3a BUPOOGHMLTBO FOTOBOrO
nikapcbkoro 3acoby. OgHOYacHO NPONOHYTHLCA
pedakuinHi npasku go po3sginy 3.2.P.3.3: Migposgin 1.2
KopoTkui onuc - BUpobHULITBO po3yunHy in bulk (eTan 1-
5): BHeceHa gopatkoBa iHpopmMaLlisi CTOCOBHO
BM3HaYeHHs1 knacudikadii kimHatu 3a GMP (knac D/ISO8
BiMNOBIOHO 4O BHYTPILWHLOI AOKYMeHTaUii Knac kKimHaTu
He 3MIHIOETbCS). - AOAaBaHHSA KOMeHTaps A0 iHdopmalii
LLLOAO AoBeAEHHS PO3yMHY A0 diHanbHOI Macu BoAo
ouneHo: «lpumiTka: JogaBaHHS BOAM MOXe
BiAbyBaTuCA y Aekinbka eTaniB». 3MiH 4O npoLecy
BMPOOHMLTBA He BiAOyBaeTbCH. BBeAeHHA 3MiH MpoTArom
6-T MicALiB MicNsa 3aTBEPAXEHHS; 3MiHu | TUny - 3MiHK 3
skocTi. [o0ToBMI Nikapcbkui 3aci6. 3MiHN y BUPOOHMLITBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO nikapcbkoro 3acoby (3amiHa
abo fopaBaHHS BUPOOHUMKA, LLO BiANOBiAaE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - Bknroyatoun
KOHTpOnb/BUNPoBOYyBaHHS cepii - BBEAEHHS
anbTepHaTUBHOI BUPOOHWYOI AinbHuLi BepiHrep
IHrenbxanm Ecnana, CA, lMpat ge na Puba, 50, 08174
CaHnrt KyraT gen Bannec (bapcenona), Icnanis,
BiAMOBIAaNbHOI 3a KOHTPOMb SAKOCTi Ta BUMYCK Cepii
roToBOro fikapcbkoro 3acoby. BeeaeHHst 3MiH NpoTsirom
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS

neHani noniMepHomy;
no 1 neHany B naydi 3
KapTOHY

"HauioHanbHa
[omeonaTnyH
a Cninka"

omeonaTnyHa Cninka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minHu |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHmuTBO. 3MiHa
BMPOGHVKa BMXiQHOrO/MPOMIXXHOIO NPOAYyKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Yy BUpOBHMYOoMY npoueci A®l, abo
3MiHa BUpPOGHMKa (BKIoYakouu, e HeobxigHo, micue

npoBeAeHHs1 KOHTporto sKocTi) ADI (3a BigCcyTHOCTI
cepTudikaTa BignoBigHOCTi EBponeiickbkin dapmakonei y
3aTBEpOKEHOMY A0ChE)(iHLUi 3MiHW) - NepeHeCceHHst
BUPOBHMYOT AinbHULi AnTeka "HauioHansbHa
FomeonaTtuyHa Cninka"Ne1 gns A®l Gelsemium 200CH.
3MmiHu | TNy - 3miHu 3 sikocTi. API. BupobHuuteo. 3MiHa

be3
peuenma

BMPOBHVKA BUXiAHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy,

UA/3829/01/01
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LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci AdIl, abo
3MiHa BUPOGHMKa (BKIoYakouu, e HeobxigHo, micue
npoBeaeHHs! KOHTporto sikocTi) AP (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeichbkin dapmakonei y
3aTBepAKEHOMY A0CLE)(iHLi 3MiHW) - NepeHeCceHHs
BUPOGHMYOT AinbHULi AnTeka "HauioHansHa
[omeonaTtuyHa Cninka"Ne1 gna A®l Gelsemium 30CH.
3MinHu | TUny - 3mikn 3 sikocTi. A®I. BupobHuuTteo. 3miHa
BMPOOHVKa BUXiAHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci AdI, abo
3MiHa BMPOBHMKa (BKIO4aouun, Ae HeobxigHo, micue
npoBeaeHHs! KOHTporto sikocTi) AP (3a BiacyTHOCTI
cepTtudikaTa BiANoBiAHOCTI €Bponewichbkin dapmakonei y
3aTBepAKEHOMY A0CLE)(iHLLi 3MiHW) - NepEeHEeCeHHs
BUPOGHMYOT AinbHUUi AnTeka "HauioHanbHa
[omeonaTnyHa Cninka"Ne1 ans A®l Veratrum album
30CH. 3minu | Trny - 3miHun 3 akocTi. A®I. BupobHuuTso.
3MiHa BMpoBHMKa BMXiAHOMO/MPOMIXXHOMO
NpoAYyKTYy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUKa
(Bkntoyatoun, Ae HeobxigHO, MicLie MpoBeAeHHs
KOHTporto sikocTi) AP (3a BigcyTHOCTI cepTudikaTta
BiANoOBIAHOCTI €Bponencokin apmakonei y
3aTBEpOKEHOMY A0ChE)(iHLi 3MiHW) - NepeHeceHHst
BMpPOBHMYOT AinbHULi AnTeka "HauioHanbHa
[omeonaTtnyHa Cninka"Ne1 gnsa A®I Ignatia 1000CH.
3miHu | TNy - 3miHu 3 skocTi. API. BupobHuuteo. 3MiHa
BMPOGHVKa BMXiQHOTO/MPOMIXXHOIO NPOAYyKTYy/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Yy BUpOBHMYOoMy npoueci A®l, abo
3MiHa BUpOGHMKa (BKIovatouu, e HeobxigHo, micue
npoBeaeHHs KOHTpornto sikocTi) AdI (3a BiACyTHOCTI
cepTudikaTa BigNoBigHOCTI €Bponewichbkin dapmakonei y
3aTBEpOKEHOMY A0CbE)(iHLi 3MiHW) - NepeHeCceHHst
BUPOBHMYOT AinbHULi AnTeka "HauioHanbHa
omeonaTtnyHa Cninka"Ne1 ansa A®I Ignatia 30CH.

99.

TA®JIOTAH®

Kpanni o4Hi, 15
Mkr/mn; no 0,3 mny
TOOUK-KpanenbHUL;
no 10 To6uk-
KpanesnbHULb Y NakeTi
i3 donbru; no 3
nakeTu B KAPTOHHIN
KopobLi

CaHnteH AT

QiHnaHain

Hekct®apma AT,
PiHNsHAis (BUPOOHMK
BianoBiganbHWi 3a
BMPOGHMLTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOMb
sikocTi); CaHTeH AT,
®iHNsHAis (BUPOOHMK,
BianoBiganbHWi 3a
BUMYCK cepii)

QiHnaHain

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta
dapmakoHarnsay. BeegeHHst abo 3miHM [0 y3aranbHeHMX
OaHunx nNpo cucteMy papmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0cobwu, BiAMoBiAanbHOI 3a
3[iCHEHHsI hapMakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnsaay B YKpaiHi, AKWo BOHa BiAMiHHA Bif
yNnoBHOBaXeHOoI ocobu, BignosiaansHoOi 3a 3aiNCHEHHS
apmakoHarnsaay (BKIOYarum KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.

3a
peuenmom

UA/9952/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
MponoHoBaHna pepakuis: JensdiHa beptpam, 4. .H.,
[OOKTOpP HayK. 3MiHa KOHTaKTHMX JAHWX YNIOBHOBaXEHOI
ocobu, BignosiganbHoi 3a hapmakoHarnag
100.| TEMOOAN® kancynu no 20 mr; no Mepk LWapn i LLisewuapi Bupo6HmuTBO, dinnaHais/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | 3a UA/4893/01/02
1 kancyni y cawe; no Ooym IOEA A nakyBaHHsi Ta KOHTPOIb Beneris Tuny - 3MiHK 3 siKocTi. [oTOBMIA Nikapcbkui 3aci6. 3MiHn y | peuernmom
5 abo no 20 cawe y m6X SIKOCTi Hepo3dhacoBaHOI BUPOGHMLTBI. 3amMiHa abo BBeAEHHSA AOAATKOBOI OiNbHULL
KapTOHHiI kopobui npoaykujii: BMPOOHMLTBA ANs YacTUHM abo BCbOro BUPOGHMYOro
OpioH ®apma, npoLiecy roToBOro nikapcbkoro 3acoly (iHLwi 3miHK) -
OiHNaHAais; npuBeaeHHs YHKUIN BXe 3aTBepKeHOro BUpobHMKa
[MepBuHHa Ta BTOPUHHA Hepo3dacosaHoi npoaykuii OpioH Papma, PiHNAHAIA
yrnakoBKa, A03BiN Ha BiANOBIOHO [0 MaTepianiB peecTpavlinHoro AoChe,
BUWMNYCK cepil: po3giny 3.2.P.3.1. BupobHuk(n). BBegeHHst 3miH
LWepinr-Mnay Na6o H.B., npoTArom 3-X MiCALIB NiCNS 3aTBEPKEHHS.
Bbenbrisi;
AnbTepHaTUBHUN
KOHTPOMb SKOCTI:
OpioH ®apma,
diHnaHaia
101.| TEMOOAN® kancynu no 100 wmr; Mepk LWapn i LLisenuapi BrpobHuuTBO, PinnanHais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | 3a UA/4893/01/03
no 1 kancyni y cawe; Ooym IOEA A nakyBaHHsI Ta KOHTPOIb Beneris TMny - 3MiHK 3 siKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y | peuenmom
no 5 abo no 20 cawe 6X SIKOCTi Hepo3dacoBaHoI BUPOGHMLTBI. 3amMiHa abo BBeAeHHS A0AAaTKOBOI OifbHULL
Y KapTOHHI kopobui npoaykuji: BMPOBHMLTBA AN YacTMHM abo BCbOro BUPOOHNYOro
OpioH ®apma, npoLiecy roToBOro nikapcbkoro 3aco0y (iHLi 3mMiHK) -
DiHNAHAIS; npuBeaeHHs YHKUIN BXe 3aTBEpXKEHOro BUPoOHMKa
lMepBuHHa Ta BTOpUHHA Hepo3dacosaHoi npoaykuii OpioH Papma, PiHNAHAIA
yrnakoBka, A03Bin Ha BiANOBIgHO A0 MaTepianis peecTpauinHoro AoChbe,
BUWMNYCK cepil: po3giny 3.2.P.3.1. BupobHuk(n). BBegeHHsi 3amiH
LWepinr-Mnay Na6o H.B., npoTArom 3-X MiCALIB NiCNS 3aTBEPIKEHHS.
Benebrist;
AnbTepHaTUBHUI
KOHTPOMb SKOCTI:
OpioH ®apma,
QiHnaHain
102.| TEPBIHA®IHY | nopouiok Yewmo I6epika, Icnanis Kimika CinTerTika, C.A. Icnanis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | - UA/13101/01/01
riAPOXNOPU (cybcTaHuis) y CA TUMY - NOAAHHS OHOBMIEHOrO cepTudikaTa BiANOBIAHOCTI
i NnoABINHNX €Bponelicbkint papmakonei Ne R1-CEP 2012-269-Rev 01
nonieTuneHoBmx onsa A®l. Ak Hacnigok, BUNyYeHHst pisnyHnx
naketax ons XapakTepucTuk 3 po3ainy «Cneuundikadisy, a came:
hapmMaLEeBTUHHOIO «O6beMHasi INOTHOCTLY, «[TNOTHOCTb YNIIOTHEHHOIO
3acToCyBaHHs maTtepuana» Ta «Pa3mep 4yacTtuuy; 3amiHn B meToauui 14-
CMEeKTPOMETpIs AN noka3Huka «lgeHTudikauis»
103.| YMKAINOP® PO34MH oparnbHUI; No Honue HimeuumH Op. Binbmap LLBabe HimeuunHa BHECEHHS 3MiH [0 peecTpauiiH1x maTtepianis:3miHu | be3 UA/6691/01/01
20 mn abo no 50 mny Xomeonari- a 'm6X i Ko. KT, TUMNY - BHECEHHS 3MiHU Jo po3giny 3.2.P.7. Cuctema peuenma
cdnakoHi; no 1 YHioH OXY- HimeuunHa KOHTeWHep/ 3aKynoptoBarnbHUi 3acib, a came 3miHa
riakoHy B KapTOHHI | ApuHanmitTen (BUPOBHULTBO NpoayKLii po3mipiB (3aranbHOi BUCOTM) CKNsIHUX hriakoHiB no 50
KopobLi b F'MOX & in bulk, nepBuHHa Ta MI1, 6e3 3MiHM AKICHOro abo KinbKiCHOrO cknagy
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Ko.KI" BTOPUHHA yMaKoBKa, nakyBarnbHOro Matepiany; 3anponoHoBaHo: 3aranbHa
KOHTPOMb SIKOCTi Ta Bucota 90,2 — 91,8 Mmm
BUnyck cepin); Op.
Binbmap LUBa6e MoX i
Ko. KI', HimeuwunHa
(nepBuHHa Ta BTOPUHHA
ynakoBka)
104.| YNENBA Kpanni opanbHi, no 30 NMEKAHA HimeuunH MEKAHA HimeuyunHa BHECEHHS 3MiH O peecTpaLinHMX maTepianis:3aMiHm | bes UA/16025/01/01
CINAT. NEKA M1, 50 Mn y conakoHi HATYPXAINN a HATYPXAMNbMITTESb MMy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peuenma
3 KpanerbHUm bMITTEJTb mM6X chapmakoHarnsgy. BeeaeHHs abo 3miHW [0 y3aranbHeHUx
fposartopom; no 1 m6X AaHunx nNpo cuctemy dapmakoHarnsgy (BBeAeHHs
bNakoHy B KapTOHHIN y3aranbHeHWX AaHnX Npo cuctemy hapmakoHarnsgy,
ynakoBLi 3MiHa YNoBHOBaXeHOI 0cobw, BiAMOBIAanbLHOI 3a
34icHeHHs1 dhapMakoHarnagy; KOHTaKTHOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
bapmakoHarnsgy B YKpaiHi, AKLo BoHa BiaMiHHA Big
YMOBHOBaXXEHOi 0CcoOM, BignoBiganbHOI 3a 30iNCHEHHS
capmakoHarnsagy (BKoYarumn KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
bapmakoHarnsgy) - 3MiHa KOHTakTHOT 0Cobu 3asiBHMKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
lMponoHoBaHa pepakuis: Cyxix IpyuHa MuxannisHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiANOBIganbHOI 3a hapMakoHarnag B YKpaiHi
105.| PAPMATEKC cynosuTtopii JTabopatopis ®paHuis IHHOTepa LUysi, ®paHuisa ®paHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | bes UA/1340/03/01
BariHanbHi no 18,9 wr, IHHOTEK (BUPOBHUK, TUMY - 3MiHK 3 sIKOCTi. [0TOBMI Nikapcbkuin 3acib. peuenma
no 5 cynosutopiie y IHTepHacbIoH BignosiganeHMn 3a KoHTponb roToBoro nikapcbkoro 3acoby - OHOBIEHHS BXe
6nictepi, mo 1 abo no ans BTOPUHHE MaKyBaHHS, 3aTBEPPKEHNX METO/AIB KOHTPOIO SIKOCTi NiKapCbKoro
2 bnictepu B KOHTPOMb Ta BUMYCK 3acoby, a came: BUKNaAEHHs! TEKCTY AepXaBHOIO MOBOIO
KapTOHHiI kopobuyi cepii); FOHiTep JikBia 3riAHO CyYaCHWX BUMOT; 3MiHU | TUMY - 3MiHW LWOAO0
MaHydekuypiHr, 6esnekn/edekTMBHOCTI Ta hapMakoHarnsay - BHECEHHS
PpaHuist (BUPOBHKK, 3MiH g0 po3giny “MapkyBaHHs". 3anponoHoBaHo:
BignosiganeHMn 3a MapkyBaHHs1. 3rigHO 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS
BUpOBHMUTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOMb
cepii)
106.| ®EHICTUN eMynbCis HallkipHa CK LLisenuapi "CK KoHcblomep LLisenuapis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis:aminu | be3 UA/13867/01/01
EMYNbCIA 0,1 %; no8 mny KoHcblomep a Xenckep C.A. TVNy - godaBaHHA ApYroi ideHTudiIKaLii gilovoi peyoBuHN | peuenma
brakoHi 3 KynbKOBUM Xenckep C.A. meTogom BEPX 3 BUKkopucTaHHSIM AeTeKTopy Ha AioAHin

annikatopom; no 1
rakoHy B KapTOHHIW
KopobLi

MaTpuLi, sk 6inbLl TOYHOT METOAMKM, LLO MOXE
NPOBOAMTUCH NapaneribHO 3 ideHTUdIKaLieto; 3MiHu |
TMNy - 4OMOBHEHHS cneundikaLii 4oaaTKOBUMKU HOpMaMmn
BMICTY NpoAyKTiB Aerpagadii, a came: gUMeTUHAEHY
isomep 1, AauMeTUHAEHyY i3oMep 2, cyma i3omepiB
OVMETUHAEHY, iHWI HecneundidHi NpoaykTy aerpagadii
iHAuBiQyanbHO, cyMa NpoAdyKTiB Aerpagauii y
BiAnoBigHOCTi A0 KepiBHMUTB ICH; 3MiHu | Tuny -
BuAaneHHs nokasHuky "3anax” 3i cneumdikadii, OCKinbku
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Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauiliHo2o

noceid4yeHHs

[aHUI NoKa3HMK He BNNMBaeE Ha SKICTb Ta 6e3neYHicTb
nikapcbkoro 3acoby; 3MiHu | Tuny - 3amiHa MeToamk
iaeHTuiKaLii, KiNbKICHOro BU3Ha4YeHHs Ta BU3HAYEHHSI
OOMILLOK AUMETUHAEHY ManeaTy, 6eH3nnoBoro cnupTy,
GeH3arnkoHito xnopuay Ta 6yTUNriaPOKCUTONYOry.
PepakuinHi npaBkv meToamk BUunpodysaHHs pH Ta
B’A3KOCTi. 3aMiHa MeToaMK Ha Taki, Lo € GinbLu
pobacTH1MK, NpMAaTHUMU ANst AOCNiAXEHb CTabinNbHOCTI
Ta Wo BignoBigaTb kepisHUUTBam ICH

107.

DJIAMIAP
CNAr. MEKA

ma3b no 35 ry 1y6i B
KapTOHHIN ynakoBuj

MEKAHA
HATYPXAIN
bMITTEJTb
meX

Himeuumn
a

MEKAHA

HATYPXANBMITTENb

m6X

LLiBeviLapis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu |
TMNYy - 3MiHK Woao 6e3neku/edeKkTMBHOCTI Ta
apmakoHarnsgy. BeegeHHst abo 3miHM Jo y3aranbHeHMX
AaHux nNpo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy,
3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
34iicHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHsI
hapmakoHarnsgy B YKpaiHi, aKWwo BoHa BiAMiHHA Bif
YMOBHOBaXXEHOi 0CcObM, BignoBiganbHOI 3a 30iNCHEHHS
apmakoHarnsaay (BKMoYar4mn KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-danna cuctemu
bapmakoHarnsgy) - 3MiHa KOHTakTHOT 0Cobu 3asiBHKKA,
BiZNoBiganbHoi 3a hapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: Cyxix IpuHa MuxainisHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0COOU 3asiBHUKA,
BinoBiganbHoi 3a papMakoHarnag B YkpaiHi

bes3
peuenma

UA/16201/01/01

108.

XEJMNEKC®
AHTMKONA
HEO

MOPOLLIOK Ans
oparbHOro Po3ynHy 3
JTIMMOHHUM CMakoM o
4 T NopoLLKy B calle;
no 10 cawe B
KapTOHHiI kopobui

TOB "Mosi
Xenc"

YkpaiHa

BMPOGHMLTBO 32 NOBHUM
uuknom: Annekc Papma

CA, Weewiyapis;
NepBUHHE Ta BTOPUHHE
nakyBaHHs: Jlamn CaH
Mpocnepo CIA, ITanis

LLIsenuapis/
ITanis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TUMY - 3MiHW 3 AKOCTi. [0TOBMIA Nikapcbkni 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHSA rOTOBOTO MikapCbKoro 3acoby

(iHwWi 3mMiHM y MeTopax BuNpobyBaHb (BKOYao4n 3amiHy
ab0o JOMNOBHEHHS)) - BHECEHHS HE3HAYHUX 3MiH 4O
MeTOAMNKM KinbkicHoro BusHavyeHHs APl metoais
KOHTPOJIO SIKOCTi FOTOBOIO NiKapCbKoro 3acoby

6e3
peuenma

UA/15354/01/01

109.

XENMEKC®
AHTMKONA,
HEO

MOpOLLOK A
oparnbHOro po3ynHy 3
MarvHOB/M CMaKoM;
no 4 r NopoLuky B
cawe; no 10 cawe B
KapTOHHiI kopobLyi

TOB "Mosi
Xenc"

YkpaiHa

BMPOGHMLTBO 32 NOBHUM
uuknom: Annekc dapma

CA , lseviuapis;
nepBUHHE Ta BTOPUHHE
nakyBaHHsi: Jlamn CaH
Mpocnepo CIA, ITanis

LLisenuapis/
ITania

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TUMY - 3MiHK 3 sIKOCTi. [OTOBMIA Nikapcbkuin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acody. 3MiHa y

MeToAax BUNpobyBaHHS rOTOBOrO MikapCbKoro 3acoby

(iHwWi 3mMiHKM y MeTogax BUNpobyBaHb (BKMOYa4n 3aMiHy
abo [OMOBHEHHS)) - BHECEHHS HE3HAYHWX 3MiH A0
MEeTOAMNKM KinbkicHoro BusHavyeHHs APl metoais
KOHTPOIO AIKOCTi FOTOBOTO Nikapcbkoro 3acoby

6e3
peuenma

UA/15355/01/01

110.

XENNEKC®

MOPOLIOK Afist

TOB "Mosi

Ykpaina

Annekc ®apma CA

LLIsenuapis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu |

be3

UA/16014/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
AHTUKONAQ 0OparnbHOro po3ynHy 3 Xenc" TUNYy - 3MiHK 3 AKOCTi. [0TOBMIA Nikapcbkuii 3aci6. peuenma
HEO MAKC NIUMOHHNM CMaKOM MO KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
4 r nopoLuky B calue; MeToAax BUNpobyBaHHSA rOTOBOTO MikapCbKoro 3acoby
no 10 cawe y (iHWwi 3miHM y MeToaax BunpobyBaHb (BKIOYaym 3amiHy
KapTOHHIN navui ab0 [OMOBHEHHS)) - BHECEHHS HE3HAYHMX 3MiH 4O
MeTOAWMKM KiNbKiICHOro BU3Ha4YeHHs napaueTamony i
KifIbKICHOrO BU3HAYEHHS NEBOLIETUPN3NHY
avrrigpoxnopuay Ta deHinedpuHy rigpoxnopuay MeToais
KOHTPOIO AKOCTi FOTOBOTO NikapCbKoro 3acoby
111.| XENMNEKC® NMOPOLLIOK ANA TOB "Mosi Ykpaina Annekc ®apma CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | bes UA/16015/01/01
AHTUKONAQ oparnbHOro po34unHy 3 Xenc" TUMY - 3MiHW 3 AKOCTi. [0TOBWIA Nikapcbkuin 3aci6. peuenma
HEO MAKC MarnvHOB/MM CMakoM KoHTponk rotoBoro nikapcbkoro 3acoby. 3miHa y
no 4 r NOpoLLKy B MeToAax BUNpobyBaHHsi rOTOBOTO fikapCbKoro 3acoby
cawe; no 10 cawe y (iHWi 3miHM y MeTodax BMNpobyBaHb (BKMOYa4um 3amiHy
KapTOHHIN nayui ab0o [OMOBHEHHS)) - BHECEHHS HE3HAYHMX 3MiH 4O
METOAMKM KifMbKiCHOro BU3HAaYeHHs napaueramony i
KifIbKICHOTO BU3HAYEHHS NEBOLIETUPN3NHY
aurigpoxrnopuvay Ta deHinedpuHy rigpoxnopuay MeTtois
KOHTPOSIO SKOCTi FOTOBOIO NiKapCbKoro 3acoby
112.| LE®ENIM NOPOLLIOK A51s TOB YkpaiHa TOB "ACTPAGAPM", YkpaiHa BHECEHHS 3MiH O peecTpauiHMX maTepianis:3aMiHu | 3a UA/18635/01/01
ACTPA PO34MHY AnS iH'eKLin "Actpacdapm” YKpaiHa (nakyBaHHsi i3 TUMNY - BHECEHHSA HE3HaYHMX 3MiH 4o MeTogais peuenmom
no 500 mr, conakoH 3 dopmu in bulk HCINC BunpobyBaHHs 13 3a nokasHukamu "lMNoBHOTa
nopotukom; no 1 aéo Xeben XyamiH PO34YMHEHHS Ta NPO30pPICTb PO34nHY", "N-
no 10 cpnakoHiB y dapmachbtoTikan MeTtunniponigun", "CynposigHi gomiwkn", "OgHopigHicTb
KapTOHHIl kopoOLi Komnani Nimiten, Kntawn) [030BaHuX oanHuLb", "KinbkicHe BU3Ha4YeHHs Ledenimy"
113.| LE®ENIM NopOoLLOK Ans TOB YkpaiHa TOB "ACTPA®APM", YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis:aminu | 3a UA/18635/01/02
ACTPA PO34MHY AnS iH'eKLin "AcTtpadapm" YKpaiHa (nakyBaHHsi i3 TUMY - BHECEHHS HE3HaYHWX 3MiH Ao MeToais peuenmom
no 1000 mr, dnakoH 3 dopmu in bulk HCINC BunNpobyBaHHs 13 3a nokasHukamu "lMNoBHOTa
nopotukom; no 1 aéo Xeben XyamiH PO34YMHEHHS Ta NPO30pPiCTb Po3ynHy", "N-
no 10 cpnakoHiB y dapmachbtoTikan MeTtunniponigun", "CynposigHi gomiwkn", "OgHopigHicTb
KapTOHHiIl kopoOLi Komnani Nimiten, Kntawn) [030BaHuX oanHuLb", "KinbkicHe BU3Ha4YeHHs Ledenimy”
114.| UE®OPT NopoLLOK Ans AHTUBIOTUK PymyHis BTOPWHHE NaKyBaHHS, PymyHis/ BHECEHHS 3MiH 0 peecTpauiiHMX MmaTepianis: 3MiHu | 3a UA/18819/01/01
PO3YMHY ANS iH'eKLiN M CA TECTYBaHHs, BUMYCK Kutan Tmny - 3MiHK 3 SKocTi. [oTOBMIA Nikapcbkui 3aci6. 3mMiHn y | peuenmom

abo iHdysin no 1 r no
1 a6o no 10 cnakoHis
Y KapTOHHIM nayui

cepii:
AHTUBIOTUKUN CA,
PymyHis;
BUPOOHMLTBO KiHLEBOrO
NPOAYKTY, NepBUHHE Ta
BTOPVHHE NaKyBaHHS:
CiHodbapm XKutoH
(LWeHb'wkeH)
dapmacbtotukan Ko.,
Ira., Kutan

BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOOHMLTBA NS YaCcTUHM abo BCbOro BUPOGHMYOro
npovecy rotoBoro nikapcbkoro 3acoby (AinbHUUA Ans

BTOPWHHOIO NMakyBaHHSA) - BBeaeHHs 4oAaTKOBOT AiNbHUL

Onsi BTOpUHHOro nakyeaHHs CiHodpapm 2KutoH
(WeHbuwxeH) PapmacbioTukan Ko., JIta. Ne16 JlaHbu3iHb
Iny 3oHa “Xawn-Tex”, lN'yaHnaH, Hosuir paioH JloHrya,
LLeHbuxeH, MN'yaHayH, 518110, Kutai/ Sinopharm Zhijun
(Shenzhen) Pharmaceutical Co., Ltd., Ne16, Langing Yilu,
Hi-Tech Zone, Guanlan, Longhua New District,
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Shenzhen, Guangdong, 518110, China
115.| ULE®TA3NOU NOPOLLIOK A51s IDKEHO®AP Benuka HCIC Xeben XyamiH Kutan BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis:3aMiHu | 3a UA/17046/01/01
M PO34MHY ANA iH'eKLin M TO BpuTtaHia dapmachbtoTikan TUNY - 3MiHW 3 SKOCTi. FoTOBMI Nikapcbkui 3acib. 3miHn y | peyenmom
no 1000 mr no 1 abo Komnani Iimiteq BMPOOHMUTBI. 3MiHa po3mipy cepii (BkntoYaloumn gianasoH
10 chnakoHis 3 po3Mmipy cepii) roToBOro nikapcbkoro 3acofy (36inbLeHHst
NOPOLLIKOM Y 0o 10 pasiB NopiBHSHO i3 3aTBEPAXXEHUM PO3MIPOM) -
KapTOHHiI kopobuyi 36inbLUeHHHs po3Mipy cepii T13: 3 "Big miH. 20 000 go
makc. 80 000 cnakoHis" Ha "Big MiH. 20 000 go makc.150
000 onakoHiB"
116.| ULUCTUHON TabneTkn, BKpUTI LWanep & HimeyvumH LWanep & Bpommep HimeyvumHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | bes UA/12007/01/01
AKYT oGonoHkoto, no 15 Bptommep a 'm6X & Ko. KI UMY - 3MiHW y 3aTBEpkeHuX MeTogax BunpobysaHb ADI | peyenma
Tabnetok y 6nictepi; Mv6X & Ko. KIF y 3B's13Ky 3 OHOBMeHHsM meToaumku ID 805026 (BEPX)
no 2 6nictepay ONst BUBHAYEHHS adpriOTOKCUHIB; 3MiHM | Tuny -
KapTOHHiI kopobui, no OHOBINEHHSA MeToAy BUNPODYBaHHS 3aMLLKOBOrO
20 TabneTtok y PO3YMHHMKA 2-MPOoNaHory, a came pefakuiviHi npaBku Ta
6nicTepi, no 2 abo 3, 3MEHLLEHHS KiNMbKOCTi TECTOBMX PO34MHIB; 3MiHK | Tvny -
abo 5 bnictepiB y OHOBMeEHHS iHbopMalLii no cknagy nokpuTTsa o-lacguer
KapTOHHIl kopobui green BignoeigHo Bumor INCI (MixHapogHa
HOMEHKINaTypu KOCMETUYHUX iHTpeaieHTiB)
nocrtavanbHuka, (3aTBepmkeHo: O-lacguer green E 104
(5-5.5%)+ E 132 (2.5-3%) (Aluminium hydroxide based
lacquer of the mixture from Quinoline yellow E 104 and
Indigo carmine E 132); 3anponoHoBaHo: O-lacguer green
Quinoline yellow E 104 (5%)+Indigo carmine E 132 (3%)+
Aluminium hydroxide (92%) oHoBneHo p. 3.2 P. 4.1;
OHOBMEHi AaHi Big BUPOOHWMKIB JOMOMIXKHUX PEHOBUH
NaKTo3M MOHOriapaT Ta MarHito cteapaT. 3MiHM BHECeHi y
po3gin "Cknaa" (3onomikHi pe4oBMHM) B IHCTPYKLUIiO ANst
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby; 3aMiHu |
TUNY - 3MiHW Y 3aTBEPKEHNX MeTofax BUNpobyBaHb
[OMOMDKHOI pEYOBUHY, @ caMe Ans NoKpuTTa o-lacguer
green, OHOBIEHO OMNKWC Ta BKIMIOYEHO A0AaTKOBY
iHpopmalito (peareHTn) 3aans NOBHOTM iHdopmMaLii
117.| UACTO- Tabnetku no 300 mr Ecnapma HimeuunH ApnBaHc ®apma 'M6X, HimeuunHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:3aMiHm | bes3 UA/13325/01/01
AYPUH® no 10 Tabnetok y 6X a HimeuunHa TUNy - 3MiHW Wwopo 6eanekn/edekTMBHOCTI Ta peuenma
GnicTepi; no 2 abo no (BPOGHMLTBO apmakoHarnsiny. BeegeHHst abo 3miHW o y3aranbHeHUX
6 6nicTepiB y Hepo3dacoBaHoro OaHux nNpo cmucteMy dpapmakoHarnsgy (BBedeHHs

KapTOHHiIl kopobui

NpoAyKTY, NepBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHsi, KOHTPOIb
SIKOCTI, BUNYCK cepii);
ecnapma ®apma
Cepsices 'M6X,
HimeuyumHa (BTOpUHHE
nakyBaHHs1); Papma
BepHirepoge 'm6X,

y3aranbHeHUX AaHUX Npo cucteMy papMakoHarnsay,
3MiHa ynoBHOBaxeHOi ocobu, BiAnoBiganbHoi 3a
3[iNCHEeHHS hapmaKoHarnaay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0COOU, BiANOBIAanNbHOI 3@ 3AiINCHEHHS
dapmakoHarnsay (BKNoYarun KOHTaKTHI faHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-dainna cuctemm
dapmakoHarmnsay) - 3MiHa YroBHOBaXeHOi 0cobu
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Ne
n/

Hasea
JliKapcbKo20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa Ymosu Homep
eidnycky | peecmpauyiliHo2o
noceiodYyeHHs1

HimeuumHa (KoHTpoOnb
AKOCTI)

3asiBHMKA, BignoBiganbHoi 3a dpapMakoHarnsa.
lMponoHoBaHa pepakuisi: Dr. Susanne Becker. 3miHa
KOHTaKTHMX JaHNX YNOBHOBaXeHOi ocobu,
BiANoBiganbHoi 3a hapMakoHarnsag

B.o. l'eHepanbHOro gupekropa [Aupekroparty

dapmaueBTUYHOro 3abe3neyeHHs

IBan 3AIBOPHUX




