MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kwui
23 6epe3ns 2021 poky B Ne 548

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 10 Tlopsimky pepkaBHOI peectpariii (repepeecTtpailii) JikapcbKux 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaALsATh ChOMOTO MiAMYHKTY 12 myHKTY 4 IlonoxeHHs TIpO
MiHicTepcTBO OXOPOHM 3[]0POB’sl YKpaiHU, 3aTBep/KeHOro mocTaHoBow KabiHety
Minictpie Ykpainu Bim 25 6Gepe3ns 2015 poky Ne 267 (B pefakuii mocTaHOBU
Kabinery MinictpiB Ykpainu Bix 24 ciuns 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIepTU3M peecTpalliiHUX MaTrepiaiiB JTiKapCchKUX 3aco0iB (MeAuUHMX
iMmyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha /JepXXaBHy  peECTparlifo
(mepepeecTpallit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TMPOBeJeHUX
[ep>kaBHUM TIANPUEMCTBOM  «Jlep)KaBHUM eKCMepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 eheKTHUBHOCTi, Oe3rmeuHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIIHKM CITiBBIJHOILIIEHHSI KOPUCTL/PU3UK JIIKAPCHKOIO
3acoby, IO TIPOTIOHYEThCS [0 Jep)KaBHOI peectparlfii (mepepeectpaiiii), 100
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii oro Ao Jep>kaBHOI
peecTpatiii (repepeectpaiiii) abo BHeCeHHs 3MiH /10 peecTpaliiHUX MaTepiasiB

HAKA3YIO:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoMm (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TpermapaTHl) 3TiHO 3
riepesikoM (oAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KoHTpPo/sb 3a BUKOHAHHSAM L[bOI'0 HAaKa3y I[IOK/JIaCTA Ha 3aCTyIHUKa
MiHicTpa 3 mUTaHb €BPOIEUCHKOI iHTerpauii IBamjeHka [.A.

MiHicTp Makcum CTEITAHOB



NMEPENIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif 23 Gepe3Hsa 2021 p. Ne 548

DEP>XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHUN

SAPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONTOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0

3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHnu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi locTuuii

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
1. ATOH3UN® PO34nH KHBMT YkpaiHa TOB "Cnasis YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/18639/01/01
0poMyko3Hui4, 0,1 "ICHA" 2000" MepiognyHICTb NOAAHHA perynspHo peyenma
mr/mn, no 20 mn, 50 OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
My doniakoHax Mopsaaky 34iicHeHHs chapmakoHarnagy,
noniMepHnX 3 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
posnunosayem Ne 30,0p0B’A YKpaiHu Bif 27 rpygHa 2006 poky Ne
1; no 100 mn y 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
hnakoHax Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nonimepHux Ne 1 pefakuii Hakasy MiHicTepcTBa OXOpPOHK
340pOoB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMUHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
2. BEPOMICTUH® | po3uuH ans MpAT YkpaiHa MpAT YkpaiHa peecTpadist Ha 5 pokis 3a He UA/18640/01/01
30BHILUHLOIO "®apmaueBT "PapmaueBTnyHa MepioanyHICTb NOA4AHHS PEryNspHO peyernmom nionsieae
3acTocyBaHHs, 0,1 nyHa chipma thipma "AapHuusa” OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
mr/mn, no 100 mn, "fNapHuus" Mopsaaky 34iicHeHHs chapmakoHarnaay,
no 200 mn a6o no 3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHU
400 mn y donakoHax 3[,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpOHU
3/10pOB's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
3. AAP®PEH® renb, no 15 r abo no MpAT YkpaiHa MpAT YkpaiHa peecTpauist Ha 5 pokis 6e3 nidnsieae UA/18641/01/01
FENb 50r,a6o no 100 ry "®apmaueBT "®GapmMaueBTNYHa MepioAnyHICTb NOAAHHA PerynspHo peyenma
Ty6i, no 1 Ty6i B nyHa oipma tipma "dapHuus" OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
nauui "AapHnus” Mopsaaky 3aiicHeHHs chapmakoHarnagy,




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pO0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
4. KETOHAN® rpaHyv ans CaHpo3 CnoBeHis [L,03Bi/T HA BUMYCK CnoBeHis/ peecTpauis Ha 5 pokis 6e3 nionsizae UA/18642/01/01
PANIA OpasIbHOro PO34YnNHY dapmacbHoTi cepit: ITanis MepioAnyHICTb NOAAHHA PerynspHo peyenma
no80mr,no2ry Kans g.4. Nex OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
cawe; no 6, abo 12, dapmaveBTUYHA Mopsaaky 34iicHeHHs chapmakoHarnagy,
abo 18 cawe y KomnaHis A4.4., 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHI KOpo6Lii CnoseHis; 300pOB’A YkpaiHu Bif 27 rpygHa 2006 poky Ne
BMPOGHULITBO 3a 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
NOBHUM LMK/IOM: Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
daiin dyac & peaakuii Hakaly MiHicTepcTBa OXOPOHU
dapmacboTikans 300pOB'a YKpaiHu Big 26 BepecHs 2016 poky Ne
H.T.M. C.MN.A,, 996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
ITania 3a3Ha4YeHMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
5. NEKAZON TabneTku, BKpUTI CaHpo3 CnoseHis [L03BiN Ha BUNYCK CnoseHis/ peecTpaList Ha 5 pokis 6e3 nionsieae UA/18643/01/01
NOHIr NAiBKOBOO dapmachbHoTi cepiii: pevyis MepiognyHiCTb NOAAHHA perynsipHo peyenma
o60/10HKoto, 200 Kans a.4. Nek OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
mr/500 mr no 8 PapmMaLeBThyHa Mopsaaky 34iiCHEeHHs chapmakoHarnaay,
TabneTtok y 6nictepi, KomnaHis g.4., 3aTBEPKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
no 2 6nictepn y CnoseHis; 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
KapTOHHI kopobuyj; BMPOBGHULITBO 3a 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
no 10 TabneTtok y NOBHUM LMK/IOM: Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
6nicTepi, no 1 a6o 2 PoHTic Xennac pepakuii Hakasy MiHicTepcTBa OXOPOHU
6nictepn y Megikan eHg, 3/10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
KapTOHHI KOpo6Lii dapmacbloTikan 996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
Mpogaktc C.A., 3a3HavyeHVMu1 y NepiognYHOCTI NOAAHHSA
peuist perynsipHux 3BiTiB 3 6e3neku.
6. NEKOKCA Kancysv Teepgi no YOPN4 TypeyunHa YOPAA TypeuunHa peecTpauist Ha 5 pokis 3a He UA/18644/01/01
100 mr, no 10 MEANUNH MEAOVUMH INAY MepiognyHICTb NOAAHHS PerynspHo peuyenmom niossieae
Kancyny énicrepi; ITAY CAH. CAH. BE TIAX. OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifnoBiAHO [0
no 2 a6o 5 6nictepis BE TIOXK. A.LL. Mopsiaky 34iicHeHHs chapmakoHarnsgy,
Y KapTOHHiIli kopoobLi A.LL. 3aTBEepKEHOro Hakazom MiHicTepcTBa OXOPOHU
30,0p0B’A YKpainu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
3710pOB'sl YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiofMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
7. NEKOKCA Kancysnu Teepgi no yopna TypeyunHa yopna TypeyunHa peecTpauist Ha 5 pokis 3a He UA/18644/01/02
200 wmr, no 10 MEANLUNH MEOMUMH INTAY MepiognyHiCTb NOAAHHA perynsipHo peyenmom nions2ae
Kancysn y 6nicrepi; IIAY CAH. CAH. BE TIZX. OHOBJ1IOBAHOrO 3BiTY 3 6e3NeKu, BigNoBigHO A0




KOpoo6Li

3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpainu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi roCcTuLji

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
no 3 abo 5 6nictepis BE TIXK. A.LL. Mopsaaky 34iicHeHHs chapmakoHarnagy,
Y KapTOHHiIli kopobLi A.LL. 3aTBEepAKEHOro Hakaszom MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
8. MABIPET TabneTku, BKpUTI E66BI LseiiLapis BMPOBHULTBO, Himeuunxa/ peecTpadist Ha 5 pokis 3a He UA/18645/01/01
NNiBKOBOIO Biochapmach nakyBaHHs Ta Ipnangis MepioanyHICTb NOA4AHHS PEryNspHO peyernmom nionsieae
060/10HKO 100 1oTiKa13 TeCTyBaHHS OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
Mr/40 mr; Ne84: no 3 m6X NPOMIiXHOro Mopsaaky 34iicHeHHs chapmakoHarnaay,
Tabnetkn y 6nictepi, eKkcTpyaary; 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHU
no 7 6nictepiB y TeCTyBaHHS 3[,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
KapTOHHI kopobLyj; nikapcbkoro 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
4 KapTOHHI KOPOGKM 3acoby, nepBuHHe Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
y FpymnoBiil ynakosLi Ta BTOPVHHE pefakuii Hakasy MiHicTepcTBa 0XOpPOHU
nakyBaHHs, BUMYCK 3/10pOB's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
cepii: E66BI 996), cTaHOBMWTb: 3riAHO 3i CTPOKaMMK,
[oiiuneHg MvéX i 3a3Ha4YeHVMU y NepiogMYHOCTI MoAaHHS
Ko. KT, perynsipHux 3BiTiB 3 6e3neku
HimeuunHa;
BVMPOGHMLTBO
nikapcbkoro
3acoby,
TeCcTyBaHHS:
PypHbLE
Nab6opaTtopi3
Alipneng Jimiteq,
IpnaHgis
9. MOP®O/IHIEB | KpuctaniuHuii ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauist Ha 5 pokis - He UA/18646/01/01
A ClNlb NOPOLLOK 3 0bMexeHot niossieae
TIASOTHOI (cybeTaHuin) y 06MeXeHo BiANoBiAa/IbHICTIO
KNcnotn MiLLKax Bignosigaib "®APMXIM"
nonieTuIeHoBmX HicTI0
ona "®apmaueBT
hapmaLeBTUYHOro nyHa
3aCTOCyBaHHSA KoMnaHis
"3p0pos's”
10. MYNbTUrPUN TabneTkn Wwunyi, [enbTa Lseliyapis | Annekc ®apma CA | LBeiiyapis peecTpauist Ha 5 pokis 6e3 nidnsieae UA/18647/01/01
BPOHXO 600 mr; no 10 Megiken MepiognyHICTb NOAAHHS PerynspHo peyenma
Tabnetoky Ty6ino 1 | MpomMoyLiH3 OHOB/IOBAHOrO 3BiTY 3 6e3neKku, Bi4NOBIAHO A0
Ty6i B KQpTOHHIl Al Mopsiaky 34iicHeHHs hapmakoHarnsgy,




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pO0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
11. OKOMIKC® Kpanni o4Hi, AT YkpaiHa AT "dapmak” YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18648/01/01
cycneHxsis, no 7,5 mn "dapmak” MepioAnyHICTb NOAAHHA PerynspHo peuenmom niossieae
y donakoHi, no 1 OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
1akoHy y nauui 3 Mopsaaky 34iicHeHHs chapmakoHarnagy,
KapTOoHY 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YkpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakaly MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
12. ONACIH® Tabnetku, LWo TOB YkpaiHa DxeHedpapm CA Mpeuis peecTpaList Ha 5 pokis 3a He UA/18649/01/02
[MCnepryoTbes B "ACIHO MepioAnyHICTb NOA4AHHS PEryNsipHO peyenmom nidnsieae
POTOBI NOPOXHWHI, YKPAIHA" OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
no 10 mr; no 7 Mopsaaky 34iiCHEeHHs chapmakoHarnaay,
TabneTtok y 6nictepi; 3aTBEPKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
no 4 6nictepv B 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
KapTOHHIM nayui 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiogNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
13. ONNACIH® TabneTku, Lo TOB YkpaiHa xeHepapm CA Mpeuis peecTpauist Ha 5 pokis 3a He UA/18649/01/01
amcnepryoTbcs B "ACIHO MepiognyHICTb NOAAHHS PerynspHo peyenmom niossieae
POTOBIn NOPOXHWHI, YKPAIHA" OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifnoBiAHO [0
no5wmr,no7 Mopsiaky 34iicHeHHs chapmakoHarnsgy,
TabneTok y 6nictepi; 3aTBEepKEHOro Hakazom MiHicTepcTBa OXOPOHU
no 4 6nictepu B 30,0p0B’A YKpainu Bif 27 rpygHa 2006 poky Ne
KapTOHHIN navuj 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
3710pOB'sl YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiofMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
14. CAKCEHOA® PO3YUH NS iH'EKLN, A/T HoBo [anis KomnnekTyBaHHs, [aHia peecTpauist Ha 5 pokis 3a He UA/18651/01/01
6 mr/mn; no 3 mny Hopgick MapKyBaHHA Ta peyenmom nions2ae
KapTpuaKax, BTOPVIHHE




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BK/1afileHNX y nakyBaHHs
nonepeaHLo roToBOro
3arMoBHEHY NPOAYKTY.
6araTtof030By Ceptucpikauis
OfiHOpa3oBY LWNpUL- cepil.
pyuky; no 1, 3a6o 5 A/T Hoso Hopgick,
nonepeaHL0 [JaHis;
3anoBHeHi LWnpuL- Brpo6HuLTBO
PYYKV B KAPTOHHIiA NPOAYKTY,
Kopoo6Li HarnoBHEHHS
KapTpuaxy Ta
KOHTPO/b AKOCTI
npoaykuii in bulk.
Bunyck cepii Ta
cepTtudikauis.
A/T Hoso Hopaick,
[JaHis
15. CUHTOMILVH niHiMmeHT 10 %; no AT Ykpaina AT "ly6Hndhapm" YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsi2ae UA/4683/01/02
25y Tybax; no 1 "Nly6Hndhap MepiognyHicTb NoAAHHA PerynsipHo peyenma
Ty6i y nauui 3 M" OHOB/IOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
KapTOHY Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300p0B'A YKpaiHu Big, 26 BepecHsi 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
16. TIO-HOPMIK PO3YUH NS iH'EKLN, ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa peecTpauif Ha 5 pokis 3a He UA/18650/01/01
25 mr/mn; no 2 mn 3 06MeXeHo MepioAnyHICTb NOA4AHHS PErynspHo peuenmom nionsieae
abono 4 mn B 06MexeHo BiANOBIAA/TIbHICTIO OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
amnyni; no 5 amnyn Bignosigab "®GapmMaueBTNYHa Mopsaaky 34iicHeHHs chapmakoHarnagy,
no 2 mn y énictepi; HICTtO KOMNaHis 3aTBEepAKEHOro Hakazom MiHicTepcTBa OXOPOHU
no 2 6nictepny "®apmauesT "3gopos'a” 300pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
Kopo6ui; 10 amnyn nyHa 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
no 2 mn y énictepi; KOMNaHis Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
no 1 6nictepy y "3p0pos'a” peaakuii Hakasy MiHicTepcTBa OXOPOHU
Kopob6ui; 5 amnyn no 3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
4 mn'y 6nicTepi; no 996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
2 6nictepn y 3a3HayYeHMMN y NepiogMyYHOCTI NoAaHHS
Kopo6Ui perynsipHmx 3BiTiB 3 6e3neku.
17. ®ABIMNIPABIP NOPOLLIOK TOB HB® Ykpaina XoHop /lab IHAis peecTpadis Ha 5 pokis - He UA/18652/01/01
(cybeTaHuin) y "MIKPOXIM" Nimiteq nidnsieae
nonieTNeHoBux
naketax gns

hapmaLeBTUYHOro




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

3aCTOCyBaHHSA

18. DABIMNIPABIP NOpPOLLOK TOB HB® YkpaiHa [3eHasi Kutaii peecTpaList Ha 5 pokis - He UA/18653/01/01
(cybeTaHuin) y "MIKPOXIM" dapmacbioTikans nionsieae
npo3opomy (Cyuxoy) N4
[ABOLLApPOBOMY
nonieTuneHosomy
naketi ans
thapmaLeBTUYHOro
3aCTOCYyBaHHSA

19. DABIMNIPABIP- TabneTku, BKpUTI TOB HB® Ykpaina TOB HB® YkpaiHa peecTpauif Ha 5 pokis 3a He UA/18654/01/01

MIKPOXIM NNiBKOBOIO "MIKPOXIM" "MIKPOXIM" MepiognyHICTb NOA4AHHS PErynspHo peuenmom nionsieae
o060510HKot0, Nno 200 (topnaunuHa OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
mr, no 10 TabneTtok afpeca Ta Mopsiaky 34iicHeHHs hapmakoHarnagy,
y 6nicTepi, no 4 abo nab6opartopis 3aTBEpAKEHOro Hakazom MiHicTepcTBa OXOPOHU
10 6nicTepiB y nauui hi3nKO-XiMiYHOTO 30,0pOB’A YKpaiHu Bif 27 rpygHa 2006 poky Ne
3 KapToHy; no 40 aHanisy Ta 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
ab6o 100 Tabnetok y KOHTPONO Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
6aHui y nayui 3 BMPOGHMLITBA,; pefakuii Hakasy MiHicTepcTBa OXOpPOHU
KapToHY BMpPOGHMYA 3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
AinbHUUS; 996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,

nabopartopis
6ionoriyHoro
aHaunisy)

3a3HayYeHMMN y NepiogMyYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

FeHepasibHUIA OUPEKTOpP
AvpekTopaty chapmaLeBTUUHOrO 3a6e3neyYeHHs

OnekcaHpp KOMAPIOA




Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif, 23 6epe3Ha 2021 p. Ne 548

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo20
3acoby ynakoska) nocBi04YeHHs1
1. ANb®APEKIH® | nioginisat gnsa po3unHy TOB Ykpaina TOB "BAJNTIAPTIH YkpaiHa MepepeecTpavis Ha HeobMeXeHUl 3a He UA/15135/01/01
ANs iH ekuii no 1 maH MO, | "BANAPTIH PAPMA" TEPMiH. peyenmom | nidsisi2ae
10 chnakoHis 3 PAPMA" (nakyBaHHs 3 chopmm OHoB/EHO iHhopMaLiiio Yy po3ginax
niogpinizatom B "in bulk" dipmu- "®apmMakonoriyHi BnacTnsocTi”,
nNacTyKOoBIN kaceTi; no 1 BMpo6HMKa TOB "MpoTunoka3aHHsa", "B3aemogis 3 iHLWMMK
KaceTi B KApTOHHIiA "HaykoBo-BUpo6HNYa nikapcbknMmn 3acobamu Ta iHWi BUuam
Kopobui; 5 pnakoHiB 3 KOMNaHis B3aemogiit”, "Ocob6mMBOCTi 3acToCcyBaHHs",
niogpinisatom y KOMNAekTi "IHTepcapmbioTek”, "3acTocyBaHHs y nepiod BariTHoCTi abo
3 5 amnynamu po34mHHUKa YkpaiHa); rogyBaHHs rpyaar” (YTouHeHHs), "Mo6iyHi
no 2 mn (Boga ans BUPOBHMK peakuii" iIHCTPYKLiT ANA Megu4HOoro
iH'eKLiT) B NNACTUKOBIl PO3UYMHHMKA: 3aCTOCyBaHHS NikapCbKoro 3acoby
KaceTi; no 1 kaceTi B MAT "ranuudpapm”, BiZANOBIAHO [0 MaTepiasliB peecTpaviliHoro
KapTOHHI kopobuj; 1 YkpaiHa [OCbE.
chnakoH 3 niogpinizatom y MepiognyHIiCTb NOAAHHA PerynspHo
KOMNIeKTi 3 1 amnynow OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
pO34MHHMKa Nno 2 MmN (Boja BiANOBIAHO A0 MopsaKy 34iACHEHHS
NSt iH'EKL) B KAPTOHHIM thapmakoHarnagy, 3aTBepKeHoro
Kopobui Haka3om MiHicTepcTBa OXOPOHW 3[0P0B’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
2. AMBPOKCOJTY | nopoLuok (cy6ecTaHuis) y Winna IHAis LWinna Megikepe IHAjs nepepeecTpalist Ha He0ObMeXeHWi TepMiH - He UA/11585/01/01
rAPOXNOPUA | noagiitHux Megikepe Nimiteq niosisieae
noslieTUIEHOBMX NakeTax Nimiten
ans chapmauesTnuHoro
3aCTOCYBaHHSA
3. BPUMOHIAWHY | nopowok (cybcTaHuis) B TOB "TK YkpaiHa IHanTek J1a63 MBT. IHAis nepepeecTpaLis Ha Heo6MeXeHWin TepMiH - He UA/15728/01/01
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ab6o 3 6nictepun y nayui 3
KapTOHY

MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro
3acoby y posginax "lMokasaHHsa"
(yTouHeHHs iHdhopMaui),
"MpoTunokasaHHs", "OcobanBOCTI
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaar'(yTouHeHHs iHdopmauii), "
34aTHICTb BNAMBATYW Ha LWIBUAKICTb peakuii
npu KepyBaHHi aBTOTpaHCNOPTOM abo
IHWUMYK MexaHismamm®, "Mo6ivHI peakuii”
Bi4MNOBIAHO 4O OHOBMEHOI iHChopMaLi 3
6e3nekn 3acTocyBaHHS fjil040i PEYOBUHM.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3nekw,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340pPOB’s

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
TAPTPAT noABiNHNX "ABpopa" nra. nionsizae
nonieTUIEHOBUX MilLiKax
4ns hapmaleBTMYHOro
3acToCcyBaHHsA
4, BPOMIEKCUH KpUCTaniuHWii NOPOLLIOK ToBapucTBO Ykpaina OPEKC ®APMA NBT. IHAis nepepeecTpaLisi Ha He06MEeXeHWi TepPMiH - He UA/15681/01/01
Yy (cybeTaHuin) y 3 nrta. nidnsieae
MNAPOXNOPUA, | nonieTuneHoBux naketax 06MEXEHO
ab60 y noABinHUx Bignosigab
nonieTuIeHoBMX nakeTax HiCTIO
ansa dpapmauleBTUYHOro "®apmauesT
3aCTOCYyBaHHSA NyHa
KOMMaHis
"3g0opos's"”
5. BY®OMIKC MOPOLLIOK AJ1s1 iHransAuiii OpioH PiHnaHais OpioH KoprnopelilH PiHNAHAIA MepepeecTpauis Ha HEoOMeXeHUI 3a He UA/14855/01/01
IBIXEVMNEP 160 mkr/4,5 mkr/go3a no KopnopeiiL TEPMiH. peyenmom | niosiseae
60 o3 abo 120 go3 B H MepioAnYHICTb NOAAHHS PErynsapHO
iHranaTopi i3 3axucHUm OHOB/IOBAHOrO 3BiTY 3 6e3neku,
KOBMaykoMm y BiANOBIAHO A0 MopsAaKy 3A4jiCHEHHS
namiHoBaHOMYy nakeTi, Mo chapmakoHarnsgy, 3aTBepiKeHoro
1 namiHoBaHOMy nakeTy B Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
KapTOHHI KopobLi; no 60 Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
[o3 abo 120 gos B 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLil
iHranaTopi i3 3axucHUMm YkpaiHu 29 ciuHs 2007 poky 3a Ne
KOBMa4ykoMm y 73/13340 (y pegakuii Hakasy MiHicTepcTBa
namiHoBaHOMy nakeTi, no OXOPOHW 3[0pPOB'A YKpaiHu Bif 26 BepecHs
1 namiHOBaHOMY nakeTty 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
Ta 3axXVCHOMY KOHTeliHepy CTpoKamu, 3a3Ha4yeHUMN Y NepiogNYHOCTI
Ans iHranatopa B nofaHHA perynsapHuxX 3BiTiB 3 6e3neku.
KapTOHHI KopooLi
6. EHTEPO/IAKC Tabnetku no 7,5 mr, no 10 AT "Ctoma" Ykpaina AT "Ctoma" Ykpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 6e3 nidnsieae UA/2052/01/01
TabneTtok y 6nictepi; no 1 OHOB/IEHO iHghopMmaLito B IHCTpYKLi Ans peyenma
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YEHVMN Y NePiOfUYHOCTI
nofaHHsA perynspHuX 3BiTiB 3 6e3neku.

EHTEPO/IAKC

Tabnetku no 7,5 mr, in
bulk: no 10 TabneTtok y
6nictepi; no 1600
6nicTepiB y ALMKY

AT "Ctoma"

Ykpaina

AT "Ctoma"

Ykpaina

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
epioANYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuji
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepiogNYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.

He
nionsieae

UA/16471/01/01

EPYMHIN

Tabnetku no 8 mr; no 10
TabneTtok y 6nictepi; no 3
6nicTepy B KApPTOHHIi
Kopobui

neHmapk
PapmacbioT
vikans Jita,.

IHais

neHmapk
PapmacboTKan3
nTo.

IHais

MepepeecTpauis Ha HEOOMeXeHUI
TepMiH.

OHOB/1EHO iHGhopMmaLito B IHCTPYKUIT ANns
MeIMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y posginax "lMpoTunokasaHHa",

"B3aemogis 3 iHWMMU NiKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aeMoSiid",
"Oco6mBocCTi 3acTocyBaHHSA", "MoGIYHI
peaxuii” BignoBigHO A0 OHOB/IEHUX JaHUX
o0 6e3neku AitoHoi peHOBUHM.
MepioanyHICTb NOAAHHSA PerynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro

Haka3om MiHicTepcTBa OXOPOHU 3[10POB’A

YkpaiHu Bif 27 rpyaHs 2006 poky Ne 898,

3apeecTpoBaHoro B MiHicTepcTsi tocTuLji

YkpaiHnun 29 ciuHa 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3riHO 3i

CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/14981/01/03

EPYMHIN

Tabnetku no 2 mr, no 10
Tabnetok y 6nictepi; no 3
6/1icTepy B KAPTOHHIM

rneHmapk
®apmacbioT
vikani3 Jita,.

IHais

rneHmapk
PapmacbloTukan3
14,

IHais

MepepeecTpavis Ha HeobMeXeHUl
TEPMiH.
QOHOB/IEHO iHGhopMaLito B iIHCTPYKUIT Anst

3a
peyenmom

He
nionsieae

UA/14981/01/01
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Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

Kpaina

3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakoska)
Kopobui

MeAMYHOr0 3aCTOCYBaHHS NiKapCbKOro
3acoby y posginax "lMpoTunokasaHHa",
"B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu Ta iHWi BUAy B3aEMogiii",
"Oco611BOCTi 3acTocyBaHHS", "T06IYHI
peakuii" BiANOBIAHO [0 OHOBAEHUX AAHWNX
LLoAo 6e3nekun AitoUoT PEHOBUHM.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YeHNMN Y NePiogUYHOCTI
nofaHHsa perynspHuX 3BiTiB 3 6e3neku.

3a

He

UA/14981/01/02

10.

EPYNHIN

Tabnetkv no 4 mr, no 10
TabneTtok y 6nictepi; no 3
6nicTepy B KApPTOHHIl
Kopobui

neHmapk
dapmacbsioT
vkans Jita.

IHais

neHmapk

dapmMacbloTVKan3

nra.

IHgis

MepepeecTpayis Ha HeOObMeXeHU
TEepMiH.

OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginax "lNpoTrnokasaHHs",

"B3aemopis 3 iHWMMU NiKapCbKUMun
3acob6amu Ta iHLWi BUAY B3aEMOLIIA",
"Oco6nmBOoCTi 3acTocyBaHHS", "T06IYHI
peaxuii" BigNoBiAHO A0 OHOB/IEHUX AaHUX
040 6e3neku AitoHoi peHoBUHM.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro

Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A

Ykpainu Big 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuji

YkpaiHu 29 ciyHs 2007 poky 3a Ne

73/13340 (y pepakuii Hakady MiHicTepcTea

OXOPOHU 3[40POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMY Y NepiogNYHOCTI

noJaHHs perynsipHux 3BiTiB 3 6e3neku.

peyernmom

nionsieae

He

UA/15207/01/01

11.

30NTA

KOHLLeHTpaT A4/19 po3UnHy
ans iHdysii, 4 mr/5 mn, no
5 mn 'y cpnakoHi; no 1
(h1laKoHY B KapTOHHIl

Awmakca N1T],

Benvka
BpuTtaHis

Na6opatopioc
HopmoH C.A.

Icnanis

nepepeecTpaLisi Ha He0B6MEXeHW TePMIH

OHOB/EHO iHdhopMaLito B IHCTPYKUIT Ans

MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax "®apmakonoriyHi

BMACcTUBOCTI", "B3aemogis 3 iHWymMmn

3a
peyenmom

nidnsieae

Kopobui
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

3asiBHUKa

Kpaina

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

yBaHHs

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakoska)

CLUA/

nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiin”, "Ocob6MBOCTi 3acToCyBaHHS",
"Cnoci6b 3acTocyBaHHsa Ta go3un", "4itn"
(peparyBaHHs), "MMobiuHi peakwii,
[OMOBHEHO PO34isioM "HecyMmicHicTb"
BiANOBIAHO A0 iHopMaLii pethepeHTHOro
nikapcbkoro 3acoby (3S0OMETA®,
KOHLLeHTpAT A1 PO34uHy ANs iHdysiid, 4
mr/5 mn).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOPsAKY 34iICHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTmLji
YKkpaiHnun 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOoKamu, 3a3Ha4yeHUMN Y NepiognyHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
nepepeecTpaLisi Ha He06MEeXeHW TepMiH

3a

He

UA/15390/01/01

12.

IKCO)KEBA®

pO34uH ANs iH'ekuiid, 70
mr/mn; no 1,7 mn (70
mr/Mn) y dpriakoHi; mo 1
(h/1aKOHY B KapTOHHIl
Kopobu,i

AmOKeH
€spona b.B.

HigepnaH
an

BupobHuk
Hepo3dacoBaHOl
NpoAyKLii, NnepBuHHe
naKkyBaHHs:
AMIKEH
MaHydhekuypiHr
NimiTen, CWA,;
BTopuHHe nakyBaHHs
Ta BUNyCK cepii:
AmpxeH €spona b.B.,

Higepnangn

Higepnangm

OHOBEHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax "dapmakonoriyHi
BNacTMBOCTI" (YTOUHEHHS iHchopmawii),
"0iTn" (yTouHeHHs iHdpopmaii), "Mo6iuHi
peaxuii” BignosigHO A0 matepianis
peecTpaLinHoro ochbe.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuji

YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 3[40POB'A YKpaiHu Bifg, 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMY Y NepiogNYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.

peyenmom

nidnsieae

He

UA/15700/01/01

13.

KANbLUIO
KAPBOHAT

nopoLUoK (cybeTaHuis) y

nonieTuNeHoBUX nNaketTax

NS hapmaLeBTUYHOMO
3aCTOCYBaHHSI

ToBapucTeo

3
06MeXeHoI0
BignoBigab

HICTHO

YkpaiHa

BACA GAPMAKEM
MBT. NTA.

IHais

nepepeecTpaLisi Ha He0B6MEXeHW TePMIH

nidnsieae
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
"®bapmauesT
NyHa
KOMMaHis
"3gopos's"”
14. KAPBAMASENNI | nopowok (cy6cTaHuis) y BE3 Xopsaris Awmoni OpraHikc IMBT. IHAis nepepeecTpaLisi Ha He06MEeXeHWi TepPMiH - He UA/15413/01/01
H noABiNHNX dPapmaxem nra. nionsizae
nonieTUIEHOBNX NakeTax 4.0.0.
ans hapmaueBTUYHOrO
3aCTOCyBaHHs
15. KOP CYIC pO34MH A4 iH'EKUIA, MO Bionoriwe HimeyunH Bionoriwe HimeyunHa MepepeecTpavis Ha HeobMeXeHUi 3a He UA/4277/01/01
KOMMNO3UTYM | 2,2 mn B amnyni; no 5 Xaiinbmitre a XalinbMmitTrens Xeenb TEPMIH. peuyenmom | nidssi2ae
H amnyn y KOHTYpHIN nb Xeesnb m6X OHoBNEHO iH(hopMaL,ito y po3ginax
YapyHKOBIli ynakoBLj; no 1 6X "Ocob6nmBOCTI 3acTocyBaHHs", "Cnoci6
abo no 2, abo no 20 3acTocyBaHHA Ta f031"(YTOUHEHHS
KOHTYPHUX YapyHKOBUX iHchopmaii) iHCTpyKUiT 4ns MeanyHoro
ynakoBOK Y KOpo6Lii 3 3aCTOCYyBaHHSA Nikapcbkoro 3acoby
KapToHy Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLii
LL{0A0 6e3neKn 3acTOCyBaHHS AjitounX
PEYOBYH.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
16. NOPATAAVH NMOpOLLOK (CybcTaHuis) y BE3 Xopsaris Bacyga ®apma Xem IHgis nepepeecTpavisi Ha HEOOMEXEHUI TepPMiH - He UA/4129/01/01
noaBinHMX Papmaxem Nimiten niossieae
nonieTuIeHoBMX naketax A.0.0.
ans hapmauesTMuHOro
3aCTOCYBaHHSA
17. NOPAEC® TabneTkn BKpUTI HOBEN TypeuunH HOBEN I1AY CAHAI TypeuumHa MepepeecTpauisi Ha HEOBMEXEHMNIA TEPMIH 6e3 nionsieae UA/11552/02/01
060/10HKOI0 N0 5 mr, no 10 | IJTAY CAHAT a BE TII>KAPET A.LL. OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans peyenma
TabneTok y 6nictepi, no 2 BE Me[UYHOro 3acToCyBaHHA NiKapcbKoro
abo 3 6nictepu y TIOKAPET 3aco6y y po3ginax "®apmakonoriyHi
KapTOHHI ynakoBsL,i A.LL. BrnactmsocTi”, "lMoka3aHHS" (pegaryBaHHs

TekcTy), "B3aemogis 3 iHWuMmn
nikapcbknMmn 3acobamu Ta iHWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"Oitn" (iHdopmavuisa wono 6esnekn),
"Mepeno3yBaHHA", "M06IYHI peakui™
BiANOBIAHO A0 iHGhopMaLlii LWoao
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsio4YeHHs

MeAMYHOro 3acTOCyBaHHA ped)epeHTHOro
nikapcbKoro 3acoby (EPIYC).
MepiognyHIiCTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUUYHOCTI
noJaHHsA perynspHuX 3BiTiB 3 6e3neku

18.

NOPJEC®

cupon 2,5 mr/5 mn, no 150
My cpnakoHi; no 1
onakoHy pasom i3
NNacTVKOBOK MipHOLO
NOXKOIO B KAPTOHHIl
ynakoBLi

HOBEN
IJIAY CAHAT
BE
TIOXAPET
AL

TypeuunH
a

HOBEN IN1AY CAHAI
BE TIAXAPET A.LL.

TypeuyunHa

MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH
OHOB/IEHO iHGhopMaLlito BigNoBigHO A0
pedhepeHTHOrO JliKapCbKOro 3acoby
(EPIYC®, cupon) Ta 3rigHo 3 6e3nekoto
[0MNOMDKHUX PEYOBUH B IHCTPYKLUIT Ansa
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginax "Bsaemogis 3 iHW1Mm
nikapcbknmy 3acobamm abo iHWi Buau
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpyaar” (yTOUHeHHs
iHcbopmawii), "3aaTHicTb BI/IMBaTH Ha
LIBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWKMMK
MexaHismamn”, "Cnocib 3acTocyBaHHA Ta
no3n" Ta "MobivHi peakwyji”.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BIiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340pPOB’s
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pPOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
noflaHHA perynsipHuxX 3BiTiB 3 6e3neku

6e3
peuyenma

nionsieae

UA/11552/01/01

19.

NODNATIN®

TabneTkn, BKPUTI
o6onoHkoto, no 10
Tabnetok y 6nictepi, no 1
6icTepy y KapTOHHI

KYCYM
XENTXKEP
nBT NT4,

IHais

KYCYM XENTXKEP

NBT NTA

IHgis

MepepeecTpayis Ha HeobMeXeHul
TEPMiH.
OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT ANns

Me/AMYHOro 3aCTOCYBaHHS NiKApCbKOro

Ne 10 - 6e3
peuyenma;
Ne 100 - 3a
peyenmom

Ne 10 —
nionsizae;
Ne 100 —

He

UA/7643/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
ynakosui; no 10 TabneTok 3acoby B posginax nionsizae
y cTpuni, no 1 ctpuny y "®apmakoTepaneBTnyHa rpyna”
KapTOHHIiA ynakoBL,; no 10 (YTOUHEHHS (hOPMY/THOBAHHS),
Tabnetok y 6nictepi, no 1 "®apmakonoriyHi B1actuBocTi"
6nicTepy y KapTOHHii (yTouHeHHs), "MNpoTunokasaHHsa",
ynakosLi, no 10 ynakoBok "Ocob6nuBocTi 3acTocyBaHHs", "Cnoci6
Y KapTOHHI1 kopobuj; No 3acToCyBaHHA Ta A031" (YTOUHEHHS),
10 TabneTok y cTpumni, No "Mepeno3yBaHHs", "INo6iuHI peakuii”
1 cTpuny y KapTOHHiIlA BiANOBIAHO 4O OHOBAEHOI iHChopMaLi 3
ynakosLi, no 10 ynakoBok 6e3nekun AiloUnx pe4yoBUH NiKapCbKOro
Y KapTOHHIi1 kopobuj; no 3acoby.
10 Tabnetok y 6nicTepi, MepiognyHICTb NOAAHHA PerynsipHo
no 10 6nictepiB y OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku,
KapTOHHIiA ynakoBLi BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTuLiT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
20. MEPKA30NIN- Tabnetku no 5 mr; no 50 ToBapucTBO YkpaiHa ToBapuncTBo 3 YkpaiHa MepepeecTpauis Ha HEOBMEXEHUNA TEPMIH 3a He UA/4882/01/01
340POB'A a60 100 TabneTtok y 3 06MeXeHOo OHoOBNEHO iH(hopmMaLilo y po3ainax peuyenmom | nidssi2ae
KOHTeliHepi obmexeHoro BiANOBIAA/LHICTIO "MpoTunokasaHHsa", "B3aemogis 3 iHLWMMK
naacTMacoBomy; no 1 BiANoBiAa/Ib "®apmaneBTUYHa nikapcbk1MW 3acobamMu Ta iHWi BUuam
KOHTEiHepy B KapTOHHiIl HiCTIO KoMnaHis "3gopos'a” B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
Kopobui; no 10 Tabnetoky | "dapmauesT "3acTocyBaHHA y nepiog BariTHOCTi abo
6nicTepi; no 5 a6o 10 N4yHa roflyBaHHs rpyaar”(yTouHeHHs
6nicTepiB y KAPTOHHIl KOMNaHis iHbopMmawii), "Cnocib 3acTocyBaHHs Ta
Kopoobui "3p0pos'a” [031"(YTOUHEHHS iHchopmaLii),

"[iTn"(yTO4HEeHHSs iHchopmaLiii),
"MepeposyBaHHA", "T06GIYHI peakui™
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby BignoBigHO Ao
OHOBNEHOI iHthopMaLii Woao 6e3neku
3aCTOCYBaHHS fjil040i PEeYOBUHMN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuji
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOoKamu, 3a3Ha4yeHUMN Y NepiognyHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
21. HOKCOH TabneTku, BKPUTI NAT Ykpaina NAT Ykpaina MepepeecTpauis Ha HeOOMeXeHU 6e3 niosisieae UA/15232/01/01
niBKOBOK 060/10HKOW, Mo | "KuiBmeanp "Kuismegnpenapar" TEPMiH. peyenma
450 wmr, no 10 TabneTok y enapat” OHoB/eHO iHdhopMaLito B IHCTpyKLUii Ans
6nictepi; no 2 6nictepn y Me[UYHOro 3acToCyBaHHA NiKapcbKoro
nauui 3acoby y posginax "OcobamnBocTi
3actocyBaHHs", "Mob6iuHi peakwyi
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi 3
6e3nekn 3acTocyBaHHs fjil040i PEYOBUHMN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLji
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepiogNYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.
22. HOP®JTIOKCALL | kpanni o4Hi Ta ByLUHI, 3 ToBapucTBO Ykpaina BCi cTagii YkpaiHa nepepeecTpaLisi Ha He0B6MEXeHW TePMiH 3a He UA/4901/01/01
NH Mr/mn, no 5 mMn 'y dpiakoHi; 3 BMPOGHMLTBA, MepiognyHICTb NOAAHHS PEryspHO peuyenmom | nidsisizae
no 1 do1akoHy Y KOMNAEKTi | 0BMeXeHo KOHTPO/b SKOCTI, OHOB/IKOBAHOTO 3BITY 3 6e3neku,
3 KPULLIKOKO-KpanenbHuLe | Bignosiganb BUNYyCK cepil: BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
B KOpOO6Li HiCTIO ToBapucTso 3 thapmakoHarnsgy, 3aTBepKeHoro
«JlocnigHui 06MeXeHo Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
3aB0[, BiANOBIAA/ILHICTIO YkpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
«THUJ/1C» «[locnigHuii 3aBog 3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
«HLJIC», Ykpainun 29 ciyHs 2007 poky 3a Ne
YkpaiHa; 73/13340 (y pegakuii Hakasy MiHicTepcTBa
BCi cTagii OXOPOHW 340POB'st YKpaiHu Bif 26 BepecHsi
BVMPOGHMLTBA, 2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
KOHTPO/b SKOCTI, CTPOKaMW, 3a3Ha4YEHNMU Y NePIOSUYHOCTI
BWMYCK Cepil: NoAaHHA PerynsipHuX 3BiTiB 3 6e3neku.
ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
«DAPMEKC I'PYT»,
YKpaiHa
23. MAKNITAKCEN KOHLEHTpAT 4151 PO34UMHY Amaxkca ITA Benvka KOHTPO/Ib Ta BUMYCK HimeuunHa/ MepepeecTpauis Ha HeobMexXeHnl 3a He UA/15145/01/01
AMAKCA Ans iHdysii, 6 mr/mn no 5 BpuTaHis cepii: Pecny6nika TEPMiH. peyenmom | nidnsi2ae
mn, 16,7 mn abo 50 mny AxBiga 'M6X, Kopes OHOoB/EHO iHGhOpMaLito B IHCTPYKUIT A5
oNakoHi; No 1 dp1akoHy B HimeyunHa; MeAMYHOro 3aCTOCyBaHHA NiKapCbKoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI Kopobui; no 5 BMPOGHMLTBO in bulk, 3aco6y y po3ginax "®apmakonoriyHi
mn, 16,7 mn a6o 50 mny nepBuHHe Ta BnactusocTi", "lMpoTunokasaHHsA",
donakoHi; no 1 dpnakoHy B BTOPVHHE NaKyBaHHS: "Oco6nuBi 3axoaun 6e3nekn”, "B3aemogis 3
KapTOHHI KopoobLi CamsHr HLIMMKW NikapcbkMKM 3acobamm Ta iHLWi
Biodhapmac’toTikens BMAM B3aemogiin”, "OcobmBocTi
KopnopeiiwH, 3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
Pecny6nika Kopes; BariTHOCTi abo rogyBaHHs rpyaanr”,
BMPOGHMLTBO in bulk, "3[aTHICTb BN/IMBATU Ha WBUAKICTb
NepBUHHE NaKyBaHHS: peakLii Npn KepyBaHHiI aBTOTPaHCNOPTOM
OHkoTek ®apma abo iHWyMKu mexaHiamamu'”, "Cnoci6
MpoaykuioH Mv6X, 3acTocyBaHHA Ta o3un", "MobiyHi peakuii”
HimeuumnHa,; BiAANOBIAHO [0 OHOBMEHOT iHdhopMaLii
BMPOGHMLTBO in bulk, LLoA0 6e3nekun Ailo4oi PEHOBUHN.
nepBUHHE NaKyBaHHS, MepiognyHICTb NOAAHHS PerynsipHo
BTOPVHHE NaKyBaHHS, OHOB/OBAHOrO 3BiTY 3 6e3neKu,
KOHTPO/b cepii: BiANOBIAHO A0 MNopsAaKy 34jiACHEHHS
AkBiga NvéX, hapMakoHarnsagy, 3atBepxxeHoro
HimeuumnHa,; Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
BTOPVHHE NaKyBaHHS: Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
BeHyc ®apma Mm6X, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLil
HimeuunHa YkpaiHun 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YEHVMN Y NePiOfUYHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
24. MPOrPA®® Kancynu Teepai no 1 wmr; Actennac HigepnaH Actennac IpnaHg Ko. Ipnangis MepepeecTpayis Ha HeEOOMeEXeHWI 3a He UA/4994/02/02
no 10 kancyn y 6nicTepi; dapma an nrp TEPMiH. peyenmom | niossgeae
no 5 6nictepis B tOpon B.B. OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns

IOMIHIEBOMY nakeTi; no 1

nakeTy B KapTOHHii
Kopobui

MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby B posginax
"®apmakoTepaneBTnyHa rpyna. Kog ATX"
(peparyBaHHs TekcTy 6e3 3MiHW kogy
ATX), "B3aemMogisi 3 iHLUMMU NiKapCbKUMK
3aco6amMu Ta iHLWi BUAM B3aeMoSiii",
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
3aCTOCyBaHHA Ta A03n" (pegaryBaHHs
TekcTy), "Mo6ivHI peakuii” BiANOBIAHO A0
mMaTepianis peecTpaLiiHoro gochLe.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuji
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i

CTpOoKamu, 3a3Ha4yeHUMN Y NepiognyHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.

25.

NMPOrPA®®

kancynu Teepai no 5 mr;
no 10 kancyn y 6nictepi;
no 5 6nicTepis B
aloMiHiEBOMY nakeTi; no 1
nakeTy B KAPTOHHIi
Kopobui

AcTtennac
dapma
tOpon b.B.

HigepnaH
an

Actennac IpnaHg Ko.
nig

IpnaHgis

MepepeecTpauis Ha HeOOMeXeHU
TEPMiH.

OHOB/EHO iHGhopMaLito B IHCTPYKUIT An1s
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(peparyBaHHs TeKCTy 6€e3 3MiHU Koy
ATX), "B3aemogis 3 iHLUMMM NiKapCbKUMU
3acob6amu Ta iHWi BUAy B3aEMOgIi",
"Oco61BoCTi 3acTocyBaHHA", "Cnocib
3acTOCyBaHHSA Ta 403" (pegaryBaHHs
TekcTy), "MobiuHi peakwyii” BignoBigHO A0
Marepianis peecTpauiiHoro AOCbE.
MepiognyHiCTb NOAAHHA PeErynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YEHNMU Y NePiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/4994/02/03

26.

MPOrPA®®

Kancynu teepai no 0,5 wr;
no 10 kancyn y 6nictepi;
no 5 6nicTepis B
aIoMiHIEBOMY nakeTi; no 1
nakeTy B KapTOHHii
Kopobui

AcTtennac
Papma
tOpon B.B.

HigepnaH
an

Actennac IpnaHg Ko.
nrh

IpnaHgis

MepepeecTpavis Ha HeobMeXeHUI
TEPMiH.

OHOB/EHO iHdhopMaLito B IHCTPYKUIT Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(peparyBaHHs TekcTy 6€3 3MiHM Kogy
ATX), "B3aemogist 3 iHLUMMW NiKapCbKMu
3acobamu Ta iHLWi BUAY B3aEMogi",
"Ocob6nmBOCTI 3acTocyBaHHs", "Cnoci6
3aCTOCyBaHHA Ta A03n" (peaaryBaHHs
TekcTy), "MobiuHi peakwii” BignoBigHO A0
Marepianis peecTpauiiiHoro AOCbE.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BIiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340pOB’s

3a
peyenmom

He
nionsieae

UA/4994/02/01
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o
nocsio4eHHs

3acoby

Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YEHVMN Y NePiOfUYHOCTI
nofaHHsA perynspHuX 3BiTiB 3 6e3neku.

27.

POTOKAH

eKCTpaKT pigkvin no 55 mn
a6o 110 mn y chnakoHi; no
1 chnakoHy B nayu,i

AT

"Nly6Hnhap
"

Ykpaina

AT "Nly6Hnbapm"

Ykpaina

MepepeecTpayis Ha HeObMeXeHN
TEPMiH.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YEHVMU Y NePiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

6e3
peyenma

nidnsieae

UA/4607/01/01

28.

CONEAYM®
4N AITEN

racTpope3nCTeHTHI
kancysm M siki no 100 wr,
no 20 kancyn y 6nictepi;
no 1 6nicTepy B KAPTOHHIl
Kopobui; no 25 kancyn y
6nictepi; no 2 abo no 4
6nicTepy B KApPTOHHIN
Kopoobui

Kaccenna-
meq M'M6X &
Ko. KI

HimeyunH
a

HaHeCeHHs1 NoKpUTTS,
BTOPUHHE NaKyBaHHs,
KOHTPO/1b AKOCTI,
BWMYCK Cepil:
Knoctepdppay BepniH
'M6X, HimeuunHa;
NepBUHHE NakKyBaHHS:
ApTtecaH ®apma MmBX
& Ko. KI, HimeuuunHa;
BTOPUHHE NaKyBaHHS:
ApTtecaH ®apma M'mBX
& Ko. KI, HimeuuunHa;
BTOPUHHE NaKyBaHHS:
ApTtecaH ®apma M'mBX
& Ko. KI, HimeuuunHa;
BMPOGHULITBO Karncys
(6e3 nokpuTTA) in bulk:
KataneHT HimeyunHa
E6epbax MvbX,
HimeuuunHa,;
BMPOGHULITBO Karcy/
(6e3 nokputTA) in bulk:
C.K. Csicckanc
PymyHia C.P.J1.,
PymyHist

HimeyumnHa/
PyMmyHis

nepepeecTpavisi Ha HEOOMEXEHUI TepPMiH
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuLii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0pPOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHUMU Y NepiogNYHOCTI
nofaHHA perynsapHuxX 3BiTiB 3 6e3neku.

6e3
peyenma

He
nionsieae

UA/15105/01/02
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asiBHUK Kpaina

3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

3a

yBaHHs

He

peecmpayiliHo2o
nocsio4eHHs
UA/15067/01/01

29,

3acoby
TIBOPE/Ib

ynakoska)
pO34nH A4N14 iHgysili; no
100 mn y naawuj; no 1
nAAWL B nayui

TOB "tOpis- YkpaiHa

Papm”

TOB "tOpis-®apm”

YkpaiHa

CLUA/

MepepeecTpavis Ha HeobMeXeHui
TEPMIH.
OHoBeHO iHhopMaLiiio Y po3ginax
IHCTPYKLT 4519 MeANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby "MokasaHHs",
"MpoTunoka3saHHsa", "B3aemogis 3 iHLMMK
nikapcbkMmn 3acobamu Ta iHWi B1uam
B3aemogiit”, "Ocob6mMBOCTi 3acTocyBaHHs",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJIEHOT iHdhopMaLiii Woao 6e3nekn
3acToCcyBaHHSA Ajtlo4nx pevyoBrH. OHOBEHO
iHbopMmaLito y po3ginax KopoTkol
XapakTepucTVKM NikapCbKoro 3acoby
"TepaneBTWUYHI NOKa3aHHA",
"MpoTunokasaHHa", "OcobnuBi
3acTepexeHHs Ta 3anobixHi 3axoau npu
3acTocyBaHHI", "B3aemMogis 3 iHWMMK
nikapcbknMmn 3acobamu Ta iHWi BUAm
B3aemogiin, "OcobmMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui™ BignosigHO A0
OHOB/IEHOI IHdhopMaLii Woao 6e3neku
3aCTOCYBaHHSA [jil0UMX PEYOBUH.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepmaKeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YEHVMN Y NePiOfUYHOCTI
nofaHHsA perynspHuX 3BiTiB 3 6e3neku.
MepepeecTpayis Ha HeOObMeXeHU

peyenmom

3a

nionsieae

He
nionsieae

UA/4144/01/02

30.

TOMNAMAKC®

Kancynu no 25 mr; no 28
Kancyn y chnakoHi; no 1
(h/1aKoHyY B KapTOHHIl
nauuj

TOB
"[DKOHCOH i
J>KOHCOH
Ykpaina"

YkpaiHa

Brpo6HMUTBO

Hepo3dacoBaHoro

NpoAYKTY:

AHcceH OprTo J1C,

CLA;
MNepBuHHa Ta

BTOPVHHA YNaKoBKa,
[l03BiN Ha BUMYyCK

cepi:

AHccen-Cinar C.n.A.,

ITanis

ITanis

TEepMiH.
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ginax
"®apmakoTepaneBTnyHa rpyna”
(peparyBaHHs 6e3 (haKTUYHOI 3MiHN Koy
ATX), "B3aemMogisi 3 iHLUMMU NiKapCbKUMK
3aco6amMu Ta iHLWi BUAM B3aeMoSiid",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog BaritTHocTi abo

peyermom

roflysaHHs rpyaaro”, "Mo6ivHi peaxuii”

BiAANOBIAHO A0 Marepianis peecTpauiiHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
[OCbE.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3neKu,

BiANOBIAHO A0 MNopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepaKeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHW Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YeHNMN Y NePiogUYHOCTI
nofaHHsA perynspHuxX 3BiTiB 3 6e3neku.

n/n

31. TOMAMAKC® kancynv no 50 mr; no 28 TOB YkpaiHa Brpo6HMUTBO CLiA/ MepepeecTpavis Ha HeobMeXeHui 3a He UA/4144/01/03
Kancyn y cpnakoHi; no 1 "[IXOHCOH | Hepo3ghacoBaHOro ITania TEPMIH. peuyenmom | nidssi2ae
h1akoHy B KapTOHHIi JXoHCoH NPOAYKTY: OHOBEHO iHGhopMaLito B IHCTPYKUIT Ans
nauuj YkpaiHa" Anccen Oprto N11C, MeJMNYHOro 3aCTOCyBaHHS NiKapCbKOoro
CLUA; 3acoby y posginax

MNepBuHHa Ta "PapmakoTepaneBTnyHa rpyna”
BTOPUHHA YNaKoBKa, (peparyBaHHs 6e3 hakTUYHOT 3MiHU Koay
[,03BiN Ha BMNYCK ATX), "B3aemogist 3 iHLUMMW NiKapCbKMu

cepii: 3acob6amu Ta iHLWi BUAY B3aEMOLIIA",

AHccen-Cinar C.n.A., "Oco6MBOCTI 3aCTOCYBaHHSA",
ITania "3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "MobiunHi peaxuii”
BiAMOBIAHO A0 MaTepianiB peecTpauiiHoro

[OCbE.
MepiognyHICTb NOAAHHSA PErynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,

BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NePiOSUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

MepepeecTpauis Ha HEobMeXeHU 6e3 nionsieae UA/11751/01/01

Ma3b 12%, no 50 r abo no | Oepmachapm | HimeuunH Mmi6e Mv6X HimeuunHa
100 r y Ty6i; no 1 Ty6i B Al a ApuHaiimitTTens TEepMiH. peyenma
KapTOHHIA Kopoo6Li OHOBNEHO iHhopmaL,ilo y po3ainax
"®apmakonoriyHi BnactneocTi" (yTOYHEHHS
iHdbopmauii), "MpoTunokasaHHs",

32. YPEOTOMN®
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaaro” (yTouHeHHs
iHchopmawii), "3aaTHicTb BMBATH HA
LWIBUAKICTb peakuii npy kepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWKMK
MexaHismamu', "To6iuHi peakwyji"
IHCTPYKLUi A8 MeAUYHOro 3aCTOCyBaHHA
nikapcbkoro 3acoby BiANoBiAHO A0
OHOBJIEHOT iHdhopMaLiii Woao 6e3nekn
3acToCyBaHHA fil040l PeYOBUHN.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTuLiT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
nofaHHsA perynsipHux 3BiTiB 3 6e3neku.

33.

YPOO®YPATIH

Tabnetku, no 50 mr; no 30
TabneTtok y 6nictepi; no 1
6nicTepy B KapTOHHiIl
Kopobui

AT "Apamep,
Papma”

MonbLua

AT "Apameg ®apma”

MonbLa

MepepeecTpaLisi Ha HEOOMEXEHMIA TEPMIH
OHOBEHO iHGhopMaLito B IHCTPYKUIT Ans
MeANYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(peparyBaHHs TekcTy 6e3 3MiHW kogy
ATX), "OcobnmnBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog BariTHOCTi abo
rogyBaHHS rpyaar” (YTOUHEHHS
iHdhopmadii), "Mo6iyHi peakuii" BiANOBIAHO
[0 maTepianis peecTpauiiHoro fOCbeE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuji
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOoKamu, 3a3Ha4eHUMU Y NepiogNYHOCTI

6e3
peuyenma

nionsieae

UA/15368/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

NoAaHHs PerynsipH1X 3BiTiB 3 6e3neku.

34.

LEEPAKCOH®

PO34uMH A4Ns iH'exuii 500
Mmr/4 mn, no 4 mn B
amnynax; no 5 a6o no 10
amnyn y KapTOHHIl
Kopobui

deppep
IHTepHaujoH
anb, C.A.

IcnaHis

deppep
IHTepHauioHasb, C.A.

IcnaHis

MepepeecTpayis Ha HeOObMeXeHU
TEepMiH.

OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby B po3ginax "Cnocib 3acTocyBaHHS
Ta fo3u" (pefaryBaHHs TEKCTY),
"Mepeno3yBaHHA", "M06IYHI peakui™
BiAMOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.

MepiognyHIiCTb NOAAHHSA PeErynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NePiOSUYHOCTI
noAaHHs perynsipHux 3BiTiB 3 6e3neku.

3a
peyermom

He
nionsieae

UA/4464/01/01

35.

LLEPAKCOH®

po34nH Ans iH'ekuiii 1000
Mmr/4 mn, no 4 Mn B
amnynax; no 5 a6o no 10
amnysn y KapTOHHii
Kopobui

®eppep
IHTEepHavjoH
anb, C.A.

IcnaHis

®eppep
IHTepHauioHanb, C.A.

Icnanis

MepepeecTpauis Ha HEo6MeXeHUI
TepMiH.

OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeJMNYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax "Cnocibé 3acTocyBaHHsi
Ta 031" (pefaryBaHHs TEKCTY),
"Mepepo3yBaHHA", "T06GIYHI peakui™
BiANOBIAHO A0 MaTepianis peecTpauiiHoro
[OCbE.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/4464/01/02
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FeHepanbHUN gUpPeEKTOp
AupekToparty hapmaueBTUYHOro 3a6e3neyeHHs OnekcaHgp KOMAPIOA



NMEPENIK

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif, 23 6epe3Ha 2021 p. Ne 548

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIONYHUX MPEMAPATIB), LLLOAO AKUX BY/TN BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGH BionycKy peecmpayjiliHo2o
3acoby yrnakoska) uka nocBi0O4Y€eHHs1
1. 3-AIHIP kancynu no 300 mr; TOB Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/17823/01/01
no 10 kancyny "APTEPIYM "Kuismegnpenapar" 3MiHuM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peyenmom
6nictepi, mo 1 nTar (makyBaHHs 3 in bulk y TEpMiHaxX NpUAaTHOCTI ab0 yMOBax 36epiraHHs rOTOBOr0
6nicTepy y nauui hipMu-BMPOGHMKa nikapcbKoro 3acoby (36inbLUeHHst TepMiHy NpuAaTHOCTI FOTOBOro
dapmaBixH CaHai nikapcbkoro 3acoby) - 15 Toprosoi ynakoBku (NiATBEPAKYETLCSA
Be TikapeT A.C., OaHUMN peasibHOro Yacy) - 36i/bLUEHHSI TEPMiHY NPUAATHOCTI
TypeuunHa) roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHKX Pe3y/bTaTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTabiNbLHOCTI y peasibHOMY Yaci:
3arBeppkeHo: TepMiH NPUAATHOCTI 2 POKK 3 AaTV BUTOTOBJIEHHS
in bulk. 3anponoHoBaHo: TepMiH NpUAaTHOCTI 3 POKK 3 gatun
BUroTOBNEHHS in bulk. 3MiHW BHECEHI B iHCTPYKLit0 ANs
MeAMYHOro 3acTocyBaHHsA J13 y p. "TepmiH npugartHocTi”.
BBefeHHS 3MiH NpOoTAroM 6-Tn MicALiB NicAs 3aTBEPAKEHHS.
2. 3-AIHIP kancynu no 300 mr; TOB Ykpaina PapmaBixH CaHai Typeyun BHECEHHS 3MiH 10 peECTpaLiiiH1x maTepianis: 3miHu | Tuny - - UA/17824/01/01
in bulk: no 10 "APTEPIYM Be TikapeT A.C. Ha 3MiHu 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
Kancyn y énictepi, nTao" y TEpMiHax NpuaaTHOCTI a6o yMoBax 36epiraHHs roToBoro
no 2 6nictepu B nikapcbKoro 3acoby (36iNbLUeHHS TepMiHY NPUAATHOCTI FOTOBOro
kopo6ui, no 100 nikapcbkoro 3acoby) - 15 Toprosoi ynakoBky (MigTBEpAKYETHCA
KOPO6OK B rpymnoBii OaHUMU peasibHOro Yacy) - 36i/bLUeHHS TEPMiHY NPUAATHOCTI
ynakosLi rOTOBOrO /liKapCbKOro 3acoby Ha OCHOBI MO3UTVBHUX Pe3y/bTaTiB
[O0BroCTPOKOBMX AOC/iIKEHb CTabiNbHOCTI y peasibHOMY 4aci:
3arBepmkeHo: TepMiH NpUMAATHOCTI 2 PoKK. 3anponoHOBaHo:
TepmiH npuaaTHocTi 3 poku. BBeAeHHS 3MiH NPOTArom 6-Tn
MiCALIB Nic/1A 3aTBEPAKEHHS.
3. ABIKCA TabneTtku, BKPUTI NyHp6ek [JaHis X. NyHpbek A/IC [aHis BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: BUNpaBieHO 3a UA/4760/01/01
nNiBKOBOIO Ekcnopt A/C TeXHiYHYy NOMWU/IKY B TEKCTIi MapKyBaHHS BTOPUHHOI ynakoBkn J13; peyenmom
060/10HKOH0, Mo 10 3ATBEP)KEHO: 14. KATEIOPIA BIAMNYCKY 3a peuentom
Mr o 14 TabneTok y nikaps Prescription is obligatory 3AMPOMOHOBAHO: 14.
6nicTepi; no 2 KATEIOPIA BIAMYCKY 3a peuentom nikaps 3a3HaveHe
6nictepu y BMMpaB/IeHHS BiAMoOBifae apxiBHMM MaTepiaiam peecTpaviliHoro
KapTOHHIlA KOpooLi [ocbe
ABACTUH® KOHLEHTpaT Ans ®.XocpdpmaH | Lseiiuapi JKeHeHTeK IHK., CLUA/ BHECEHHS 3MiH [10 peecTpaviiHiX maTtepianis: 3miHu | Tuny - 3a UA/16665/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

pO34nHy Ans
iHcpysiiA, 100 mr/4
ms1; o 4 mn (100 mr)
abo 16 mn (400 mr)
y thnakoHi; no 1
chnakoHy B
KapTOHHI Kopoo6Li

H-N1a Poww
nrg

CLUA (BrpO6HMLTBO
Hepo3acoBaHol
nNpoAykKLjii, nepsuHHe
nakyBaHHs); PoLu
[OiarHocTuke M'm6X,
Himeuunna
(B1poO6HMLTBO
Hepo3acoBaHol
nNpoAykKLjii, nepsuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJII0 AKOCTI Ta
BUMNYCK cepil);
®.XohpmaHH-/15
Pow NlTa,
LBeliuapis
(BnpobyBaHHsA
KOHTPO/O AKOCTI
(kpim BMNpPOBYBaHHA
ineHTndikauit
6eBauusymacy));
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis
(BpO6HULTBO
Hepo3dacoBaHoil
NPoAYyKLUiT, NepBUHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIIO AKOCTi Ta
BUNyCK cepii)

Himeuun
Ha/
LBeiiua
pist

3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy -
OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
BHECEHHAM iHthopmav,ii LWOAO 3a3HaYeHHA OAUHULIb
BMMIiplOBaHHSA y cuctemi Sl. BBegeHHs 3MiH npoTsirom 6-Tu
MicAILiB Nicns 3aTBepPIKEHHS

peyerimom

AZEHI3-TPIO
(MOBTOPHU
Vi PO3rNAA)

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0 160
mr/10 mr/12,5 mr; no
10 TabneTok y
6nictepi, no 3
6nictepn y nauui 3
kapToHy a6o no 30
Tabnetok y 6aHLi,
no 1 6aHuj y nauui 3
KapToHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHUX Npo cucTemy
chapmakoHarnsgy (BBeEeHHs y3araslbHeHUX JaHuX Npo cUcTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0co6w, BiANOBiAa/IbHOI
3a 3iiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsagy 3asBHuka 415 34iiicHeHHs hapmakoHarnsagy B
YkpaiHi, SIKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0co6wu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLLEeHHI macTep-daiina
cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBigasibHOT 3a hapMakoHarnsg.

[itoya pepakuis: CteweHko Onbra CepriisHa. [ponoHoBaHa

3a
peyernmom

UA/18176/01/02
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pOo3uuHy Ansi

BUNPOGYBAHHS A/ BU3HAYEHHSI BMIiCTY renapuHy; 3MiHu | tuny -

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
pepakuis: XXypba Jlinis BonogumuvpiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0CO6M 3asiBHMKA, BifNoBifanbHOT 3a
hapmakoHarnsag
6. AEKON PO34UH ONiliHWIA MO MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/1603/01/01
50 mn a6o 100 mny "TexHonor" 3MiHU Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy - peuenma
thnakoHi; no 1 OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY /likapCbKoro 3acoby 3
chnakoHy B naui 3 BHECEHHSAM iHhopmaL,ii LWoA0 3a3HaYeHHS OAUHULB
KapToHy BMMIpIOBaHHA y cucteMi Sl. TepMiH BBEAEHHS 3MiH NpoTAroM 6
MiCALIB MiCNA 3aTBEPL)KEHHS
7. A3NTPO NopoLLIOK AN CaHpo3 CnoseHisa C.K. CaHgo3 C.P.J1. PymyHis BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/4764/02/01
CAHAO3® Opa/IbHOT CyCneHsil, dapmacbHoTi 3MiHU 3 SIKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHW Y BUPOOHULITBI. peuyenmom
100 mr/5 mnno 17,1 Kan3 4.4a. 3MiHM y npoueci BUpOOHULTBA FOTOBOIO NiKapCbKoro 3acooby,
r nopowky ans 20 BK/THOHAI0UM NPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
MJ1 OpasibHOI BMPOBHULTBI FOTOBOrO NikapCbKoro 3acoby (He3HayHa 3miHa y
cycneHsii y dpfiakoHi; npoLeci BUPOGHULITBA BOAHOI CycneHsil 4na nepopasibHoro
no 1 donakoHy y 3aCTOCYBaHHS) - BHECEHHA HE3HAYHUX 3MiH y npoLec
KOMNeKTi 3 BMPOBHULTBA FOTOBOrO NiKapCbKoro 3acoby, 3okpema:
ajanTepom Ta A0faBaHHA eTany nepemiwyBaHHsA nepes iHasibHUM eTanom
LUMPULIOM AN5i NPOCitOBaHHSA. Y cxeMi BUPOOHNYOro NpoLecy 3a3Hauutu
[103yBaHHA Yy KOPEKTHWI TN 3MillyBaya, Lo akTMYHO BUKOPUCTOBYETLCA Y
KapTOHHI KOpoOLyi BMpo6HUUTBI "bin blender" 3amicTb "double cone blender"
8. A3NTPO NnopoLUoK AN CaHpo3 CnoseHis C.K. CaHgo3 C.P.J1. PymyHis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/4764/02/02
CAHAO3® OpasIbHOT CycneHsil, dapmacbHoTi 3MiHU 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHW Y BUPOOHULITBI. peyenmom
200 mr/5 mnno 17,1 Kaui3 A4.4. 3MiHM y npoueci BUpOOHULITBA FOTOBOIO NiKapCbKOro 3acooby,
r nopowky ans 20 BK/THOHAI0UM NPOMIXKHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
M1 Opa/1bHOI BMPOGHULITBI FOTOBOrO MiKAPCLKOro 3acoby (He3HayHa 3MiHa y
cycneHsii y dofiakoHi; npoueci BUPOGHULITBA BOAHOI CycneHsil A4ns nepopasibHoro
no 1 donakoHy y 3aCTOCYBaHHS) - BHECEHHA HE3HAYHUX 3MiH y npoLec
KOMMNEKTi 3 BMPOGHULITBA rOTOBOTO NiKAPCLKOro 3acoby, 3okpema:
aflanTepom Ta [ofaBaHHA eTany nepemillyBaHHs nepeg, iHasibHUM eTanom
LUMPULIOM ANt NPOCitOBaHHSA. Y cxeMi BUPOOHNYOro NpoLecy 3a3Hauutu
[03yBaHHA y KOPEKTHWI TVN 3MillyBaya, Lo hakTUYHO BUKOPUCTOBYETLCA Y
KapTOHHI KOpoo6L; BMpo6HULTBI "bin blender" 3amicTb "double cone blender"
no 24,8 r nopoLLKy
nnsa 30 M opasibHoi
cycneHsii y dofiakoHi;
no 1 cpnakony y
KOMMNEKTi 3
aflanTepom Ta
LUMPULIOM ANt
[03yBaHHA y
KapPTOHHI KOpooOLii
9. AIMA®IKC NMOpPOLLOK Ta KenpioH ITanis, KEAPIOH C.M.A. ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/17426/01/01
PO3YMHHWK AN C.n.A. [0faBaHHA HaMiBaBTOMaTUYHOrO aHaliTMYHOrO MeToay peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
iHcpysiiA, 500 MO/10 noAaHHs OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkiii
M/, cpriakoH Ne 1 3 hapmakonei Big, yxxe 3atsepaxeHoro BupobHvka (OPOCRIN
nopotukom no 500 S.p.A.) ANa AONOMDKHOI PEYOBUHM renapuHy HaTpito.
MO y komnnexTi 3 3anponoHoBaHo: CEP Ne R1-CEP-2002-006-Rev 08; 3MiHu |
pO34MHHMKOM (BOAA TUNY - BBEAEHHSA A0AATKOBOI BUPOOHNYOT finbHUL
Ans iH ekujin) no 10 Bi4NOBiAa/IbHOT 32 BTOPMHHE NakKyBaHHsSi FOTOBOTO J1iKapCbKOro
My conakoHi Ne 1 3acoby. 3anponoHoBaHo: PAPMA NMAPTHEPC C.P.N./
Ta Habopom Ans PHARMA PARTNERS S.R.L. BIA E. CTPOBIHO, 55/57 59100 —
PO3YMHEHHS | MPATO (MO), ITania / VIA E. STROBINO, 55/57 59100 —
BBEAEHHS Y PRATO (PO), Italy; 3miHu | TURYy - BUIY4YeHHS BUPOGHMYOT
KapTOHHilA KopooLi ninbHuui KEAPIOH C.M.A., BIA MPOBIHCIANE (nok.
BONOIMHAHA) — 55027 TAJINIKAHO (1Y), ITANIA / KEDRION
S.P.A., VIA PROVIJCIALE (loc. BOLOGNANA) — 55027
GALLICANO (LU), ITALY sk BignosifanbHOI 38 BTOPUHHE
nakyBaHHS rOTOBOr0 /likapCbKOro 3acoby; 3miHu | Tuny -
BBE/JIEHHS 404AaTKOBOI BUPOOHMNYOI AiNbHMLI BignoBiganbHOT 3a
BTOPVHHE NakyBaHHSA roTOBOrO JlikapCbKOro 3acoby.
3anponoHoBaHo: KEAPIOH C.M.A. / KEDRION S.P.A. C.C.7 BIC
KM. 19,5 — 80029 CAHT'AHTIMO (HA), ITANIA / S.S.7 BIS KM.
19,5 — 80029 SANT'ANTIMO (NA), ITALY; 3miHu | Tvny -
nofilaHHs OHOBJ/IEHOrO cepTudikaTa BignoBiAHOCTI EBpONeChKiii
chapmakonei Big, yxe 3aTBepmkeHoro BupobHuka (OPOCRIN
S.p.A.) ANS [OMNOMDKHOI PEHOBUHM renapuHy HaTpito.
3anponoHosaHo: CEP Ne R1-CEP-2002-006-Rev 07
10. AIMA®IKC MOPOLLIOK Ta KegnpioH ITanisa KEAPIOH C.M.A. ITanisa BHECEHHS 3MiH 10 peecTpavyjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/17426/01/02
PO3YMHHWK ANA C.n.A. [0AaBaHHA HaniBaBTOMATUYHOIO aHa/liTM4HOro MeToay peyenmom
pO34unHy Ans BUNPOGYBaHHA 151 BU3HAYEHHSI BMICTY renapuHy; 3miHu | tuny -
iHcpysiiA, 1000 noAaHHs OHOBJIEHOT0 cepTudikaTa BifnoBigHOCTI EBponeichkiii

MO/10 mn, donakoH
Ne 1 3 nopoLukom no
1000 MO y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iH ekuin) no 10
MY pnakoHi Ne 1
Ta Habopom Ans
PO3YMHEHHS i
BBEJEHHA Y
KapTOHHI Kopoobui

hapmakonei Big, yxxe 3aTBepaxeHoro BupobHrka (OPOCRIN
S.p.A.) ANna AONOMDKHOT PEYOBUHW renapuHy HaTpito.
3anponoHoBaHo: CEP Ne R1-CEP-2002-006-Rev 08; 3MiHu |
TUNYy - BBEAEHHA A0AATKOBOI BUPOOHUYOI AiNbHULI
BiANOBIAa/IbHOI 3@ BTOPUHHE NaKyBaHHS roTOBOrO MiKapCbKoro
3acoby. 3anponoHoBaHo: PAPMA NMAPTHEPC C.P.J1./
PHARMA PARTNERS S.R.L. BIA E. CTPOBIHO, 55/57 59100 —
MPATO (MO), ITania / VIA E. STROBINO, 55/57 59100 —
PRATO (PO), Italy; 3miHu | TUnYy - BUIy4YeHHS BUPOGHMYOT
ainbHnui KEAPIOH C.M.A., BIA MPOBIHCIANE (nok.
BONOIMHAHA) — 55027 TAJINIKAHO (1Y), ITANIA / KEDRION
S.P.A., VIA PROVIJCIALE (loc. BOLOGNANA) — 55027
GALLICANO (LU), ITALY sk BignoBifanbHOI 38 BTOPUHHE
nakyBaHHS rOTOBOrO /ikapCbKOro 3acoby; 3miHum | Tuny -
BBE/JEHHS 40AAaTKOBOI BUPOOHNYOI AiNbHWLI BignoBiganbHOT 3a
BTOPVHHE NakKyBaHHSA rOTOBOrO JliKkapCbKOro 3acoby.
3anponoHosaHo: KEAPIOH C.MN.A. / KEDRION S.P.A. C.C.7 BIC
KM. 19,5 — 80029 CAHT'AHTIMO (HA), ITAIIA / S.S.7 BIS KM.
19,5 — 80029 SANT'ANTIMO (NA), ITALY; 3MiHu | Tuny -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
noAaHHs OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkiii
hapmakonei Big, yxxe 3atsepaxeHoro BupobHvka (OPOCRIN
S.p.A.) ANa AONOMDKHOI PEYOBUHM renapuHy HaTpito.
3anponoHosaHo: CEP Ne R1-CEP-2002-006-Rev 07
11. AKBABIT-43 PO34MH OpasibHUIA MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/13453/01/01
375 mkr/mn (15000 "TexHonor" 3MiHM WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnsgy - peyenmom
MO/mn) no 10 mny OHOBJIEHHA TEKCTY MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby 3
donakoHi, no 1 BHECEHHSAM iHGhopMaLil LLOA0 3a3HAYEHHS OAVNHULL
hnakoHy 3 BMMIiptOBaHHA y cuctemi Sl. TepmiH BBEL,EHHS 3MiH NPOTAroMm 6
npo6koto- MiCALIB MiCNA 3aTBEPKEHHS
KpanenbHULE y
nadui 3 KApTOHY
12. AKTPANIA® PO34UH A1 iH'EKLLN, A/T Hoso JIEGTE] BMPOGHUK Lanisa/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/12611/01/01
HM NEH®II® | 100 MO/Mn; no 3 mn Hopgaick Hepo3ghacoBaHOro ®paHuia | 3MiHK 3 AkocTi. A®I. MpoeKTHUIA NPOCTIp Ta NicnspeecTpavinHunii peuyenmom
y kapTpuaxi; no 5 NPOAYKTY, / NPOTOKO/ YNpas/liHHA 3MiHaMU. BNpoBagkeHHs 3MiH, Lo
KapTpuoxis y HanoBHEHHS B Bpasuni nepeab6adyeHi y 3aTBepAXeHOMY NPOTOKOi yNpaBAiHHA 3MiHaMK
KapTOHHIlA KopooLi MeHin®, nepBuHHa A (BNpoBaKEHHA 3MiHU A5 6i0N0riYHOro/iMyHO0rN4YHOro
ynaKoBKa, KOHTPO/1b NikapcbKoro 3acoby) - OHOBIEHHS NPOLIECY OUULLLEHHS aKTUBOI
AKOCTI Ta cybcTaHUii /TIACLKOro iHCyiHy (eTan 6-13) 3 METOK CNPOLLEHHS
BiNOBigaNbHWIA 3a npoLecy Ta 3MeHLUEHHS BTPYYaHHS /TI0ACHKOT0 YAHHMKA
BWMNYCK Cepiii
KIHLLeBOro NpoayKTy:
A/T Hoso Hopgick,
[aHis; BUpo6HUK
NpoAYyKLUiT 3a MOBHUM
uuknom: Hoso
Hopgaick
MpopatokcboH CAC,
$paHLis; BUPOOHMK
ONs MapKyBaHHS Ta
ynakoBku MeHpin®,
BTOPWHHOTO
nakyBaHHs: A/IT
Hoso Hopgick,
[aHis; BUpo6HMK
Hepo3gacoBaHol
NPOAYKLUiT, NepBUHHa
Ta BTOPMHHA
ynakoska: Hoso
Hopgaick MNpoaykao
dapmaceyTika [0
Bpasinb N1Tga.,
Bpasunisa
13. AMIHOCTEP PO34nH ANs iHdys3ild; PpeseHiyc HimeuunH ®peseHiyc Kabi ABCTpist BHECEHHS 3MiH 10 peeCTpaLiiiH1x MaTepianis: 3MiHW | TNy - 3a UA/0948/01/01
NN H-TENA no 500 mny Kabi a ABCTpi TM6X 3MiHM 3 AKOCTI. [0TOBWIA NlikapCbKuMii 3aci6. Cuctema peuyenmom
dnakoHi; no 10 [oiunang KOHTeliHep/3aKynoptoBasbHKiA 3aci6. 3MiHa nocTadasibHrKa
h/1aKoHIB y 6X nakyBa/IbHUX MaTepianis ab0 KOMMIEKTYHOUMX (SKLWO 3a3Ha4YeHOo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KapTOHHI KopoobLi B [JOCbE) (3amiHa abo gofaBaHHs NocTavyasibHUKa) - 3MiHa Ha3ByY
BMPOGHMKa r'yMoBOi 6pombyTnioBoi Npobku 3 Stelmi Ha Aptar
Stelmi SAS, BignoBIAHO foAa€ETLCS iH(OPMALiA B peecTpaLliiiHi
marepianv focbe (CaMa Npobka He 3a3Hana 3MiH, agpeca
BMPOGHMLITBA HE 3MiHUIaCh)
14. AMIOAAPOH KpucTaniyHmi TosapucTBO Ykpaina ONOH C.MN.A. ITanis BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3miHu | Tuny - - UA/15023/01/01
Yy NMOpPOLLOK 3 nofaHHa oHosrieHoro CEP R1-CEP 2003-072-Rev 04
FAPOXNOPU | (cybeTaHuis) y 06MEXEHO (nonepegHs Bepcis R1-CEP 2003-072-Rev 03) a5 cy6cTaHuil
A nakeTax noABiHMX BignoBiganb AMiofapoHy rigpoxnopug, Bif BXe 3aTBEPAKEHOr0 BUPOGHMKA
nonieTuIeHoBmX HiCTIO OLON S.P.A,, ltaly, Ta, SiK HacnigoK, BUIy4YeHHs 3i cneuudikauii
ons "®apmauesT A®I nokasHuka “Baxki meTasin”
thapmaueBTUYHOro N4yHa
3aCTOCYyBaHHS KOMnaHis
"3p0pos'a”
15. AMNOAUNIH- | TabneTkn, no 5 wr; TOB "TeBa YkpaiHa AT YropLum BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/16717/01/01
TEBA no 10 Tabnetok y YkpaiHa" dapmaLeBTUYHMI Ha 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/IE-cepTudikar peyenmom
6nictepi; no 3 3aBog TEBA BiANoBiaHOCTI EBponeiickbkili hapmakonei/MmoHorpadii. MoaaHHs
6nictepn y HOBOro a0 OHOB/IEHOro cepTucpikata BiANOBIAHOCTI ab60
KapTOHHIA KopoobLi BUyYEHHS cepTudikaTa BignoBigHOCTI EBponeichbkiii
thapmakonei: ana A®l; ans BUxigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPMCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBpONEchkili
hapmakonei) - OHOBAEHUIA cepTudikaT Bif, y)Xe 3aTBepAKeHOro
BMPOGHUKA -
NoJiaHHS OHOBJIEHOTO cepTUdiKaTy BiANOBIAHOCTI €BPONEChKili
thapmakonei R1-CEP 2007-280-Rev 06 gns A®| amnoguniny
6ecunary Bif Bxe 3aTBepaxeHoro BupobHuka CADILA
HEALTHCARE LIMITED
16. AMNOAUNIH- | TabneTkn, no 10 wmr; TOB "TeBa Ykpaina AT Yropwm BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/16717/01/02
TEBA no 10 Tabnetok y YkpaiHa" dapmaLeBTUYHNIA Ha 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/I E-cepTudikar peyernmom
6nicTepi; no 3 3aBof, TEBA BiZiNOBIAHOCTI €Bponelicbkiit hapmakonei/MoHorpadii. MogaHHA

6nictepn y
KapTOHHIlA KopooLi

HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI a60
BU/yYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakoneli: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/MpoMKHOIo NPOAYyKTY, WO
BMKOPMCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBAEHUIA cepTudikaT Big, y>Ke 3aTBepAKeHoro
BMPOGHUKA -
nofaHHs OHOBMEHOTO cepTudikaTy BiANOBIAHOCTI EBpoNeichbkiii
papmakonei R1-CEP 2007-280-Rev 06 ans A®l amnoguniny
6ecunary Bif Bxe 3aTBepaxeHoro BupobHuka CADILA
HEALTHCARE LIMITED
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
17. AHTUNDNTY® TabneTku, BKpUTI TOB YkpaiHa KoHTpakT ®apmakan CLUA BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/4910/01/01
nNiBKOBOIO "BANEP" KopnopeiiweH, CLUA npuBefeHHs cneuudikaii Ailo4oi pe4oBUHM XNopdeHamiHy peuenma
060/10HKO0, N0 12 (BMPOGHMLTBO in Masiear y BifnoBifHICTb [0 OHOBNEeHOT MoHorpadii USP; 3minu |
Tabnetok y 6nictepi, bulk); KoHTpakT TUMy - BUNyYeHHs BUpobHuYoi ginbHui Certified Labs Inc.
no 1 6nictepy B Papmakan (control site (Microbial testing)) 3 po3giny 3.2.P.3.1. BUpobHuku;
KapTOHHIli KopooLi KopnopeiiweH, CLUA 3MiHK | TUNY - NepeHeceHHs Big6opy CyMilli 3 eTany
(nepeuHHa Ta BUPOGHNYOr0o NPOLeCy «A0 OCTATOYHOTO BUBAHTAKEHHS CYMiLlli 3
BTOPVHHA 6neHgepa» A0 eTany «nicns OCTATOYHOro CKUAaHHA CyMmiLli B
ynakoBka); KoHTpakT 6apabaHun». Takum YMHOM, 3pasku CyMiLli 415 NoJanbLLIOro
dapmakan KOHTpOo 6yayTb OTpuMyBaTtucs 3 6apabaHy, a He i3 6rneHgepa
KopnopeiiwH, CLUA 6e3nocepesHbO
(KOHTpOSIb SKOCTI,
[03BiN Ha BANYCK
cepin)
18. APIroCynb® | kpewm, 20 mr/r, no 15 TOB "bayw Ykpaina ®apmsasog €nbha | Monba BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/1031/01/01
AH® r abo 40 r y Ty6i; no Xenc" AT. 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenma
1 Ty6i B KAPTOHHiIlA BBeneHHs1 abo 3MiHU A0 y3araslbHEHUX AaHWX NPo cucTemy
KOpO6L thapmakoHarnsgy (BBeAeHHs y3araslbHeHVX aHux npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
3a 3iiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnagy 3assHuka Ans 3aiicHeHHa dyapmakoHarnsgy B
YkpaiHi, SIKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0co6wu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLLEeHHI macTep-daiina
cmucTeMu hapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobum
3asBHVIKa, BignoBiga/ibHOT 3a hapMakoHarnsg.
MponoHoBaHa pegakuis: bapmiHa MaHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX [aHNX YMOBHOBaXKEHOT 0CO6M 3asBHMKA,
BignoBigasbHOI 3a hapmakoHarnsag. 3mMiHa Homepa macTtep-
thaiina cuctemmn thapmakoHarnsgy
19. APTU®DNEKC | kpem, no 20, no 40 ToBapucTBO Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/13306/01/01
raéono 100ry 3 06MEXEHO nofaHHsa oHoBneHoro Ceptudikata R1-CEP 2002-099-Rev 07 peuenma
Ty6i; no 1 Ty6i y obmexeHor BiANOBIAA/LHICTIO ana A®l 16ynpodheH Big, BXe 3aTBepAXKEHOro BUpOGHMKa, Lo
KOpOO6Lii 3 KApTOHY Bignosiganb "papmaLeBTUYHa 3MiHMB Ha3By 3 HUBEI GRANULES-BIOCAUSE
HiCTIO KoMnaHis "3gopos'a” PHARMACEUTICAL CO., ITD., China Ha HUBEI BIOCAUSE
"®apmavesT HEILEN PHARMACEUTICAL CO., ITD., China. Ak Hacnigok,
nyHa npveefeHHs cneuudikauii A®| 3a nokasH1kamy "3anLLKOBI
KOMNaHis KiNNbKOCTi OrpaHiyHnX po3vmHHMKIB" Ta "CynpoBigHi AOMILLKK" A0
"3po0pos'a” marepianis BupobHuka. (BignosigHo npeacrasneHoro CEP Ta

BMMOT gjtoyoi MoHorpadii EP). 3anponoHosaHo: R1-CEP 2002-
099-Rev 07; 3miHu | Tvny - BBEAEHHS HOBOTO BUPOOHUKa AdI
I6ynpocgoeH BASF Corporation, United States 3 nogaHHAM
HoBoro Ceptudiikata R1-CEP 2000-087-Rev 03. Ak Hacnifok,
npuBefeHHs cneuudikauii APl 3a nokasHvkamy "3annLLKOBI
KifIbKOCTi OrpaHiYHnX po3unHHKKIB", "CynpoBigHi AOMiLKM" Ta
"Nomiwka F* no matepianis BUpo6Huka. (BignosigHo
npeactasneHoro CEP Ta Bumor aito4oi moHorpadii EP)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
20. APTU®PNEKC | kancynu no 10 ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/12774/01/01
YNbTPA Kancyn y énictepi; 3 06MexeHo 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa peuenma
no 6 a6o 12 obmexeHoro BiANOBIAA/LHICTIO Y KOPOTKi/i XapaKTepuCTUL /likapCbKoro 3acoby, TeKcTi
6nicTepiB y Kopobui Bignosigasib "®hapmaneBTuyHa MapKyBaHHs Ta IHCTPYKUIiT A/19 MEAMYHOrO 3aCTOCYBaHHSA Ha
3 KapTOHY HiCTIO KoMnaHis "3gopos'a” nigcTasi perynspHO OHOBJ/HOBAHOIO 3BiTY 3 6e3neKkun Nikapcbkoro
"®apmaueBT 3acoby, abo JocnigkeHb 3 6e3nekn 3aCTOCyBaHHS NikapcbKoro
N4yHa 3acoby B nicnapeecTpauiliHvin nepios, abo Sk pe3ynbTaT OLiHKK
KOMNaHis 3BiTY 3 fOCNifKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
"3popos'a” negiatpnyHmx gocnigxkersb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHoMm) - 3MiHW BHECEHi [j0
IHCTPYKLII 418 MeQUYHOro 3acTocyBaHHA NiKapcbKoro 3acoby y
po3ginu: "OcobnmBocTi 3acTocyBaHHsA", "Crnocib 3acTocyBaHHs
Ta gosun" (iHdopmauis Wwoao 6esneku) BiANOBIAHO 4O OHOBMEHOT
iHchopMmalii 3 6e3nekn AitoyoT peyoBUHU.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS
21. ATA30P kancysv no 150 wr; Emkyp IHAis Emkyp IHAjsA BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu | Tuny - 3a UA/16358/01/01
no 60 kancyny dapmacboTi dapmacbioTikanc 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom
KOHTelHepi; no 1 kanc JITg, nig, BBegeHHs1 abo 3MiHM A0 y3arasibHEHUX JaHWX NP0 cUcTemy
KOHTelHepy Yy dhapmakoHarnsgy (BBefleHHs y3ara/lbHeHUX JaHux npo cucremy
KapTOHHIiA ynakoBL,i thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 34ilicHeHHs hapmakoHariagy; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicHeHHA dpapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkuvaoym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Dr. Neha Vala. 3MiHa KOHTaKTHUX
[aHuX YyNoBHOBaXKEHOT 0CO6U 3as1BHYKA, BifnoBiganbHOI 3a
thapmakoHarnsg
22. ATA30P kancynu no 200 mr; Emkyp IHais Emkyp IHais BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/16358/01/02
no 60 kancyny dapmacbHoTi dapmacbioTikanc 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom
KOHTelHepi; no 1 kanc ITg, nig, BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX JaHWX NP0 cUCTeMy

KOHTEliHepy y
KapTOHHIiA ynakoBL,i

thapmakoHarnagy (BBefeHHs y3araslbHeHVX faHux npo cuctemy
thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOI
3a 3filicHeHHs thapMakoHaraagy; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa A1 3aiicHeHHs hapMakoHarnagy B
YKpaiHi, IKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bk4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-chaiina
cucTemn ghapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0cobu
3a8BHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.

MponoHoBaHa pegakuis: Dr. Neha Vala. 3MiHa KOHTaKTHUX
[aHuX YNOBHOBaXKEHO! 0CO6U 3as1BHMKA, BifgnoBiganbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
thapmakoHarnag
23. ATA30P kancynu no 300 mr; Emkyp IHais Emkyp IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/16358/01/03
no 30 kancyny dapmachbHoTi dapmachbloTikanc 3MiHVM Woa0 6e3nekn/ethekTMBHOCTI Ta hapmakoHarisay. peyenmom
KOHTeliHepi; no 1 Kanc Jitg, na BeefieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cuctemy
KOHTelHepy Yy chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux npo cucTemy
KapTOHHI/ ynakosL,i hapmakoHarnagy, 3miHa ynoBHOBaXXeHOi 0co6u, BiANOBIAa/IbHOI
3a 3[jlicHeHHa hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuKa ana 3aiicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bif yNOBHOBaXKEHOI 0CO6M,
BiANOBIAa/IbHOI 3a 34iliCHEHHS dhapmakoHarnsgy (Bkovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemn ghapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT 0co6u
3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: Dr. Neha Vala. 3MiHa KOHTaKTHUX
[AaHVX yNOBHOB&XeEHOI 0CO6M 3asBHMKa, BigNoBiganbHOI 3a
thapmakoHarnag
24. AYITMEHTUH TabneTtku, BKPUTI nakcoCmit Benuvka "nakco Bennkom PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/0987/02/01
™(BD) NiBKOBOO KnsinH BputaHis MpojakLuH, / Benuka | nogaHHs oHoB/ieHoro CepTudikary BignoBiAHOCTI EBponelichkii peyenmom
060n0oHkoto, 875 Ekcnopt ®paHuia; CMiTKnsaiiH | BpuTaHi thapmakonei R1-CEP 2001-367-Rev 04 (nonepeaHs Bepcia R1-
mr/125 wr; no 7 Nimiten Biyem A CEP 2001-367-Rev 03) Bif BXe 3aTBEPKEHOIO BUPOOHMKA
Tabnetok y 6nictepi; dapmacbloTmKanc, Deretil S.A., Spain gna A®l amokcmunniny (y opmi
no 1 6nictepy B Benvika bputaHis aMOoKCULMNIHY TpurigpaTy); 3miHu | TUny - NoAaHHA OHOB/IEHOTO
nakeTi; No 2 naketa CepTtudpikaTy BignoBigHocTi €EBponeiickkiii hapmakonei R1-CEP
Y KapTOHHIi 2001-367-Rev 05 (nonepegHs Bepcis R1-CEP 2001-367-Rev
ynakoBLii 04) Big, BXe 3aTBepAKeHoro BupobHuka Deretil S.A., Spain ans
A®I| amokcuumniny (y hopmi amokeuumnivy Tpurigpary)
25. AYPOKCOH NMopOoLIOK ANns AypobiHa0 IHgis Aypo6iHgo dapma IHais BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/11624/01/02
po3unHy Ons iH'ekuii | dapma 14 nra. 3MiHW BHECEHI [0 iHCTPYKUiT 415 MeNYHOro 3acTocyBaHHs peyenmom
a60 iHdysili no 1000 niKapcbKoro 3acoby y po3ainu: "OcobanBocCTi 3aCToCyBaHHA",
Mr y chriakoHax Ne 1 "MoGiyHI peakuji" Bi4NOBIgHO 40 OHOB/EHOI iHhopmauii 3
6e3neku Ajtoyoi pevoBNHU. BBeAEHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS
26. AYPOKCOH MOPOLLIOK AN Aypo6iHao IHAis Aypo6iHgo ®apma IHgjsa BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/11624/01/03
po3unHy Ons iH'ekuii | ®dapma NTa nTa 3MiHW BHECEHI [0 iHCTPYKUiT 415 MeNYHOro 3acTocyBaHHS peyenmom
a60 iHdysiii no 2000 NiKapcbKoro 3acoby y po3ainun: "OcobanBoCTi 3aCTOCyBaHHA",
Mry doriakoHax Ne 1 "Mob6iyHi peakuii" BigNOBIAHO A0 OHOB/EHOI iHhopMaLii 3
6e3nekun fitoyoi pevyoBuHU. BBegeHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPL)KEHHS
27. AYPOKCOH MOPOLLIOK ANt Aypo6iHao IHAis Aypo6iHgo ®apma IHAjsA BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/11624/01/01
pO3unHy ONns iH'ekuii | ®dapma NTa nra. 3MiHW BHECEHI [0 iHCTPYKUiT 415 MeNYHOro 3acToCyBaHHS peuyenmom

a60 iHdysin no 500
Mr y chriakoHax Ne 1

NiKapcbKoro 3acoby y po3ainun: "OcobanBoCTi 3aCTOCyBaHHA",
"MMo6iyHi peakuji" BigNOBIAHO [0 OHOB/IEHOI iHhopmalLii 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
6e3nekun Ailyoi pevoBuHN. BBeaeHHSA 3MiH NpOTAromM 6-tn
MicAILiB Nicns 3aTBePIKEHHS
28. BANNAHC pO34uH Ans PpeseHiyc HimeuunHn | Ppeseniyc Megvkan | Himeyun BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3miHu | Tuny - 3a UA/18018/01/01
1,5% nepuTOHeasIbHOro Meaukan a Kep OdoiunaHg Ha noAaHHs OHOBJIEHOT0 cepTudikaTa BifnoBigHOCTI EBponeichkiii peyenmom
rNHOKO3U Aianizy; no 2000 mn Kep m6X thapmakonei Ne R1-CEP 2006-264-Rev 02 ans gito4oi pevyoBuHu
1,25 a6o 2500 mny [oiiunang, MarHito xnopug rekcarigpary Bif, BXe 3aTBepAKeHoro
MMONbIN cucTemi 6X BMpobHuka MACCO ORGANIQUES, S.R.O, Czech Republic;
KANbLJIO [BOKamMepHoro 3MiHM | TUNY - NOAAaHHSA OHOBIEHOTO cepTudikaTa BifgnoBigHOCTI
MilLKa cTeneceiid; €sponelicbkin hapmakonei Ne R1-CEP 2007-367-Rev 02 ans
no 4 Milwkn y gitoyoi pevoBuHM Sodium chloride Big BXe 3aTBepKeHOro
KapTOHHI Kopo6Lyj; BUPOGHMKA, SIK HACNiAOK 3MiHa Ha3Bu Ta agpecu BnacHuka CEP
no 3000 mny Ta Ha3BW BMPOBHUYOI AinbHMLI; 3anponoHosaHo: CEP holder:
cuctemi K+S MINERALS AND AGRICULTURE GMBH Bertha-von-
[BoKamepHoro Suttner-Strasse 7, Germany-34131 Kassel Production: K+S
MiLLKa cnineceiidp; no MINERALS AND AGRICULTURE GMBH Karlstrasse 80,
4 MILLKN Yy KaPTOHHIi Germany-47495 Rheinberg-Borth;
Kopo6ui; no 5000 mn 3MiHu | Tuny - MNogaHHs OHOBMIEHOro cepTudikaTa BiANOBIAHOCTI
y cuctemi €sponelicbkin hapmakonei Ne R1-CEP 2008-105-Rev 01 ans
[BOKaMepHoro gitoyoi pevoBuHM Sodium chloride Big BXxe 3aTBepKeHOro
MilLka cninecelidy; no BMPOGHMKA SIKMIA 3MiHMB Ha3By (3anponoHoBaHo: DANSK SALT
2 MiLLKN Y KapTOHHIi A/S, DaHis)
Kopobui
29. BAJTIAHC pO34uH Ans PpeseHiyc HimeuunH | ®peseHiyc Megukan | Himeuun BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/16100/01/01
2,3% nepuToHeasIbHOro Megukan a Kep [oiunang Ha noAaHHsA OHOB/MIEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeichkii peyenmom
FNHOKO3n nianizy no 2000 mn Kep 6X thapmakonei Ne R1-CEP 2006-264-Rev 02 ans fito4oi pevyoBuHU
1,75 a6o 2500 mny [oiunang MarHito xnopug rekcarigparty Bif, BXe 3aTBepIKeHOoro
MMOnbIn cucTemi m6X BMpo6Huka MACCO ORGANIQUES, S.R.O, Czech Republic;
KANbLIKO [BOKamMepHoro 3MiHK | TUNY - NOAAaHHA OHOBNIEHOTO cepTudikaTa BifnoBigHOCTI
MilLiKa cTeiteceli; €sponelicbkiin hapmakonei Ne R1-CEP 2008-105-Rev 01 ans
no 4 miwka y nitoyoi pevoBuHM Sodium chloride Big BXe 3aTBepAKeHOro
KapTOHHI Kopo6Lyj; BMPOGHMKA SIKMIA 3MiHMB Ha3By (3anponoHoBaHo: DANSK SALT
no 3000 mny A/S, faHis);
cucTemi 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudlikata BifgnoBigHOCTI
[BOKamMepHoro €Bponelicbkin hapmakonei Ne R1-CEP 2007-367-Rev 02 ans
MiLLka cninecelidy; no nitoyoi pevoBuHK Sodium chloride Bif BXe 3aTBepKeHOro
4 MillKa y KapTOHHIl BMPOGHMKA, SIK HACNiAOK 3MiHa Ha3BW Ta agpecu BnacHuka CEP
Kopo6ui; no 5000 mn Ta Ha3BM BMPOGHUYOI AinbHMLI; 3anponoHoBaHo: CEP holder:
y cuctemi K+S MINERALS AND AGRICULTURE GMBH Bertha-von-
[BOKamMepHoro Suttner-Strasse 7, Germany-34131Kassel Production: K+S
MiLLKa cnineceiidp; no MINERALS AND AGRICULTURE GMBH Karlstrasse 80,
2 MilllKa y KapTOHHii Germany-47495 Rheinberg-Borth
Kopobui
30. BANAHC po34uH Ans PpeseHiyc HimeyunH | ®peseHiyc Megukan | Himeuun BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/18020/01/01
4,25% nepnuToHeasbHOro Mepgukan a Kep Loiunang Ha noAaHHs OHOBJIEHOTO cepTudpikaTa BignoBigHOCTI EBponeiichkkiii peyenmom
FNHOKO3N nianisy; no 2000 mn Kep m6X thapmakonei Ne R1-CEP 2007-367-Rev 02 ans gito4oi pe4yoBuHM
1,25 a6o 2500 mny [oiunang Sodium chloride Big BXxe 3aTBepXeHOro BUPoOHMKa, K
MMObIN cucTemi m6X Hacnifok 3MiHa Ha3Bu Ta agpecu BnacHuka CEP Ta Ha3su
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KANbLUJIKO [BOKaMepHoro BMPOGHMYOI AinbHML; 3anponoHoBaHo: CEP holder: K+S
MilLiKa cTeiecelid; MINERALS AND AGRICULTURE GMBH Bertha-von-Suttner-
no 4 MilKn y Strasse 7, Germany-34131 Kassel Production: K+S MINERALS
KapTOHHI kopo6Lyj; AND AGRICULTURE GMBH Karlstrasse 80, Germany-47495
no 3000 mny Rheinberg-Borth; 3miHu | TUNY - nogaHHA OHOB/IEHOIO
cucTemi cepTudikaTa BignosigHocTi €Bponelickkiii hapmakonei Ne R1-
[BOKaMepHoro CEP 2008-105-Rev 01 ans gitovoi peyosuHy Sodium chloride
MiLLKa cnineceiidp; no Bifl BXe 3aTBEPKEHOr0 BUPOGHMKA SIKWIA 3MIHMB Ha3BY
4 MiLKV Y KapPTOHHI (3anponoHoBaHo: DANSK SALT A/S, faHis); 3MiHn | Tuny -
kopobui; no 5000 mn noAaHHs OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkiii
y cuctemi thapmaxonei Ne R1-CEP 2006-264-Rev 02 ans gito4oi pevyoBuHU
JBOKamepHOro MarHito xnopug rekcarigparty Bif, BXe 3aTBepKeHOoro
MiLLKa cnineceiid; no BMpo6HMka MACCO ORGANIQUES, S.R.O, Czech Republic
2 MiLLKM Y KapTOHHIi
KopoobLi
31. BAHEOLVH MOPOLLIOK CaHpos CnoBeHis BignosiganbHuii 3a | AscTpisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/3951/02/01
HalLKipHWiA; no 10 1 dapmacboTi BUNYCK cepi: Himeuun | 3MiHM 3 sikoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHWM Yy BUPOBHULITBI. peuenma
NOpPOLLKY B Kans a.a. CaHpo3 'm6X - Ha 3MiHa iMnopTepa/3MiHu, L0 CTOCYOTLCS BUMYCKY cepil Ta
KOHTeliHepi; mo 1 Bupo6Hnya KOHTPOJII0 SIKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
KOHTEliHepy B OinbHUUA [oflaBaHHA BMPOOHUKA, LU0 BiANOBiLaE 3a BBE3EHHA Ta/abo
KapTOHHI Kopobui AHTHiHekuinHI TN3 BUMYCK cepii) - He BkNtoyaroun KOHTPOb/BUNpo6yBaHHSA cepii -
Ta XimiuHi Onepadii BBOAUTLCA [AOAATKOBUI BUPOGHUK, BigNOBIAaIbHWIA 3a BUNYCK
KyHonb (AIXO M3 cepii Jlek dapmaLieBTMYHa kOMNaHisa a.4., CnoseHis / Lek
KyHanb), ABCTpis; Pharmaceuticals d.d., Slovenia (BBegeHHs 3MiH NpOTArom 6-1n
Brpo6HWK npoaykuii MicCSLiB NicNs 3aTBEPAXKEHHS); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
in bulk, nakyBaHHs: [oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
dapmavoiiTiwe iMnopTepa/3MiHu, L0 CTOCYTbCSA BUMYCKY Cepil Ta KOHTPOsIHO
®abpik MoHTaBIT AKOCTI rOTOBOrO NikapcbKoro 3acoby (3amiHa abo foAaBaHHS
'M6X, ABCTpIst; OiNbHWLI, Ha AKili 34iACHIOETBCSA KOHTPO/L/BUNPOGYBaHHS cepii) -
BignosigansHuii 3a BBOAWTLCSA [OAATKOBA Ai/TbHULSA 4518 KOHTPOAo cepii JTabop J1IC
BUMYCK Cepii: CE & Ko. KT, HimeyuunHa / Labor LS SE & Co. KG, Germany
Nex (BBeAEHHS 3MiH NPOTAroM 6-Tu MicAILIB MiCNS 3aTBEPKEHHS);
dapmaueBTNYHa 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
KomMaHia 4.4., thapmakoHarnagy (iHwi 3MiH1) - BHECEHHS 3MiH 40 po3ainy
CnoBeHis; “MapkyBaHHA" MKA /13: 3aTBepaxeHo: Mapkuposka
KoHTponb cepii: (npunaraeTcs) 3anponoHosaHo: MapKyBaHHS. 3rigHo
Na6op /1C CE & Ko. 3aTBEPKEHOro TEKCTY MapKyBaHHSA. OHOBEHHS TEKCTY
KI, HimeuunHa MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby i3 3a3HayeHHAM
MiKHapOAHMX MO3HAaYeHb OAUHULIb BUMIpIOBaHHSA (BBeaeHHs
3MiH NPOTAroM 6-TW MicALB Nic/a 3aTBEPAXEHHS)
32. BENOCANIK masb no 30 ry Ty6i; Benyno, XopsarTist Benyno, nikn Ta Xopsari BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/10370/01/01
no 1 1y6i B nikn Ta KocmeTuka, A.4. ] nogaHHsa Hosoro CEP (R1-CEP 2003-232-Rev 01) gns Adl peyenmom
KapTOHHIA navui KOCMeTUKa, 6eTameTazoHy AMNPONioHaTy Big HOBOTO BUPOGHUKA
o.a. (aonoBHeHHs) Farmabios SPA, Italy; 3miHu | Tuny - BBEAEHHSA

nepiogy NOBTOPHOrO BMNpoGyBaHHA 5 pokis ans Ad|
6eTameTasoHy AVMNPONioHaT BUPOGHMLITBA HOBOrO BYPOGHMKA
Farmabios SPA, ltaly; 3miHu | TUny - He3Ha4YHa 3miHa y
aHaNiTMYHOMY MeToZi BU3HAaYeHHS po3Mipy YacTuHOK AdI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
6eTameTasoHy AvnponioHaty (Nig yac BMMipHOBaHHS 3pasky,
TpMBanNiCTb ybTPa3ByKy 3MiHEHa 3 2 XBU/IUH A0 MakCUMyMm 2
XBW/IUH); 3MiHW | TUNy - nofaHHA OHOB/IEHOTo cepTudikaty CEP
(R1-CEP 2003-232-Rev 02) Bif yxe 3aTBepXeHOro BUpoOHMKa
Farmabios SPA, Italy ana A®|l 6eTameTa3oHy gunponioHary.
3anponoHosaHo: CEP - R1-CEP 2003-232-Rev 02.

33. BEM®O/A PO34MH A1 iH ek BAT YropuHa BAT "legeoH Yropwm BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3MiHu Il Tuny - 3a UA/17528/01/01
B nonepeaHLo "TefeoH PixTep", YropwuHa Ha/ BHECEHHS 3MiH A0 p.3.2.S.2.1 BupobHuku, a came: fofaBaHHs peyenmom
HarnoBHeHiI pyyi no PixTep" (36opka pyyku gns ®paHuisa AiNbHULI, fe NPOBOANTLCS KOHTPO/Ib/BUNPOBOYBaHHA Cepii:

75 MO (5,5 iH'EKLii1, BTOPUHHA / Benuka | Bioassay-Labor fur Biologische Analytik GmbH, Im Neuenheimer
MKr)/0,125 mn; no ynakoBka, [03Bin Ha | BpuTaHi Feld 515-519, 69120 Heidelberg, HimeuunHa (ansTepHaTuBHa
0,125 mn po3unHy BUMYCK cepil); A OiNbHWUSA ANS NPOBEAEHHS TecTy 6ionoriyHa akTUBHICTB (in vivo
Ans iH'exuii B Pecichapm MoH, Bioassay) ans gitouoi peyoBrHy ®onnitTponiH anbga); 3miHm Il
nonepeaHL0 PpaHuis TUNY - BHECEHHS 3MiH 10 p.3.2.P.3.1 BupobHuku, a came:
HarnoBHEeHiIN pyyli B (Bpo6HMLTBO [0faBaHHA AiNbHUL, fe NPOBOANTLCSA KOHTPO/b/BUNPOBOYBaHHS
CKISiHOMY Hepo3dacoBaHol cepii ans 6ionoriyHoro/imyHonoriyHoro J13: Bioassay-Labor fur
KapTpuoxi, 3 NPOAYKLUiT, NepBUHHA Biologische Analytik GmbH, Im Neuenheimer Feld 515-519,
ryMOBOIO NPOGKOLD ynakoska 69120 Heidelberg, HimeuyunHa (anbTepHaTMBHA 4iSbHULA 415
MOPLUHEM | FyMOBUM (kapTpuaXi); npoBefieHHs TecTy bionoriyHa akTuBHICTb (in vivo Bioassay) ans
OVCKOM 3 KOHTPO/Ib SKOCTI 3a N3 Bemchona, po3unH Ans iH'eKUild). AK HACigOK, 3MiHU Y
aOMIHIEBUM HacTynHUMK MeToAuLji BUNPOo6yBaHHs «bionoriyHa akTUBHICTb»
KOBMayKoM, NOKa3HUKaMu:
BMIiLLLEHOMY Y pyuKy Endotoxin (LAL-
AN BBEAEHHS:; no 1 assay); Sterility;
abo 5, abo 10 Visual Appearance;
nonepegHsL0 Visible Particles;
HarnoBHEHNX PY4OK 3 Sub-visible Particles
0HOPAa30BUMH I/11)); Cini
ronkamu (BignoBsifHO dapmacbioTikanc
1a6o 5 a6o 10) i Nimitea, Benuka
cepBeTkamu, BputaHisa
NpOCOYeHUMUN (BUPOBHULTBO
cnupTom Hepo3acoBaHol
(BignoBigHo 1 a6o 5 NpoAyKLii; NnepBUHHA
a60 10) B KapTOHHiii yrnaxkoBka
Kopoobui (kapTpuaxi);
KOHTPO/1b AKOCTI 3a
HacTynHUMu
roKasH1Kkamm:
Endotoxin (LAL-
assay); Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles
I/11)

34. BEM®O/A PO34MH A4 iH ek BAT YropwmHa BAT "legeoH Yropm BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu Il Tuny - 3a UA/17528/01/02
B nonepeaHL0 "TefeoH PixTep", YropwuHa Ha/ BHECEHHS 3MiH A0 p.3.2.S.2.1 BupobHuku, a came: foAaBaHHs peyenmom
HarnoBHeHiIN pyyui No PixTep" (36opka pyykun ans PpaHuis AiNbHWLI, e NPOBOANTLCS KOHTPO/Ib/BUNPOBYBaHHSA cepii:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o

3acoby yrnakoska) uka nocsi0O4YeHHs1
150 MO (11 iH'EKLi, BTOPUHHA / Benuka | Bioassay-Labor fur Biologische Analytik GmbH, Im Neuenheimer
MKr)/0,25 mn; no ynakoBka, [03Bin Ha | BbpuTaHi Feld 515-519, 69120 Heidelberg, HimeuunHa (anbTepHaTMBHa
0,25 M/1 po3unHy BUMNYCK cepil); A AiNbHUUA ANA NPOBeAEeHH:A TecTy 6ionoriyHa akTMBHICTB (in vivo
Ons iH'exuii B Pecicdhapm MoH, Bioassay) ans gitouoi pevoBuHy ®onnitponiH anbga); 3miHu Il
nonepeaHL0 PpaHuis TUNY - BHECEHHS 3MiH [0 p.3.2.P.3.1 BupobHuku, a came:
HarnoBHEHI pyyLi B (BpO6HULTBO AofaBaHHA AiNbHUL, fe NPOBOANTLCA KOHTPO/L/BUNPOOYBaHHS
CKISSHOMY Hepo3dacoBaHoil cepii ansA 6ionoriyHoro/imyHonoriyHoro J13: Bioassay-Labor fur
KapTpuaxi, 3 NPoAYyKLUiT, NepBUHHa Biologische Analytik GmbH, Im Neuenheimer Feld 515-519,
ryMOBOO NPOGKOLD ynakoBka 69120 Heidelberg, HimeuyunHa (anbTepHaTMBHA Ai/bHULSA 415
MOPLUHEM | FyMOBUM (kapTpuaXi); npoBefeHHs TecTy bionoriyHa akTuBHICTbL (in vivo Bioassay) ans
ONCKOM 3 KOHTPO/Ib SKOCTI 3a N3 Bemcpona, po3unH Ans iH'eKUild). K HACiAOK, 3MiHN Y
aOMIHIEBUM HacTynHUMK MeToAunLi BUNpobyBaHHsA «bionoriyHa akTUBHICTb»
KOBMaYKoM, NOKa3HNKaMU:
BMiLLLeHOMY Y pyuKy Endotoxin (LAL-
4N BBEAEHHS:; no 1 assay); Sterility;
abo 5, a6o 10 Visual Appearance;
nonepegHL0 Visible Particles;
HarnoBHEHWX PY4OK 3 Sub-visible Particles
0HOPAa30BUMH I111)); Cini
ronkamu (BignoBsigHO dPapmacbioTikasnc
1a6o 5 a6o 10) i Nimitea, Benuka
cepBeTKamu, BpuTaHis
NPOCOYEHNMMN (BMPO6HMLTBO
cnupTom Hepo3acoBaHol
(BignoBigHo 1 a6o 5 NpOoAYKL,i; NnepBUHHA
a60 10) B KapTOHHii yrnaxkoBka
KopoobLi (KapTpuaXi);
KOHTPO/Tb AKOCTI 3a
HacTynHUMu
noKasH1Kamm:
Endotoxin (LAL-
assay); Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles
I/11)

35. BEM®O/A PO34MH A4 iH ek BAT YropuHa BAT "legeoH Yropwm BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3MiHu Il Tuny - 3a UA/17528/01/03
B nonepeaHL0 "TefeoH PixTep", YropwuHa Ha/ BHECEHHS 3MiH A0 p.3.2.S.2.1 BupobHuku, a came: fofaBaHHs peyenmom
HarnoBHeHiI pyyli no PixTep" (36opka pyuyku gns ®paHuisa AiNbHULI, fe NPOBOANTLCSA KOHTPO/Ib/BUNPOBOYBaHHA Cepii:

225 MO (16,5 iH'EKLii1, BTOPUHHA / Benuka | Bioassay-Labor fur Biologische Analytik GmbH, Im Neuenheimer
MKr)/0,375 m; no ynakoBka, 03Bin Ha | BpuTaHi Feld 515-519, 69120 Heidelberg, HimeuunHa (ansTepHaTuBHa
0,375 MmN po3unHy BUMNYCK cepil); A AiNbHUUA ANS NPOBeAEeHH: TecTy 6ionoriyHa akTMBHICTb (in vivo

ONs iH'eKUIn B

Pecichapm MoH,

Bioassay) ans gitouoi pevoBrHy ®onnitTponiH anbga); 3miHm |l

nonepeaHL0 PpaHuin TUNY - BHECEHHS 3MiH A0 p.3.2.P.3.1 BupobHuku, a came:
HarnoBHEeHiIN pyyli B (Bpo6HMLTBO O0faBaHHA AiNbHUL, fe NPOBOANTLCSA KOHTPO/b/BUNPOBYBaHHS
CKISiHOMY Hepo3dacoBaHol cepii ans 6ionoriyHoro/imyHonoriyHoro J13: Bioassay-Labor fur
KapTpuoxi, 3 NPOAYyKLUiT, NepBUHHA Biologische Analytik GmbH, Im Neuenheimer Feld 515-519,
ryMOBO NPOGKOD ynakoBka 69120 Heidelberg, HimeyunHa (anibTepHaTMBHA Ai/bHUUSA 4715
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
MOPLUHEM | FyMOBUM (kapTpuaXi); npoBefeHHs TecTy bionoriyHa akTuBHICTDL (in vivo Bioassay) ans
ONCKOM 3 KOHTPO/Ib AKOCTI 3a N3 Bemdpona, po3unH Ans iH'eKUil). K HACiAOK, 3MiHN Y
alOMIHIEBUM HacTynHUMK MeToAunLji BUNPobyBaHHsA «bionoriyHa akTUBHICTb»
KOBMayKoM, NOKa3HNKaMMU:
BMiLLLEHOMY Y pyYKy Endotoxin (LAL-
AN BBEAEHHS:; no 1 assay); Sterility;
abo 5, a6o 10 Visual Appearance;
nonepegHL0 Visible Particles;
HarnoBHEHWX PY4OK 3 Sub-visible Particles
0HOPAa30BMMH I111)); Cini
ronkamu (BignoBsigHO dPapmacbioTikanc
1a6o 5 a6o 10) i Nimitea, Benuka
cepBeTKamu, BpuTaHis
NPOCOYEHNMMN (BMPO6HMLTBO
cnupTom Hepo3acoBaHol
(BignoBigHo 1 a6o 5 NpOoAYKL,i; NnepBUHHA
a60 10) B KapTOHHiii yrnaxkoBka
KopoobLi (kapTpuaxi);
KOHTPO/Tb AKOCTI 3a
HacTynHUMu
NOKa3HNKaMU:
Endotoxin (LAL-
assay); Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles
I/11)
36. BEM®O/A PO34MH A4 iH ek BAT YropuHa BAT "legeoH Yropwm BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3MiHu Il Tuny - 3a UA/17528/01/04
B nonepeaHL0 "TefeoH PixTep", YropwuHa Ha/ BHECEHHS 3MiH A0 p.3.2.S.2.1 BupobHuku, a came: fofaBaHHs peyenmom
HarnoBHeHiI pyyi no PixTep" (36opka pyyku gns ®paHuisa AiNbHULI, fe NPOBOANTLCS KOHTPO/Ib/BUNPOBOYBaHHA Cepii:
300 MO (22 mkr)/0,5 iH'EKLii1, BTOPUHHA / Benuka | Bioassay-Labor fur Biologische Analytik GmbH, Im Neuenheimer
ms1; no 0,5 mn ynakoBka, 03Bin Ha | BpuTaHi Feld 515-519, 69120 Heidelberg, HimeuunHa (ansTepHaTuBHa
PO3UnHYy A5 iH'EKUIA BUMNYCK cepil); A OiNbHWUSA ANS NPOBEAEHHS TecTy B6ionoriyHa akTUBHICTB (in vivo

B nonepegHLo
HarnoBHeHiIN pyuli B
CKNSHOMY
KapTpuaxi, 3
ryMOBOO NPOGKOL0
MOPLUHEM | TYyMOBUM
[ANCKOM 3
aIOMIHIEBUM
KOBMAaYKoM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0HOpa30BUMH

Pecichapm MoH,
PpaHuin
(Bpo6HMLTBO
Hepo3dacoBaHol
NPOAYyKLUiT, NepBUHHA
ynakoBka
(kapTpuaXi);
KOHTPO/Tb AKOCTi 3a
HacCTyMH1MM
NOKa3HUKaMu:
Endotoxin (LAL-
assay); Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles

Bioassay) ans gitouoi pevoBrHy ®onnitTponiH anbga); 3miHm |l
TUNY - BHECEHHS 3MiH A0 p.3.2.P.3.1 BupobHuku, a came:
O0faBaHHA AiNbHUL, fe NPOBOANTLCSA KOHTPO/b/BUNPOBOYBaHHS
cepii ans 6ionoriyHoro/imyHonoriyHoro J13: Bioassay-Labor fur
Biologische Analytik GmbH, Im Neuenheimer Feld 515-519,
69120 Heidelberg, HimeuunHa (anbTepHaTvBHa AiNbHULA ANA
npoBefieHHs TecTy bionoriyHa akTuBHICTb (in vivo Bioassay) ans
N3 Bemchona, po3unH Ans iH'ekUild). AK HACNigoK, 3MiHU Y
MeToAuWLji BUNPobyBaHHsS «bionoriyHa akTUBHICTb»
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
ronkamu (BignoBigHO I111)); Cini
1 a6o 5 a6o 10) i dPapmacbioTikasnc
cepseTKamu, Nimitea, Benuka
NPOCOYEHNMMN BputaHis
cnmpTom (BMPO6HMLTBO
(BignosigHo 1 a6o 5 Hepo3acoBaHol
ab6o 10) B KapTOHHii NpOoAYKL,i; NnepBUHHA
KOpoo6Li ynakoBka
(kapTpuaxi);
KOHTPO/Tb AKOCTI 3a
HacTynHUMu
NOKa3HUKaMU:
Endotoxin (LAL-
assay); Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles
I/11)
37. BEM®O/A PO34MH A1 iH ek BAT YropuHa BAT "legeoH Yropwm BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3MiHu Il Tuny - 3a UA/17528/01/05
B nonepeaHL0 "TefeoH PixTep", YropwuHa Ha/ BHECEHHS 3MiH A0 p.3.2.S.2.1 BupobHuku, a came: fofaBaHHs peyenmom
HarnoBHeHiI pyyi no PixTep" (36opka pyyku gns ®paHuisa AiNbHULI, fe NPOBOANTLCS KOHTPO/Ib/BUNPOBOYBaHHA Cepii:
450 MO (33 iH'EKLii1, BTOPUHHA / Benuka | Bioassay-Labor fur Biologische Analytik GmbH, Im Neuenheimer
MKr)/0,75 Mn; no ynakoBka, 03Bin Ha | BpuTaHi Feld 515-519, 69120 Heidelberg, HimeuunHa (ansTepHaTuBHa
0,75 M1 po3unHy BUMNYCK cepil); A OiNbHWUSA ANS NPOBEAEHHS TecTy 6ionoriyHa akTUBHICTB (in vivo

ONs iH'eKUIn B
nonepegHLo
HarnoBHeHiIN pyyli B
CKNISAHOMY
KapTpuoxi, 3
rymoBOIO Npo6Kot
NOpPLUHEM | TyMOBUM
[nCKOM 3
QTIOMIHIEBUM
KOBMayKoM,
BMILLEEHOMY Y PYUKy
ONA BBeAEHHS; no 1
abo 5, a6o 10
nonepegHLo
HarnoBHEHWX PY4OK 3
0fIHOPa30BUMU
ronkamu (BignoBsifHO
1a6o 5 a6o 10) i

Pecichapm MoH,
PpaHuin
(Bpo6HMLTBO
Hepo3dacoBaHol
NPOAYyKLUiT, NepBUHHA
ynakoBka
(kapTpuaXi);
KOHTPO/Tb AKOCTi 3a
HacCTyMH1MM
NOKa3HUKaMu:
Endotoxin (LAL-
assay); Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles
1n)); Cini
dapmacbioTikanc
NimiTea, Benuka

cepBeTkamu, BputaHisa
NpOCOYeHUMUN (BUPOBHULTBO
cnupTom Hepo3acoBaHol
(BignoBigHo 1 a6o 5 NpoAyKLii; NnepBUHHA
a60 10) B KapTOHHiii yrnaxkoBka
Kopobui (kapTpuaxi);

Bioassay) ans gitouoi pevoBrHy ®onnitTponiH anbga); 3miHm |l
TUNY - BHECEHHS 3MiH A0 p.3.2.P.3.1 BupobHuku, a came:
O0faBaHHA AiNbHUL, fe NPOBOANTLCSA KOHTPO/b/BUNPOBOYBaHHS
cepii ans 6ionoriyHoro/imyHonoriyHoro J13: Bioassay-Labor fur
Biologische Analytik GmbH, Im Neuenheimer Feld 515-519,
69120 Heidelberg, HimewunHa (anbTepHaTvBHaA AiNbHULA ANA
npoBefieHHs TecTy bionoriyHa akTuBHICTb (in vivo Bioassay) ans
N3 Bemchona, po3unH Ans iH'ekUild). AK HACNigoK, 3MiHU Y
MeToAuWLji BUNPobyBaHHsS «bionoriyHa akTUBHICTb»
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KOHTPO/Tb AKOCTI 3a
HacTynHUMu
NOKa3HNKaMU:
Endotoxin (LAL-
assay); Sterility;
Visual Appearance;
Visible Particles;
Sub-visible Particles
I/11)
38. BEHE®IKC niodpinizat gns NeANIEP CLWA BioNa6, C.1., Icnanis/ BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/16134/01/01
PO34UHY ON151 iH KLl EVY.CL.MIL. IcnaHis cuwA/ 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom
no 250 MO, 1 KOPTOPEW (anbTepHaTVBHA Himeuun BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
donakoH 3 LH nabopartopia gns Ha dhapmakoHarnsgy (BBefieHHs y3araslbHeHUX JaHux npo cucTemy
niocpinizatom, 1 TeCTyBaHHs thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
nonepeAHbL0 npenapary 3a 3a 3fjiicHeHHs hapmakoHarnsgy; KOHTakTHOI ocobu 3
HamoBHEHWI WnpuL, MOKa3HNKOM dhapmakoHarnsgy 3asaBHUKa A1 3AiicHeHHs hapMakoHarnagy B

3 PO3YMHHMKOM
(0,234 % po3unH
HaTpito xnopugy y
BOAji ANA iH'EKL,A) no
5 wmn, 1 agantep
ans donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHN
3i cnuptom, 1
nnactvp, 1 mapneBy
noayLueyky
BKMajaTb y
KapTOHHY KOPOGKY

"CTepunbHicTb");
Baet Biod®apma
AiBbxH och Baet
dapmaceyTukasnc
NNC, CWA
(KOHTpONb AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cuna gns
no4YaTKOBOTO 3CyBY
nopwHsa", "Cuna
TEepTA MOpLUHSA",
"[ocnigpKeHHs
repMeTuyHocTi");
Baet ®apma, C.A,,
IcnaHis
(BUPOBHULTBO
nioghinizaty 3a
MOBHUM LIK/IOM;
KOHTPONb SIKOCTI
PO34YMnHHMKA (KpiM
Tecty "Cuna Tepta
nopLuHsa");
nakyBaHHs
PO34UHHKKA Y HabIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHS Ta
BMNyCK Habopy;
BiANOBIAa/IbHUI 3a
BUMYCK cepil); BeTep
dapma-dPepTUryHr
v6X & Ko. KT,

YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkayaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHoi 0cobu
3asBHVIKa, Bi4NOBiAaNbHOI 3a 34jiICHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAANBLHOI 3a 34iiCHEHHA thapmakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
HimeyunHa

(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34MHHYMKA (KpiM
TecTiB "Cwna gns
no4aTKoBOro 3cyBYy
nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigKeHHs
repmeTuyHoCTI");
Betep dapma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa
(BMPOGHULTBO Ta
KOHTPO/b AKOCTI
PO34MHHKKA (KpiM
TecTiB "Cwna gns
no4aTKoBOro 3cyBYy
nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigKeHHs
repmeTunyHocTi"));
Betep dapma-
PepTuryHr NM6X &
Ko. KT, HimeuunHa
(Bi3yasibHUiA
KOHTPO/b, KOHTPO/b
AKOCTi PO3UMHHUKA
(nvwe Tectn "Cuna
[ANA noYaTKoBOro
3CyBY MopLuHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTuyHocTi");
Betep ®apma-
depTuryHr NM6X &
Ko. KI', Himewunna
(BisyanbHwuii
KOHTPO/1b, KOHTPO/Ib
AKOCTi PO3YMHHUKA
Kpim TecTiB "Cuna
[N N0YaTKOBOrO
3CyBY MopLUHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmeTnyHocTI")
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
39. BEHE®IKC niodpinizat gns NeANIEP CLWA BioNa6, C.1., Icnanis/ BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/16134/01/02
PO34UHYy ONs iH KL EVY.CLMI. IcnaHis CuA/ 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
no 500 MO, 1 KOPTOPEW (anbTepHaTVBHA Himeuun BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
donakoH 3 LH naboparopia gns Ha dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucremy
niocpinizatom, 1 TeCTyBaHHs thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! 0cobu, BiAnoBifanbHOT
nonepeAHL0 npenapary 3a 3a 3fiicHeHHs hapmakoHarnsay; KOHTakTHoi ocobm 3
HamoBHEHWI WnpuL, MOKa3HNKOM dhapmakoHarnsgy 3asaBHUKa g1 3AiicHeHHs hapMakoHarnagy B

3 PO3YMHHNKOM
(0,234 % po3uunH
HaTpito xnopugy y
BOAji A4NA iH'eKL,iA) no
5 wmn, 1 agantep
ans donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHK
3i cnupTtom, 1
nnactvp, 1 mapneBy
noayLueyky
BKMafaTb y
KapTOHHY KOPOGKY

"CTepunbHicTb");
Baet Bio®apma
AiBbkH och Baet
dapmaceyTumkasnc
NNC, CWA
(KOHTpO/b AKOCTI
PO3YMHHMKA (KpiM
TecTiB "Cuna gns
noYaTKOBOTO 3CyBY
nopwHsa", "Cuna
TepTs NopLUHSA",
"[ocnigpKeHHs
repMeTuyHocTi");
Baet ®apma, C.A,,
IcnaHis
(B1pOGHMLTBO
nioghinizaty 3a
MOBHUM LWIK/IOM;
KOHTPO/b SIKOCTI
PO34nHHMKA (KpiM
Tecty "Cuna Tepta
nopLuHsa");
nakyBaHHs
PO34MHHKKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BMNyCK Habopy;
BiNOBigaNbHWIA 3a
BUMYCK cepii); BeTep
dapma-dPepTUryHr
v6X & Ko. KT,
HimeyunHa
(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna gns
no4aTKkoBOro 3cyBy
nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigpKeHHs

YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0co6u,
BiNOBIgaNbHOI 3a 3filiCHEHHS hapmakoHarnsay (Bkaoyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeH0i 0cobu
3as1BHUKA, BiANOBifaNbHOT 3a 34iiCHEHHSA (hapMakoHarnsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTakTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHUKA, BiAMNOBiAa/IbHOI 3a 3AiiCHEHHA hapMakoHarnagy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

repmeTuyHoCTI");
Betep dapma-
PepTuryHr NM6X &
Ko. KT, HimeuunHa
(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna gns
no4aTKoBOro 3cyBYy
nopHsa", "Cuna
TepTA NopLUHA",
"flocnigKeHHs
repmeTunyHocTi"));
Betep dapma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa
(Bi3yasibHUiA
KOHTPO/b, KOHTPO/b
AKOCTi PO3UMHHUKA
(nvwe Tectn "Cuna
[ANA noYaTKoBOro
3CyBY MopLuHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTuyHocTi");
Betep ®apma-
depTuryHr NM6X &
Ko. KI', Himewunna
(BisyanbHwuii
KOHTPO/1b, KOHTPO/Ib
AKOCTi PO3YMHHUKA
Kpim TecTiB "Cuna
[N N0YaTKOBOrO
3CyBY MOpLUHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmeTnyHocTI")

40.

BEHE®IKC

niodpinizat gns
PO34UHY ON151 iH KLl
no 1000 MO, 1
chnakoH 3
niocpinizatom, 1
nonepeAHbL0
HamoBHEHWI WnpuL,
3 PO34YUMHHMKOM
(0,234 % po3ynH

MOAN3EP
ENY.CLML.
KOPMOPEW
LLH

CLWA

BioNla6, C./1.,
Icnanis
(anbTepHaTVBHA
nab6oparopia gns
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
"CTepunbHicTb");
Baet Bio®apma

Icnanis/
CLUA/
Himeuyun
Ha

BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy (BBefieHHs y3araslbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 3ilicHeHHs hapMakoHarisgy; KOHTakTHoOi 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicHeHHA dpapmakoHarnsgy B
YKpaiHi, AKLL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS dhapmakoHarnsgy (Bka4aym

3a
peyenmom

UA/16134/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1

HaTpito xnopugy y
BOAji ANA iH'eKL,iA) no
5 wmn, 1 agantep
ans donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHK
3i cnupTtom, 1
nnactvp, 1 mapneBy
noayLueyky
BKafaTb y
KapTOHHY KOPOGKY

AiBbkH oh Baet
dapmaceyTukasnc
NNC, CWA
(KOHTpO/b AKOCTI
PO3YMHHMKA (KpiM
TecTiB "Cuna gns
noYaTKOBOTO 3CyBY
nopwHsa", "Cuna
TepTs nopLuHsa",
"[ocnigpKeHHs
repMeTuyHocTi");
Baet ®apma, C.A,,
IcnaHis
(BMpPOGHNLTBO
nioghinizaty 3a
MOBHUM LIK/IOM;
KOHTPO/b SIKOCTI
PO34YnHHUKA (KpiM
Tecty "Cuna tepta
nopLuHsa");
nakyBaHHS
PO34UMHHKKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BMNyCK Habopy;
BiNOBigaNbHWIA 3a
BUMYCK cepii); BeTep
dapma-dPepTUryHr
v6X & Ko. KT,
HimeyunHa
(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna gns
no4aTKoBOro 3cyBYy
nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigKeHHs
repmeTuyHoCTI");
Betep dapma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa
(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna gns
no4aTKkoBOro 3cyBy

KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeH0i 0cobu
3as1BHUKA, BiANOBifaNbHOT 3a 34iiCHEHHSA (hapMakoHarnsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKkTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHUKA, BiAMNOBiAa/IbHOI 3a 3AiiCHEHHA hapMakoHarnagy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigKeHHs
repmeTunyHocTi"));
Betep dapma-
PepTuryHr NM6X &
Ko. KT, HimeuunHa
(Bi3yasibHUiA
KOHTPO/b, KOHTPO/b
AKOCTi PO3UMHHUKA
(nvwe Tectn "Cuna
[ANA noYaTKoBOro
3CyBY MopLuHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTuyHocTi");
Betep ®apma-
depTuryHr NM6X &
Ko. KI', Himewunna
(BisyanbHwuii
KOHTPO/b, KOHTPO/Ib
AKOCTi PO3YMHHUKA
KpiM TecTiB "Cuna
[7151 N0YaTKOBOro
3CyBY MOpLUHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmeTnyHocTI")

41.

BEHE®IKC

niodpinizat gns
PO34UHY ON151 iH KLl
no 2000 MO, 1
chnakoH 3
niocpinizatom, 1
nonepeaHL0
HamoBHEHWI WnpuL,
3 PO34YUMHHMKOM
(0,234 % po3unH
HaTpito xnopugy y
BOAji ANA iH'EKL,A) no
5 wmn, 1 agantep
ans donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHN
3i cnuptom, 1
nnactvp, 1 mapneBy
noAyLueyky

MOAN3EP
ENY.CLML.
KOPMOPEW
LLH

CLWA

BioNla6, C./1.,
Icnanis
(anbTepHaTVBHA
nab6oparopia gns
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
"CTepunbHicTb");
Baet Biod®apma
AiBbxH oh Baet
dapmaceyTukasnc
NNC, CWA
(KOHTpONb AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cuna gns
no4YaTKOBOTO 3CyBY
nopwHsa", "Cuna
TEepTs NopLUHs",

Icnanis/
CLUA/
Himeuyun
Ha

BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy (BBefieHHs y3ara/lbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 3ilicHeHHs hapmakoHaraagy; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicHeHHA dpapmakoHarnsgy B
YKpaiHi, AKLL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkauvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn dhapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, Bi4NOBiAaNbHOI 3a 34jiICHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAANLHOI 3a 34iiCHEHHA thapmakoHarnsgy

3a
peyenmom

UA/16134/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
BK1afaloTb y "[ocnigpKeHHs
KapTOHHY KOPOGKY repMeTuyHocTi");
Baet ®apma, C.A,,
Icnanis
(B1pOGHMLTBO

nioghinizaty 3a
MOBHUM LWIK/IOM;
KOHTPO/b SIKOCTI
PO34nHHMKA (KpiM
Tecty "Cuna Tepta
nopLuHsa");
nakyBaHHS
PO34MHHKKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHS Ta
BMNyCK Habopy;
BiNOBigaNbHWIA 3a
BUMYCK cepil); BeTep
dapma-dPepTUryHr
v6X & Ko. KT,
HimeyunHa
(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna gns
no4aTKoBOro 3cyBYy
nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigKeHHs
repmeTuyHoCTI");
Betep dapma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa
(BMPOGHULTBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna gns
no4aTKoBOro 3cyBy
nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigKeHHs
repmeTnyHocTi"));
Betep dapma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa
(Bi3yasibHUiA

KOHTPO/1b, KOHTPO/b
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

AKOCTi PO3UMHHUKA
(nvwe Tectn "Cuna
[ANA noYaTKoBOro
3CyBY MopLuHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTuyHocTi");
Betep ®apma-
depTuryHr NM6X &
Ko. KI', Himewunna
(BisyanbHwuii
KOHTPO/b, KOHTPO/1b
AKOCTi PO3YMHHUKA
Kpim TecTiB "Cuna
[7151 N0YaTKOBOro
3CyBY MopLUHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmeTnyHocTI")

42,

BEHE®IKC

niodpinizat gns
PO34UHY ON151 iH KLl
no 3000 MO 1
chnakoH 3
niocpinizatom, 1
nonepegHL0
HamoBHEHWI WnpuL,
3 PO34YUMHHMKOM
(0,234 % po3unH
HaTpito xnopugy y
BOAji ANA iH'EKL,A) no
5 wmn, 1 agantep
ans donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHN
3i cnuptom, 1
nnactvp, 1 mapneBy
noayLueyky
BKMajaTb y
KapTOHHY KOPObKY

MOAN3EP
ENY.CLML.
KOPMOPEW
LLH

CLWA

BioNla6, C./1.,
Icnanis
(anbTepHaTVBHA
nab6oparopia gns
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
"CTepunbHicTb");
Baet Biod®apma
AiBbxH oh Baet
dapmaceyTukasnc
NNC, CWA
(KOHTpONb AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cuna gns
no4YaTKOBOTO 3CyBY
nopwHsa", "Cuna
TEepTA MOpLUHSA",
"[ocnigpKeHHs
repMeTuyHocTi");
Baet ®apma, C.A,,
IcnaHis
(BUPOBHULTBO
nioghinizaty 3a
MOBHUM LIK/IOM;
KOHTPONb SIKOCTI
PO34YMHHMKA (KpiM

Icnanis/
CLUA/
Himeuyun
Ha

BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHux npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 3ilicHeHHs hapMakoHarsgy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicHeHHA dpapmakoHarnsgy B
YKpaiHi, AKLL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkyaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn dhapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, Bi4NOBiAaNbHOI 3a 34jiICHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAANBLHOI 3a 34iiCHEHHA thapmakoHarnsgy

3a
peyenmom

UA/16134/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1

Tecty "Cuna tepta
nopLuHsa");
nakyBaHHs

PO34MHHKKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BMNyCK Habopy;

BiNOBIgaNbHWIA 3a

BUMYCK cepii); BeTep

dapma-dPepTUryHr
v6X & Ko. KT,
HimeyunHa
(BMPOGHULTBO Ta
KOHTPO/b AKOCTI
PO34MHHKKA (KpiM
TecTiB "Cwna gns
no4aTKoBOro 3cyBYy
nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigKeHHs
repmeTnyHoCTI");
Betep dapma-
PepTuryHr NM6X &
Ko. KT, HimeuunHa
(BMPOGHULTBO Ta
KOHTPO/b AKOCTI
PO34MHHYKKA (KpiM
TecTiB "Cwna gns
no4aTKoBOro 3cyBYy
nopHsa", "Cuna
TepTAa NopLUHA",
"flocnigKeHHs
repmeTnyHocTi"));
Betep dapma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa
(Bi3yasibHUiA
KOHTPO/b, KOHTPO/b
AKOCTi PO3UMHHUKA
(nvwe Tectn "Cuna
[ANA noYaTKoBOro
3CyBY MopLuHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTuyHocTi");
BeTep Papma-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
depTuryHr NM6X &
Ko. KI', Himewunna
(BisyanbHwuii
KOHTPO/1b, KOHTPO/b
AKOCTi PO3YMHHUKA
KpiM TecTiB "Cuna
[N N0YaTKOBOrO
3CyBY MOpLUHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmeTnyHocTI")
43. BEMNAHTEH® | kpem 5%; no 30T Baiiep LLiBefiuapi I'M 'peH3ax Himeuun BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/4157/01/01
a6o 100 r y Ty6i; no KoHcblomep A MpoaykTioHc TM6X Ha BHECEHHS 3MiH 10 MeTO/iB KOHTPO/I0 AKocTi J13 n. peuenma
1 T1y6i y KapTOHHIN Kep Al «lpeHTudpikauis» Ta OHOBIEHHSI PO3A4iNiB PEECTPaLIHOIO AOCLE
Kopobui P.5.2.01 - Test Procedure Ta P.5.3.04 Validation of Test for
Identity, a came AONOBHEHHSA a/lbTEPHATUBHUM METOAO0M
Bunpo6ysaHb (TLLUX) gns igeHTudikauii gekcnaHTeHony; 3miHu |
TUMY - BHECEHHS 3MiH 10 METOZjIB KOHTPO/0 AkocTi /13 n. «BmicT
BOAW» Ta OHOBJIEHHSI PO34iNy peecTpauiiiHoro gocbe P.5.2.01 -
Test Procedure , a came: 36i1bLLIEHHS [OMYCTUMOI KiNlbKOCTI
HaBaXKKN 3paska A/19 BU3HAYEHHS KifIbKICHOrO BMiCTy BOAM 3 40-
50 mr go 40-60 mr
44, BEMAHTEH® | cnipeil HawKipHWiA, Baiiep LWsenuapi | JNlixTeHxenbaTr FM6X | Himeuun BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/7805/02/01
nntoc po34urH no 30 mny KoHcblomep A dapmauoiiTiwe Ha 33iHuM 3 aKocTi. CepTudiikaT BignosigHoOCTI/IE-cepTudikar peuyenma
onakoHi 3 Kep Al Pabpik BiANoBiAHOCTI EBponeiickbkili hapmakonei/MmoHorpadii. MoaaHHs
po3npuckyBayem Ta HOBOro a0 OHOB/IEHOro cepTucpikata BiANOBIAHOCTI ab60
Nna1acTUKOBOK BU/yYEHHS cepTudikaTa BignoBigHOCTI EBponeichbkiii
KpuWLLKOto; no 1 thapmakonei: ana A®l; ans BUxigHOro
onakoHy B mMaTepiany/peareHTy/MpoMKHOro NPOAYKTY, L0
KapTOHHIlA KopoobLi BMKOPMCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBpONEchkili
hapmakonei) - HoBuii cepTudikaT Bif BXe 3aTBepAXeHOro
BMPOGHMKA - HaaHHS HOBOro cepTudiikaTa BifnoBiAHOCTI
€sponelicbkiin papmakonei Ne RO-CEP 2017-128-Rev 01
3aMmicTb paHiwe 3aTtBepgxeHoro RO-CEP 1993-009-Rev 04 gns
A®| xnoprekcnanHy 6irnoKoHaTy Bif, BXe 3aTBEPAKEHOr0
BMpobHuka "Medichem S.A.", IcnaHis
45, BIOLEPYNIH PO34MH NS iHy3ild, TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/0763/01/01
® 20 mr/mn; no 5 mn B "BIO®PAPMA MNA3MA" AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
amnyni, no 5 amnyn MNA3SMA" (Bpo6HMLTBO, 3as1BHUKA (B/1aCHVKa peeCTpaLiiiHoro noceigyeHHs). 3miHa
B 6icTepi, no 1 abo nepBuHHE agpecy 3asBHuKa TOB "BIODPAPMA MNA3MA", YkpaiHa
2 6nicTepu B nauui 3 nakyBaHHs; (BnacHvka peecTpauiiHoro nocBigYeHHs). BBeeHHS 3MiH
KapToHY BTOPUHHE NpoTArom 3-x MiCAUIB MiCNA 3aTBEPKEHHSA. 3MiHM | TNy -
nakyBaHHs1, BUMYCK AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
cepii) MicLisl NpoBaMKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
nNikapcbKoro 3acoby, BKIOYaUN AiNbHNLi BUNYCKY cepii abo
MicLie NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (LisANIbHICTb, 3a AKY
BiZiNOBIAAE BUPOGHMK/iMNOPTEP, BK/OYAKOUM BUMYCK CEpild).
3MiHa agpecy MicLs BNPOBaMKEeHHS AisIbHOCTI BUPOGHMKa
roToBOrO Jlikapcbkoro 3acoby TOB "BIO®APMA MNTA3MA",
YkpaiHa, 6e3 3MiHV Micus BUpo6HULTBA. BBEAEHHSA 3MiH
NpoTArom 3-x MiCAUIB MiC/1A 3aTBEPMKEHHSA. 3MiHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. BuyyeHHsI BUPOGHUYOI AinbHNL
(Brtovatoun ginbHuui 4na A®l, npoMixXHOro NpoaykTy abo
rOTOBOrO JlikapCcbkoro 3acoby, AiNbHWL 415 NPOBEeAEHHS
nakyBaHHs, BUpOGHYKa, BifNOBiAaNbHOIO 3a BUMYCK Cepiid, Micue
NpoBefeHHs KOHTPO/IIO cepii) abo nocTavyanbHYKa BUXIAHOTO
Marepiany, peareHTy abo AONOMiXHOT peYOBMHN (SKLLO
3a3HayveHo y focbe). BunyyeHHs BUPOOHUYOT AiNbHULL
BiZiNOBIAANbHOI 3@ BTOPMHHE NakKyBaHHS Ta BUMYCK CepiiA.
BBefeHHs1 3MiH MPOTAroM 3-X MicsILiB MiCNs1 3aTBEPAKEHHS.
46. BICOMNPO/O Tabnetkn no 5 mr no TOB "TeBa Ykpaina Mepkne 'vbX, Himeyuu BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/1728/01/01
N-TEBA 10 TabneTok y Ykpaina" Himeuunna Ha 3MmiHa B ymoBax 36epiranHs 13, a came gogasaHHs iHopmawii peyenmom
6nicTepi; no 3 abo 5 (BpO6HMLTBO LoAo 36epiraHHs B OpuriHa/bHIli ynakoBLji 415 3aXUCTY Bif
6nicTepiB B KOPOOLL Hepo3ghacoBaHOro Bosnoru: 36epiratu npu Temneparypi He BuLle 250C B
npoAayKTY, A03BIiN Ha OpuriHaNbHIN yNnakoBLi 4151 3aXUCTY Big BOMOrN. 3MiHN BHECEHI B
BWMNYCK Cepil; IHCTPYKLjt0 A58 MeAnYHOro 3actocyBaHHs /13y p. "YmoBu
nepBuHHa Ta 36epiraHHA" 3 BIANOBIAHUMN 3MiHAMW B TEKCTI MapKyBaHHS
BTOPVHHA yNakoBKa, ynakoBOK. BBeAeHHs 3MiH NpOTAromM 6-Tu micsuiB nicns
KOHTO/Tb cepii) 3aTBEePKEHHS
47. BICOMNPO/IO Tabnetku no 10 mr TOB "TeBa Ykpaina Mepkne 'vbX, Himeyun BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/1728/01/02
N-TEBA no 10 Tabnetok y YkpaiHa" Himeuunna Ha 3MmiHa B ymoBax 36epiraHHs /13, a came gogasaHHs iHopmalii peyenmom
6nicTepi; no 3 abo 5 (BMpOGHNLTBO oo 36epiraHHs B opuriHabHIli ynakoBLji 4151 3aXUCTY Bif
6nicTepiB B KOPOOLL Hepo3gracoBaHOro Bonoru: 36epiratu npu Temneparypi He BuLle 250C B
npoAayKTy, A03BIiN Ha OopuriHaNbHIN yNakoBLi 4151 3aXUCTY Big BOMOrN. 3MiHN BHECEHI B
BUNYCK cepil; IHCTPYKLi0 4151 MeanyHOro 3actocyBaHHA f13 y p. "YmoBu
nepBuHHa Ta 36epiraHHA" 3 BIANOBIAHUMN 3MiHAMW B TEKCTI MapKyBaHHS
BTOPVHHA yNnakoBKa, ynakoBOK. BBeAeHHs 3MiH NpOTAromM 6-Tu micsuis nicns
KOHTO/1b cepiT) 3aTBEpPKEHHSA
48. BILUKNION Tabnetku no 25 mr; BeimxiHr KnTaii BeimxiHr KOHioH KnTaii BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3MiHW | TNy - 3a UA/1736/01/01
no 9 TabneTok y HOHioH dapmacboTikas He3HauHi 3MiHW y 3aTBepAKeHOMY MeToai «aeHTudmkaums. A. peuyenmom
6nicTepi; no 2 PapmacboTi dekTopi MeTopa XMMUYECKOi peakumn», a came: A5 peakwi
6nicTepy B nayi Kaun dekTopi ifeHTuikaLii XpoMOTPONOBOT KUCNOTH KiNlbKiCTb

BUKOPVCTOBYBaHOr0 x/10pochopmy 3miHeHo Big 50 ma fo10 mn,
KiNIbKICTb XPOMOTPOMOBOT KUC/IOTH, iKY A06aBNSAI0Th A0 3aUTULLKY
3MiHeHO 3 5 M1 fo 1 M Ta BUNYy4YeHO Yac peakuii 5-10 xB; 3MiHN

| TMNy - He3HauHa 3MiHa y 3aTBepmKeHOMYy MeTogi
«peHTndmkaums. b. Y®-cnektpodhoToMeTpusi», a came:
BUMpPaB/IeHO NOMWIIKY Y JOBXMHI XBUAi 3 210 HM-360 HM Ha 200
HM-400 HM, WO BiANOBIZA€E AiiCHUM pe3ynbTatam
BUMPOOYBaHHA; 3MiHU | TUNY - HE3HaYHA 3MiHW Y 3aTBEPAKEHOMY
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

meTogi «[pumecu», a came: - BUNPaBIEHO TEXHIYHY NOMUIIKY Y
CneumdikaLii «cyMMa HEM3BECTHbIX MPUMECE» Ha «CyMMa
BCEX NpUMeceii»; - y xpomatorpadiyHmx ymoBax [04aHo
MOX/IMBICTb BUKOPUCTAHHS EKBIBA/IEHTHOT KOMTOHKY; - Yac
aHanisy 3MiHeHo 3 5 pa3 Ha «B 6 pa3 60blUe YeM BpeMS
yAEPXMBaHUSA NKa OCHOBHOrO KOMMOHEHTa», Tak Sk 3a
MEHbLUMWIA Yac Miky He MOXyYTb ByTu IHTerpoBaHi; - y
NpUroTyBaHHi «/ICnbITyeMoro pactsopa» BUNpPaB/eHO
HETOUHICTb Nepeknagy - «OTMepPAT hnbTPAT, KOTOPbIIA
cogepxuT 1 mr/mn Buuuknona B kayecTse MUCMbITYyemMoro
pacTBopa»; - fONOBHEHO MPUrOTYBaHHAM CTaHAAPTHOIO PO3YNHY
[OMILLIOK; - 3MiHU Y po3paxyHKoBKX dhopmynax. Kputepii
NPUAHATHOCTI HE 3MIHWUANCB; 3MiHW | TUNY - HE3HAYHa 3MiHa Y
3aTBepMAXeHoOMy MeTogi «MuKpobronornyeckas yuctoTa», a
camve: BuaaneHo cpasy «lpenapar B yC/OBUSIX UCMbITAHNSA He
061agaeT aHTUMMKPOGHBIM AeCcTBMEM» Tak sK, BigMoBigHO A0
BUMOT EBp. @. Lie BUMaraeTbcs He B KOXXHOMY BMMPOBYBaHHi, a
nvwe Ansa BunpobyBaHHA Ha NPUAATHICTL MeToAy; 3MiHun | Tuny -
He3HauHi 3MiHM y MeToAuLi BUNpobyBaHHS 3a MOKa3HMKOM
«KiflbKicHe BU3HaYeHHs», a came, Y po3yvHi 118 NepeBipku
npuaaTHoCTi XxpoMaTorpagiyHoi CUCTEMM BiAKOPUTOBaHO
KOHLIEHTPALLil0 PO3UMHY; AO0AAHO MOX/IUBICTb HaA@HHS
€KBiBa/IEHTHOI KOJIOHKU; BiIKOPUroBaHO KpUTEpii NPUAHATHOCTI
XpomaTtorpacdiyHoi cuctemu

49,

BO3YNid

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, N0 500
mr; no 14 tabneTtok
y 6nictepi, 2
6nictepn y
KapTOHHI kopo6Lyj;
no 30 TabneTok y
chnakoHi, 1 donakoH
Y KapTOHHIll kopoobLyi;
MapkyBaHHsA
YKpaiHCbKOK MOBOIO.
no 14 tabnetok y
6nictepi 3
MapKyBaHHSIM
iHO3eMHOI0 MOBOIO;
2 6nictepu y
KapTOHHI Kopo6Li 3
MapKyBaHHAM
iHO3EMHOI0 MOBOIO 3i
CTUKEPOM
YKpaiHCbKOH MOBOO

MOAN3EP

ENY. CL. 1.

KOPMOPEW
LLH

CLWA

BVMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib AKOCTi Ta
BWMNYCK Cepil:
Mdpaiizep
MeHtodekuypuHr
[Loliuneng r'v6X,
HimeuumnHa,;
BVMPOGHMLTBO,
KOHTPO/Tb AKOCTI:

Exkcenna 'm6X & Ko.

KI', HimeuunHa

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny -
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI.
3amiHa abo BBeAEeHHA [0AATKOBOI Ai/IbHNLi BUPO6HMLTBA A5
4acTVHY abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
nikapcbKoro 3aco6y (AinbHMLSA, Ha sikili NPoBOAATLCA BYAb-siKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY CEPIil, KOHTPOJIHO SKOCTI,
NepPBUHHOTO Ta BTOPVHHOIO NakyBaHHS, 4151 HECTePUSIbHUX
nikapcbknx 3acobiB) BBeAEHHA 404aTKOBOI BUPOOGHUYOI OYHKLT
BMPOGHMLTBA /13, ANs 3aTBEpAKeHOro BupobHuvka Mdaiisep
MeHtodekuypuHr Joiuneng M'v6X, HimewunHa; logatkoso 6ynm
BHeCeHi OHOBJ/IeHHA fo p.3.2.P.7.1. Ta 3.2.P.7.2. CTOCOBHOHO
3MiHV TOProBoi Ha3BM B ONWCI KOMNOHEHTa 6/1iCTEPHOr0
maTepiany. 3aTBepmxeHo: MNakyBaHHs, KOHTPO/b AKOCTi Ta
BMNYCK cepil; 3anponoHoBaHo: BUPOGHULTBO, NakyBaHHS,
KOHTPO/b SKOCTi Ta BUMYCK cepii.
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHM Y npoueci BUPOOHULITBA TOTOBOIO
NiKapcbKoro 3acoby, BKNOYAKUM NPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETLCS MNPV BUPOOHMLITBI FOTOBOrO MiKApCbKOro 3acoby
(iHLWi 3MiHK)

He3HauyHa 3MiHa y BUpo6HMYoMy npotieci /13 Ha eTani
3MiLyBaHHA. 3MiHy | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa po3Mipy cepii (BkoYatuu

3a
peyenmom

UA/17245/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
Jiana3oH po3Mipy cepii) roToBOro /likapcbkoro 3acoby (iHLwi
3MiHW) -
36inbLeHHs po3mipy cepii 3 100,00 kr go 300,00 kr gns M3,
BWIOTOB/IEHOTO Ha AinbHuLi Mdhaiizep MeHodekuypuHr
[oiuneng TmM6X, HimewunHa. 3MiHn | TUny - 3MiHKU 3 SIKOCTI.
[OTOBWIA NiKapCbKMiA 3aci6. 3MiHW Y BUPOBHULTBI. 3MiHN
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumgikalisx, nig yac BUPO6HMLTBA rOTOBOIO J1iKaPCbKOro
3aco6y (iHLWi 3MiHK) - HE3HAYHA 3MiHA B METO/ji KOHTPOJIt0 Macu
Tabs1eToK y npoueci BUpoOHNLTBA, 30Kpema, 3MiHa KiflbKOCTi
anep TabneTok, ki Big6MpatTbCs ANs aHasi3y (3aTBepKEHO —
10, 3anponoHosaHo — 20).

50. BO3Ynid® TabneTku, BKpUTI NeANIEP CLWA BVMPOGHMLTBO, Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - 3a UA/17245/01/01
nNiBKOBOIO EVY. CI. 1. nakyBaHHs1, Ha 3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. peuyenmom
06010HKOt0, N0 100 KOPTOPEW KOHTPO/Ib SKOCTi Ta 3amiHa abo BBeAEeHHA [0AATKOBOI Ai/bHNLi BUPO6HMLTBA A5
Mr; no 14 tabnetok LIH BWMNYCK Cepil: 4yacTuHM abo BCbOro BUPOGHNYOro nNpoLiecy roToBoro
y 6nictepi; 2 Mdpaiizep nikapcbKoro 3acoby (AinbHWLSA, Ha siKili NPoBOAATLCA BYAb-SiKi
6nictepu y MeHtodekuypuHr BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY CEPIil, KOHTPOJIIO SKOCTI,

KapTOHHI kopo6Lyj; [Hoiuneng MmoéxX, NepBNHHOIO Ta BTOPUHHOIO NakyBaHHs, A1 HECTEPU/TbHUX
no 120 TabneTok y HimeuuunHa; nikapcbknx 3acobiB) BBeAEHHSA 404AaTKOBOT BUPOOGHUYOI dOYHKLT
chnakoHi, 1 donakoH BVMPOGHMLTBO, BMPOGHMLTBA /13, ANs 3aTBEpAKEHOro BUpobHuka Mdaiisep
Y KapTOHHiIll kopoobLyi; KOHTPO/Ib SKOCTI: MeHtodekuypuHr Joiuneng M'veX, HimewunHa; logatkoso 6ynm
MapkyBaHHsA Ekcenna N'm6X & Ko. BHeCeHi OHOBJ/IeHHA fo p.3.2.P.7.1. Ta 3.2.P.7.2. CTOCOBHOHO
YKpaiHCbKOK MOBOIO. K, Himewunna 3MiHV TOProBoi Ha3BW B ONWCi KOMNOHEHTa 61iCTEPHOro
no 14 TabneTtok y maTepianty. 3aTBepmxeHo: MNakyBaHHs, KOHTPO/b AKOCTi Ta
6nictepi 3 BMNYCK cepil; 3anponoHoBaHo: BUPOGHULITBO, NakyBaHHS,
MapKyBaHHAM KOHTPO/b SKOCTi Ta BUMYCK cepii.
iHO3EMHOI0 MOBOIO; 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
2 6nictepu y y BUPOGHULTBI. 3MiHM Y npoueci BUPOOHULITBA TOTOBOIO
KapTOHHI kopobLi 3 NiKapcbKoro 3acoby, BKOHYAUM NPOMIKHUIA NPOAYKT, LLO
MapKyBaHHAM 3aCTOCOBYETHLCSA NPW BUPOGHULTBI FOTOBOTO NiKapCbKOro 3acoby
iHO3eMHO0 MOBOIO 3i (iHLWi 3MiHK)
CTUKEPOM He3HayHa 3MiHa y BUpo6HMYoMy npotieci /13 Ha eTani
YKPaiHCbKOK0 MOBOIO 3MiLyBaHHS. 3MiHv | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepii (BkIoYatouu
AianasoH po3mipy cepii) roTOBOro Nikapcbkoro 3acoby (iHwi
3MiHK) -
36inbLeHHs po3mipy cepii 3 100,00 kr go 300,00 kr ans N3,
BWIOTOB/IEHOTO Ha AinbHuLi Mdhaiizep MeHodekuyprHr
[onuneng Tm6X, HimewunHa. 3MiHn | Tuny - 3MiHKM 3 SKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3MiHM Y BUPOOGHULTBI. 3MiHN
BMNPOGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBEHNX Y
cneumdikauisix, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y (iHLi 3MiHK) - HE3HAYHA 3MiHA B METO/ji KOHTPOJI0 Macu
TabneTokK y npoueci BUPOOHULTBA, 30KpEMa, 3MiHa KiflbKOCTi
anep TabneTok, Ski Big6npatoTbCcsa ANs aHasisy (3aTBepAKEHO —
10, 3anponoHoBaHo — 20).
51. BPOHXO- rpaHynn no 10 ry MpAT Ykpaina MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH [10 peecTpaviiHiX maTtepianis: 3miHu | Tuny - 6e3 UA/8452/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
FPAH neHani; no 1 neHany | "HauioHanb lomeonaTuyHa 3MiHM Woa0 6e3nekn/ethekTMBHOCTI Ta hapMakoHarisay. peyenma
B nayuiabono 10 r Ha Cninka" BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
y donakoHi 3 Fomeonatuy thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux npo cuctemy
KpuLwkoto; mo 1 Ha Cninka" thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0co6w, BiANOBIAA/IbHOI
dhnakoHy 3 KpULLIKOKO 3a 3ificHeHHs dhapmakoHarnsay; KOHTakTHoi ocobu 3
B NauLj 3 KapToHy thapmakoHarnsgy 3asBHUKa AN 3ailicHeHHs hapMakoHarnagy B
YkpaiHi, SIKLLO BOHa BigMiHHA Bif YNOBHOBaXKEHOT 0co6Mu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkouvawum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBA&XEHOI 0CO6M 3as1BHMKA, BiAnoBiga/ibHOT 3a
3pilicHeHeHs hapmakoHarnagy
52. BPYMNEHEM MOPOLLIOK ANt Bpykc IHAis Bpykc Jlaboparopic IHAjsA BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny - 3a UA/17827/01/01
500 pO34uHy ons Na6opatopi Nimitep 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO peuyenmom
iH'ekuin, no 500 ¢ Nivitepq, nikapceKoro 3acoby. 3miHa napameTpiB cneundikauii Ta/abo
mr/500 wmr, 1 donakoH [ONYCTUMKX MEX FOTOBOrO /iKapCbKOro 3acoby (BUyYeHHs
3 MOPOLLKOM Y He3Ha4yHOro MokasHuka (Hanpuknag 3acTapifioro NokasHuka,
KapTOHHI Kopobui Takoro Sk 3anax Ta cMak, abo igeHTudikauiss 6apBHVIKIB 4m
CMakoBUX A06aBOK)) - BUNyYeHHs 3i cneyudikauii M3
NokasHuKiB SKOCTi «CepeHsi Maca BMICTY KOHTeliHepa» Ta
«OfHOPIAHICTb Macy BMICTY KOHTEiHepa», 3a HasiBHOCTI
3aTBEPAKEHOr0 NoKasHuka «OAHOPIAHICTb [J030BaHNX OAVHNLb»
USP <905>.
53. BY®OMIKC NMopoLUOK AN OpioH ®iHnaHgia | OpioH KopropelwH | ®iHAaHA, BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/14855/01/01
IBIXENNEP iHranauin 160 Kopnopeiiw in 3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsgy. 3miHm peyenmom
MKr/4,5 MKr/no3a no H Y KOPOTKilAi XapaKTepucTuL,i slikapcbKoro 3acoby, TeKcTi

60 go3 a6o 120 gos3
B iHransaTopi i3
3aXMCHUM
KOBNa4koMm y
namiHoBaHoMy
naketi, no 1
namiHoBaHoMy
nakeTy B KapPTOHHIi
Kopobui; no 60 o3
ab6o 120 fo3 B
iHranaTopi i3
3aXMCHUM
KOBNa4koMm y
namiHoBaHoOMy
naketi, no 1
namiHoBaHoMy
nakeTy Ta
3aXMCHOMY
KOHTeliHepy Ans
iHranaTopa B

MapKyBaHHS Ta iHCTPYKUiT 418 MEeANYHOro 3aCTOCYBaHHS
reHepuYHuX/ribpnaHnx/6ionodibHNX nikapcbkmx 3aco6is nicns
BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar (3mMiHa He
noTpebye HafaHHS XOL4HVUX HOBMX A0AATKOBUX AaHNX) 3MiHU
BHECEHi [0 iHCTPYKLiT 4158 MeNYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ain "MNokasaHHs"

Ta po3ginn "dapmakotTepaneBTnyHa rpyna”, "®apmakonoriyHi
BacTMBocCTi", "B3aeMogis 3 iHLIMMM NikapcbKMK 3acobamu Ta
iHWi BMAW B3aemogiin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHSA y Nepiog BariTHOCTI abo roAyBaHHs rpyaar”,
"3paTHICTb BNAMBATU Ha LWBUAKICTL peakuii Npy kepyBaHHi
aBTOTPaHCMNOPTOM abo iHWMMK MexaHidmamu', "Cnocié
3acTocyBaHHs Ta go3u", "[itn", "MobiuHi peakwii" BignoBigHO A0
iHchopmawii pedhepeHTHOro nikapcbkoro 3acoby CUMBIKOPT
TYPBYXAJIEP (nopoluok ans iHransuiid, nososanuii, no 160
MKr/4,5 MKr/go3a). BBegeHHs 3MiH NpOTAroM 6-Tu micsuiB nicns
3aTBepKeHHS. 3MiHu | Tuny - 3MiHK WoA0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu) 3MiHK
BHECEHI A0 IHCTPYKLiT 4718 MeANYHOro 3acToCyBaHHSA
NiKapcbKoro 3acoby y po3ain "B3aemogis 3 iHWMMKW NiKapCbKUMmn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KapTOHHI KopoobLi 3aco6amMu Ta iHLWi BUAW B3aEMOAii" BignNoBigHO O OHOB/IEHNX
AaHuX LWwoao 6e3neku Ailoyoi peyoBuHW. BeedeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHK | Tvny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) 3MiHW BHECEHi [0 iIHCTPYKUi AN1A MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu "OcobnmnsocTi
3actocyBaHHs", "lNo6iyHi peakuii” BiANOBIAHO 4O OHOBNEHNX
JaHuX LWoao 6e3neku Ajto4oi peyoBrHM.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALLIB Nicia 3aTBEPAKEHHS
54. BY®POMIKC MOPOLLIOK ANt OpioH ®iHnAHgia | OpioH KopropeiwH | ®iHAaHA, BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/14855/01/01
IBIXENNIEP iHransuin 160 KopnopeiiLu is 3MiHM LWoao 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnagy. 3MiHu peuyenmom
MKr/4,5 MKr/go3a no H Y KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
60 no3 abo 120 o3 MapKyBaHHS Ta iHCTPYKUIiT 418 MEeANYHOro 3aCTOCYBaHHS
B IHransaTopi 3 reHepuYHMX/TibpraHNX/6ionoaibHNX Nikapcbkmx 3aco6iB nicns
3aXMCHUM BHECEHHS TiEl caMoi 3MiHW Ha pediepeHTHUIA Npenapar (3miHa He
KOBMaYKoM y noTpebye HafaHHs XXOAHNX HOBUX AOAATKOBMX AaHUX) - 3MiHU
namiHoBaHoOMy BHECeHI A0 IHCTPYKLii ANA MeAUYHOro 3aCTOCyBaHHs
nakeTi, no 1 niKapcbKoro 3acoby y po3aim "OcobanBOoCTi 3aCTOCyBaHHA",
namiHoBaHoMy "Cnoci6 3acTocyBaHHS Ta fo3un" BignoBigHO A0 iHdopmauii
nakeTy B KapTOHHii pedrepeHTHOro nikapcbkoro 3acoby CUMBIKOPT TYPBYXANIEP
Kopo6ui; no 60 go3 (nopowwok ans iHransuiin, fososaxHuii, no 160 Mkr/4,5 mkr/no3a).
a60 120 po3 B BBefeHHS 3MiH NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPAXEHHS
iHranaTopi 3
3aXMCHUM
KOBMaYKoM y
namiHoBaHoOMy
naketi, no 1
namiHoBaHoMy
nakeTy Ta
3axMCcCHOMY
KOHTEliHepy Ans
iHranaTopa B
KapTOHHI/ Kopobui
55. BY®OMIKC NopoLIoK AN OpioH ®iHnaAHgia | OpioH KoprnopeWwH | ®iHAAHA, BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/14855/01/01
IBIXENNEP iHransuin 160 KopnopeiiL is 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta thapmakoHarnsgy. 3MiHa peuyenmom
MKr/4,5 MKr/go3a no H Y KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TekcTi

60 go3 a6o 120 o3
B iHransaTopi 3
3aXMCHUM
KOBMaYKoM y
namiHoBaHoOMy
naketi, no 1
namiHoBaHoOMy
nakeTy B KapTOHHIi
Kopo6ui; no 60 o3
a6o 120 po3 B
iHranaTopi 3
3aXMCHUM

MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHO OHOBJ/IHOBAHOIO 3BiTY 3 6e3neKkun NiKapcbkoro
3acoby, abo AoC/iAKeHb 3 6e3MeKn 3aCTOCYBaHHS NiKapCbKoro
3acoby B nicnapeecTpauiliHuii nepios, abo Sk pe3ynbTaT OLiHKK

3BiTY 3 AOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NAaHy
neaiatpnyHux gocnimpkeHs (PIP) (3MiHy y3rokeHo 3
KOMNETEHTHUM YNOBHOBA)XXEHWM OPraHoMm) - 3MiHW BHECEeHi [0
IHCTPYKUII 418 MeQUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
po3gain "Mo6iuHi peakwii" BiNOBigHO 4O OHOBEHOI iHchopMmaLii
Loao 6e3nekun Aitoyoi pevoBUHN
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KOBMaykoM y
namiHoBaHoOMy
naketi, no 1
namiHoBaHoMy
nakeTy Ta
3axMCcCHOMY
KOHTEliHepy Ans
iHranaTopa B
KapTOHHI KOpo6Li
56. BA3OHIT Tabnetku petapa, TOB "bayw YkpaiHa .. ®apma M'm6X, ABCTpist BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/8138/01/01
BKPWTiI 060/10HKOIO, Xenc" AscTpisi; ['.J1. dapma 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom
no 600 mr, no 10 'M6X, ABCTpis BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
Tabnetok y 6nictepi, (BignoBigansHuii 3a thapmakoHarnagy (BBeAEHHS y3arasibHeHVX faHux Npo cUcTemy
no 2 6nictepu B BUNYCK cepil) thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
KOpo6L,i 3 KapTOHY 3a 3ilicHeHHs hapmakoHarasgy; KOHTakTHoOi 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicCHeHHA ddapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkayaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHoi 0cobu
3asBHVIKa, BigNoBiganbHOT 3a hapmakoHarnsg,
MponoHoBaHa pepakuis: bBapmiHa MaHHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX [laHNX YMOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnisg. 3miHa Homepa macTep-
dhaiina cucteMu chapmakoHarnsgy
57. BAKUVHA NMOPOLLOK Ta "BIOMEA- Monbwa "BIOMEA-NKOBIH" | MonbLia BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/14884/01/01
ansa PO3UYUHHWK 418 NHOBNIH" ButBypHS CypoBil, i 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy - peyenmom
MPO®INTAKT npuroTyBaHHsA ButBypHA LleniioHek Cnynka OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JlikapCbKoro 3acoby 3
KU cycneHsii ansa Cyposiy, i AkuwiiHa, Monblua BHECEHHSAM iHGhopMaLLil LLOA0 3a3HAYEHHS OAVNHULD
TYBEPKY/b BHYTPILLIHbOLLKIPHMX LLleninoHek (BMPOGHWMK BMMIipIOBaHHA y cucteMi Sl. BHeceHHs iHghopMauii Wwoao
O3Y XUBA, iH'ekuji, no 0,5 mr Cnynka BaKUWHN); 3a3HayvYeHHs O4MHMLb BUMIPIOBaHb Y cucTeMi Sl 'y TekcTi
CYXA BLK (10 po3), N0 5 AkumnitHa NMOJIb®APMA C.A. MapKyBaHHS JlikapcbKoro 3acoby. 3MiHu 4o po3ainy
10 amnys 3 NOPOLLKOM dapmacbloTikan «MAPKYBAHHSA» MK4A. 3anponoHosaHo: Po3gin
Tano5amnyn Bopkce, Monblya «MapkyBaHHs». 3rigHO 3aTBEPKEHOT0 TEKCTY MapKyBaHHS
PO34MHHMKA N0 1 M (BMPOGHUMK
(i3oToHIYHOTO PO3UYMHHIKA)
PO34MHY HaTpI0
xnopugy) y
KapTOHHI/ Kopobui
58. BAJIMICAP H | Tabnetku, BKpuTI Makneogc IHais Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/17127/01/01
nNiBKOBOIO ®PapmacbioT PapmacboTuKanc 3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peyenmom
060/10HKOI0, MO nKasic Niviteq BHECEHHS 3MiHM [0 po3ainy «MapkyBaHHa» MKA N3:
80/12,5 wr, no 90 Nimiten 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TeKCTy

TabneTok y prakoHi,
no 1 chnakoHy y
KapTOHHI KopobLyj;
no 10 TabneTtok y
6nicTepi; no 3 abo 9

MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHSA ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmauil WoA0 3a3HaYEHHS
O4VHWLb BMMIpOBaHHSA y cuctemi Sl. BBeagHHSA 3MiH MPOTSAroM
6-TV MICALLIB MiCNA 3aTBEPKEHHSA




57

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
6nictepiB y
KapTOHHI Kopoo6Li
59. BAJIMICAP H | Tabnetku, BKpuUTI Makneogc IHAiA Makneopc IHAisa BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3miHu | Tuny - 3a UA/17127/01/02
N1iBKOBOO dapmacbioT dapmacbloTrkanc 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
060/10HKOI0, MO nKasnc Nimitep BHECEHHS 3MiHM [0 po3ainy «MapkyBaHHA» MKA N3:
160/12,5 wmr, no 90 NimiTeq 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
TabneTok y hnakoHi, MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
no 1 cpnakony y NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii WoA0 3a3HaYEHHS
KapTOHHI Kopo6Lyj; OAVHWLb BMMIpOBaHHA Y cuctemi Sl. BBegeHHS 3MiH NpoTArom
no 10 Tabnetok y 6-TV MiCALIB MiC/1A 3aTBEPAXKEHHS
6nictepi; no 3 a6o 9
6nictepiB y
KapPTOHHIi KOpooOLii
60. BAJIMICAP H | Tabnetku, BKpUTi Makneogc IHais Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/17127/01/03
NAiBKOBOIO PapmacbioT PapmacboTuKanc 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta thapmakoHarnsgy - peyenmom
060/10HKOI0, N0 nKasnc Nimitep BHECEHHS 3MiHN [0 po3ainy «MapkyBaHHA» MKA N13:
160/25 wmr, no 90 Nimiten 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TEKCTY
TabneTok y prakoHi, MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBKU
no 1 cpnakony y nikapcbKoro 3acoby 3 BHECEHHSM iHthopMalii LLoAo 3a3HauYeHHst
KapTOHHI KopobLyj; OAVHWLB BUMIPIOBaHHSA y cuctemi Sl. BBeeHHS1 3MiH NpoTArom
no 10 Tabnetok y 6-TV1 MiCALLIB MiCNSA 3aTBEPAXKEHHS
6nicTepi; no 3 abo 9
6nictepiB y
KapTOHHI/ Kopobui
61. BAJIMICAP H | Tabnetku, BKpUTI Makneogc IHais Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/17127/01/04
nNiBKOBOIO ®apmacbioT PapmacboTuKanc 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy - peyenmom
060/10HKOI0, MO nKasic Nimiteq BHECEHHS 3MiHM 0 po3ainy «MapkyBaHHa» MKA N3:
320/12,5 mr, no 90 Nimiten 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TeKCTy
TabneTok y prakoHi, MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKu
no 1 chnakoHy y NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmauil WoA0 3a3HaYEeHHS
KapTOHHI KopobLyj; O[VHWLB BUMIPIOBaHHSA y cucteMi Sl. BBeieHHs1 3MiH NpoTAromM
no 10 TabneTok y 6-TV MICALLIB MiCNA 3aTBEPIKEHHSA
6nicTepi; no 3 abo 9
6nicTepiB y
KapTOHHI KOpo6Li
62. BAJIMICAP H | Tabnetku, BKpuTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpavyjiiiHix maTtepianis: 3mMiHu | Tuny - 3a UA/17127/01/05
nNiBKOBOO dapmacbioT PapmacbloTUKanc 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peyenmom
060/10HKOI0, NO nKasc Nimiteq, BHECEHHS 3MiHM [0 po3ainy «MapkyBaHHA» MKA N3:
320/25 wr, no 90 Nimiteq 3anponoHoBaHo: MAPKYBAHHSA 3rifHO 3aTBEPAXKEHOrO TEKCTY
TabneTok y anakoHi, MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHSA ynakoBKu
no 1 donakoHy y NiKapcbKoro 3acoby 3 BHECEHHAM iHthopmalii LLoA0 3a3HavYeHHs
KapTOHHI kopo6Lyj; O4VHWLb BMMIpOBaHHA y cuctemi Sl. BBeaeHHA 3MiH MPOTAroM
no 10 TabneTtok y 6-TU MicAUIB NicNA 3aTBEPKEHHS
6nictepi; no 3 a6o 9
6nictepiB y
KapTOHHI Kopoo6Li
63. BAnoAain TabneTkun, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHi BHECEHHS 3MiH [0 peecTpavliiiHux maTtepianis: 3miHu | Tuny - 3a UA/14358/01/01
NNiBKOBOIO HoBo mecTo MecTo, C/ioBeHist s/ 3MiHM 3 AKOCTI. [0TOBWIA JliKapPCbKMii 3aci6. 3MiHW Y BUPOBHULTBI. peuyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
06010HKO0 No 5 (BMPOGHMLTBO “in XopsarTi 3miHa po3Mipy cepii (BK/llo4akoum gianasoH po3mipy cepii)
Mr/160 mr no 7 bulk”, nepBuHHe Ta A roTOBOrO Jlikapcbkoro 3acoby (36inblueHHst ao 10 pasiB
Tabnetok y 6nictepi, BTOPUHHE MOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM) - 36i/bLUEHHA PO3MIpY
no 2, no 4, no 8 abo nakyBaHHs, cepii fo 1920000 TabneTtok. KopuryBaHHs po3giny cknag Ha
no 14 6nictepis y KOHTPO/1b Ta BUMYCK cepito
KapTOHHIlA KOpo6L; cepii); KPKA, g.4.,
no 10 Tabnetok y HoBo mecTo,
6nictepi, no 3, no 6, CnoBeHis
no 9 aéo no 10 (BignoBifanbHWiA 3a
6nictepiB y KOHTpPO/b cepii);
KapTOHHilA KopooLi KPKA-®apma g.0.0.,
Xopsaris
(BignoBiganbHuii 3a
BMPOBHULTBO “in
bulk”, nepsuHHe
nakyBaHHS Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib cepii)
64. BAJICAPTAH | Tabnetku, BKpUTI TOB "TeBa Ykpaina AkTasic T4, ManbTta/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/5743/01/01
H-TEBA nNiBKOBOIO Ykpaina" ManbTa; Bonrapi noAaHHs OHOB/IEHOrO cepTuddikarta BignoBigHOCTI €EBPONENChKii peyenmom
obonoHkoto, no 80 BankaHdapma- A hapmakonei Ne R1-CEP 2010-072-Rev 01 ans gito4oi peyoBuHM
mr/12,5wmr, no 10 OynHunus AT, BasicapTaHy Bif BXe 3aTBepKEeHOro BUpobHuKa Zhejiang
TabneTtok y 6nictepi; Bonrapis Huahai Pharmaceutical Co., Ltd, China, sik Hacnigok BHECEHHI
no 3 a6o 9 6nictepis HaCTYMHi 3MiHW: -3aNPOMNOHOBAHO PO3/i/IbHY ONTUMI3aLlito
Y KapTOHHIli kopobLi npouecy ANs MiHiMi3auii pu3nkiB yTBOpeHHs N-HITpo3aMiHiB; -
AofaHo KoHTposb gomiwok NDMA ta NDEA gns gitoyoi
pevoBuHM BancapTaH 3 mexamu He 6inbwe 0,300 ppm Ta He
6inbLlue 0,082 ppm BigNOBIAHO; - 4OAAHO PYTUHHWIA KOHTPO/Tb
HaTpilo asugy 4N 4ilodoi peyoBnHN BasicapTaH 3 mMexamy He
6inbLlue 4,7 ppm
65. BAJICAPTAH | Tabnetku, BKpUTI TOB "TeBa Ykpaina AkTasic N1TA, ManbTta/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/5743/01/02
H-TEBA NAiBKOBOIO Ykpaina" ManbTa; Bonrapi nofaHHs OHOB/IEHOTO cepTudiikarta BignNoBigHOCTI €EBPONENChKii peyenmom
060n0HkKot0, No 160 BankaHdapma- A thapmakonei Ne R1-CEP 2010-072-Rev 01 ans gjito4oi pevyoBuHU
mr/25 mr, no 10 OynHunus AT, BasicapTaHy Bif BXe 3aTBEpPKEHOro BUpobHuKa Zhejiang
TabneTtok y 6nictepi; Bonrapis Huahai Pharmaceutical Co., Ltd, China, sik Hacnigok BHECEHHI
no 3 a6o 9 6nicTepis HaCTYMHi 3MiHW: -3aMpPONOHOBAHO PO3J4i/ibHY ONTUMI3aL,il0
Y KapTOHHili kopobLyi npouecy ANs MiHiMi3auii pu3nkiB yTBopeHHs N-HITpo3aMiHiB; -
AofaHo KoHTposb gomiwok NDMA ta NDEA gns gitoyoi
pevoBuHM BancapTaH 3 mexamu He 6inbwe 0,300 ppm Ta He
6inble 0,082 ppm BigNOBIAHO; - A4OAAHO PYTUHHWIA KOHTPO/Tb
HaTpilo asugy 4N 4ilodoi peyoBnHN BasicapTaH 3 Mexamu He
6inblue 4,7 ppm
66. BAJICAPTAH | Tabnetku, BKpUTI TOB "TeBa YkpaiHa Axrtasic NTA, ManbTa/ BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3mMiHW | TNy - 3a UA/5744/01/01
H-TEBA NAiBKOBOIO YkpaiHa" ManbTa; Bonrapi noAaHHs OHOBJ/IEHOTO cepTudiikarta BignoBigHOCTI €EBPONENChKii peuyenmom
060/10HKOH0, N0 160 BankaHdapma- A thapmakonei Ne R1-CEP 2010-072-Rev 01 ans Aito4oi pe4oBrHM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
mr/12,5 wr, no 10 OynHuus AT, Ba/icapTaHy Bif, BXe 3aTBepA)KeHoro BUpo6Huka Zhejiang
Tabnetok y 6nictepi; Bonrapis Huahai Pharmaceutical Co., Ltd, China, ik Hacnigok BHECEHHI
no 3 a6o 9 6nictepis HacTyMHi 3MiHW: - 3aNpPOMNOHOBAHO PO3Ai/IbHY ONTUMI3aLito
Y KapTOHHIli kopoobLi npouecy Ans MiHiMi3auii pu3vkiB yTBopeHHs N-HIiTpo3amiHiB; -
pofaHo KoHTponb fomiwok NDMA ta NDEA ans gitoyoi
peyoBuHM BancapTaH 3 mexamu He binbwe 0,300 ppm Ta He
6inbLe 0,082 ppm BigNOBIAHO; - 4OAAHO PYTUHHWIA KOHTPOTb
HaTpilo asuay AN 4ilo4oi pevyoBMHW BancapTaH 3 mexamu He
6inblue 4,7 ppm
67. BAJICAPTAH | Tabnetku, BKpUTI TOB "TeBa YkpaiHa AxTasic NTA, ManbTa/ BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/5744/01/02
H-TEBA nNiBKOBOIO YkpaiHa" ManbTa; Bonrapi noAaHHs OHOBJIEHOTO cepTudpikaTa BignoBigHOCTI EBponeiichkiii peuyenmom
060n0HkKot0, No 320 BankaHtapwva- A tapmaxonei Ne R1-CEP 2010-072-Rev 01 ans gito4oi peyoBuHu
mr/25 mr, no 10 OynHuus AT, Ba/icapTaHy Bif, BXe 3aTBepA)KeHoro BUupobHuka Zhejiang
Tabnetok y 6nictepi; Bonrapis Huahai Pharmaceutical Co., Ltd, China, sik Hacnigok BHECEHHI
no 3 abo 9 6nictepis HacTyMHi 3MiHW: - 3aNpPOMOHOBAHO PO3Ai/IbHY ONTUMI3aLlito
Y KapTOHHIli kopobLi npouecy Ans MiHiMi3awii pu3vkiB yTBopeHHs N-HIiTpo3amiHiB; -
pofaHo KoHTponb fomiwok NDMA ta NDEA ans gitoyoi
peyoBuHM BancapTaH 3 mexamu He 6inbwe 0,300 ppm Ta He
6inble 0,082 ppm BigNOBIAHO; - 4OAAHO PYTUHHWIA KOHTPOTb
HaTpilo asuay AN A4ilo4oi pevyoBMHM BancaptaH 3 mexamu He
6inbLue 4,7 ppm
68. BAJICAPTAH | Tabnetku, BKpUTI TOB "TeBa Ykpaina AkTasic T4, ManbTta/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/8900/01/01
H-TEBA nNiBKOBOIO YkpaiHa" ManbTa; Bonrapi noAaHHs OHOBJIEHOTO cepTudpikaTa BignoBigHOCTI EBponeiichkiii peuyenmom
o060n0Hkot0, no 320 BankaHndapma A hapmakonei Ne R1-CEP 2010-072-Rev 01 ans gito4oi peyoBuHu
mr/12,5 wr; no 10 OynHunus AT, Ba/icapTaHy Bif, BXe 3aTBepAKeHoro BUpo6Huka Zhejiang
Tabnetok y 6nictepi; Bonrapis Huahai Pharmaceutical Co., Ltd, China, sik Hacnigok BHECEHHI
no 3 a6o 9 6nictepis HaCTYMHi 3MiHW: - 3aNPOMOHOBAHO PO3Ai/IbHY ONTUMI3aLlito
Y KapTOHHiIli kopobui npouecy ANs MiHiMi3auii pu3nkiB yTBopeHHs N-HITpo3aMmiHiB; -
[ofaHo KoHTponb fomiwok NDMA ta NDEA gns gitoyoi
peyoBuHM BancapTaH 3 mexamu He 6inbwe 0,300 ppm Ta He
6inbLle 0,082 ppm BigNOBIAHO; - 4OAAHO PYTUHHWIA KOHTPO/Tb
HaTpilo asuay AN A4ilo4oi pevyoBMHM BancaptaH 3 mexamun He
6inbLue 4,7 ppm
69. BAHATEKC TabneTku, BKpUTI dapmanesT Monbwa dapmaLeBTUYHNIA MonbLia BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/12839/01/03
KOMBI nNiBKOBOIO WNYHWIA 3aBOf, 3aBof 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO peyenmom
060/10HKOI0, M0 160 "MOJIb®AP "MONb®APMA" niKkapcbKoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS rOTOBOro
Mmr/25 mr; no 14 MA" C.A. C.A. nikapcbKoro 3acoby (iHLWi 3MiHM y MeToax BUNpo6yBaHb

TabneTtok y 6nictepi;
no 2 6nictepn 'y
KapTOHHIlA KopooLi

(Bkntovaroun 3aMiHy abo [OMOBHEHHS)) - BHECEHHS 3MiH 1O
MeToay BunpobyBaHHs (BEPX) /13 3a nokasHunkom "CynyTHi
[OMiLLKK", 30KpeMa: He3HauHi 3MiHW B p. AnapaTtypa Ta yMoB#
BUNPOGYBaHHs, p. MNepeBipka xpomartorpadivyHoi cuctemu Ta B

p. IHTepnpenarauis pe3ynbTaTiB; 3MiH/ B PO3paxyHKOBUX
chopMynax; He3HayHi peaakuiliHi npaBku. BBeaeHHs 3MiH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
NpPOTArom 6-TU MiCALIB MiCNA 3aTBEPMKEHHS
70. BAHATEKC TabneTtku, BKPUTI dapmaLesT Monbwa dapmaleBTUYHNIA MonbLa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/12839/01/02
KOMBI nNiBKOBOIO N4YHWIA 3aBOS 3aBof 3MiHM 3 AKOCTIi. F0TOBMIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO peyenmom
obonoHkoto, no 80 "MONb®AP "MONIbGAPMA" nikapcbkoro 3acoby. 3MiHa y MeToAax BUNpPoGyBaHHS roTOBOrO
mr/12,5 mr no 14 MA" C.A. C.A. niKkapcbKoro 3acoby (iHwWi 3MiHM y MeTogax BUNpobyBaHb
Tabnetok y 6nictepi, (Bkntovaroun 3aMiHy abo [OMOBHEHHS)) - BHECEHHS 3MiH [0
no 2 6nictepu y MeTtopy BunpobyBaHHs (BEPX) /13 3a nokasHukom "CynyTHi
KapTOHHIlA KOpooLi [OOMILLKK", 30KpeMa: He3HauHi 3MiHM B p. Anapatypa Ta yMoBu
BMNPOGYBaHHs, p. MNepeBipka xpomartorpadivyHoi cuctemn Ta B
p. IHTepnpenaTtauis pesynbTartis; 3MiHW B PO3PaxyHKOBUX
hopmynax; He3HauHi pefakLiiiHi npaBkn. BBegeHHs 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMXKEHHS
71. BAHATEKC TabneTku, BKpUTI dapmanesT Monbwa dapmaLeBTUYHNI MonbLia BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/12839/01/01
KOMBI nNiBKOBOIO WYHWIA 3aBOf, 3aB0[, BHECEHHS 3MiH A0 MeToay BunpobysaHHs (BEPX) '3 3a peuyenmom
ob6onoHkoto, 160 "MOJNIb®AP "MONb®APMA" nokasHukoM "CynyTHi JOMILLKK", 30KpeMa: HE3HAUHI 3MiHM B p.
mr/12,5 wr; no 14 MA" C.A. C.A. AnapaTypa Ta ymMOBM BUNPOGyBaHHS, p. MNepeBipka
TabneTtok y 6nictepi; XpomatorpadivHoi cuctemu Ta B p. IHTepnpenarauis
no 2 6nictepu y pe3ynbTaTiB; 3MiHM B pO3paxyHKOBUX (hOpPMy/iax; He3HauHi
KapTOHHIA KopoobLi peakuiiiHi npaBku. BBeeHHSA 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS
72. BEHOKOP PO3YMH O/151 iH EKUiA, MpuBaTHe Ykpaina MpuBaTHe YkpaiHa 3MiHKM | TURY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta 3a UA/14785/01/01
50 mr/mn no 2 mn B akuioHepHe akuioHepHe thapmakoHarnagy - 3miHu y posgini «MAPKYBAHHSA». peyernmom
amnyni; no 10 amnyn | TOBapuUCTBO TOBapuUCTBO MponoHoBaHa pepakuis: MAPKYBAHHSA BignosigHo fo
B Nauuj 3 KAPTOHY; "Jlekxim- "JlekxiMm-XapkiB" 3aTBEPKEHOro TEKCTY MapkyBaHHSA. OHOBJ/IEHHSI TEKCTY
no 2 Mn B amny”ni; Xapkis" MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3 BHECEHHAM
no 5 amnyn B iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y CUCTEMI
6nictepi; no 2 Sl. BBeAEHHSI 3MiH MPOTAroM 3-X MiCSILiB MiC/si 3aTBEPAKEHHSI
6nicTepn y nauui 3
KapToHy; Mo 5 MmN B
amnyni; no 5 amnyn
B MauLi 3 KapTOHY;
no 5 mn B amnyni;
no 5 amnyn B
6nicTepi, no 1
6nictepy y nauui 3
KapTOHY; N0 2 MN
a6o 5 mn B amnyni;
no 100 amnyn B
nayui 3 KApTOHY
73. BEPMOKC Tabnetku no 100 mr BAT YropwmHa 'epeoH Pixtep PymyHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | TNy - 3a UA/7363/01/01
no 6 TabneTok y "l'epeoH PymyHia A.T., Yropuu 3MiHn Wwopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHLwi peyenmom
6nicTepi; no 1 PixTep" PymyHis Ha 3MiHW)
6nictepy B [04aTKOBWiA 3MiHV BHECEHO B IHCTPYKLiI0 AN MEAUYHOro 3aCTOCyBaHHA
KapTOHHIiA ynakoBLi BMPOGHMUK, nikapcbKoro 3acoby Ao po3giny "OcobaMBOCTi 3acTOCyBaHHS"
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BignoBigabHWi 3a
BUNYyCK cepil,
0hopMIEHHS

cepTuduikaTy sIKOCTi:
BAT "TeneoH
PixTep", YropwuHa

(monoBHEHO 6€e3MeKoi0 3aCTOCYBaHHS AOMOMDKHUX PEYOBWH).
BBefeHHs 3MiH NpoTAroM 3-x MicsiLiB NiCNsA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUYHUX NOKa3aHHAX
(BVNYyYEHHSI TepaneBTUYHOTO NOKa3aHHS)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao po3ainis "lMokasaHHA" (BUMTyYEHO
CTPOHTiNOif03, TeHio3) Ta "Cnocib 3acTocyBaHHA Ta 403"
(yTOouYHEHHs iHthbopma,ii). BBeAeHHS 3MiH NpoTArom 3-x MicAuiB
nicns 3aTBepKeHHs.
3MiHu 1l TUny - 3MiHK Woa0 6e3nekn/ethekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHM y KOpOoTKili XapaKTepucTuL| NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iIHCTPYKLi 415 MegnyHoro
3aCTOCyBaHHS Yy 3B'A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
OOKAIHIYHUMU, KNIHIYHUMW JaHUMK Ta faHnMu 3
hapmakoHarnsgy - 3mMiHV BHECEHO B iHCTPYKLO 4719 MEANYHOTO
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis "®apmMakonorivHi
BnactueocTi", "MpoTunokasaHHA", "Ocob6aMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnocib 3acTocyBaHHsA Ta fo3un", "Mo6iuHi peakuii”. BBeaeHHsA
3MiH NPOTAroM 3-X MicALiB Nicns 3aTBEPAKEHHS.

74.

BEC-HOPMA

rpaHynun, no 10 ry
neHani
nonimepHomy; no 1
neHany B nauvuj 3
KapToHy

MpAT
"HauioHanb
Ha
[omeonaTtuny
Ha Cninka"

YKpaiHa

MpAT "HauioHanbHa
[omeonaTuyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHux npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 3ilicHeHHs hapMakoHarsgy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicHeHHA dpapmakoHarnsgy B
YKpaiHi, AKLL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkyaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifMnoBiAa/IbHOT 3a
3pificHeHeHs dhapmakoHarnsagy

6e3
peyenma

UA/3812/01/01

75.

BIPOMIN

TabneTtku, BKPUTI
nNiBKOBOO
o6onoHkoto, no 50
Mr/300 mr/300 mr; no
30 TabneTok y
n1acTMKoBOMY
dhnakoHi, Lo
MiCTUTb KOHTEHep 3
cunikarenem; no 1
n1acTMKOBOMY
donakoHy y
KapTOHHIA KopoobLi

Emkyp
dapmachbHoTi
kasic JiTg,

IHais

Emkyp
dapmacbroTikasnc
nra

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/eddeKTNBHOCTI Ta hapMakoHariagy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHUX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHux npo cucTemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXXeHOI 0co6U, BigNoBigaIbHOT
3a 3fiicHeHHs dhapmakoHarnsay; KOHTakTHOi 0cobm 3
thapmakoHarnsgy 3asBHuKa ana 3aiicHeHHs hapMakoHarnagy B
YkpaiHi, KLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0CobMu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkuvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemn hapMakoHarnsigy) - 3MiHa ynoBHOBaXKeHOT 0Co6u
3asBHVIKa, BifnoBigasIbHOT 3a hapmakoHarnsag.
MponoHoBaHa pepaakuis: Dr. Neha Vala. 3MiHa KOHTaKTHUX

3a
peyenmom

UA/18178/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[aHVX YNOBHOB&XEHOI 0C06M 3asBHMKa, BifnoBiganbHOT 3a
hapmakoHarnsag

76.

BIPMNAC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 90
Mr/400 wmr; no 28
TabneTok y priakoHi,
no 1 cpnakony y
KapTOHHI Kopoobui

Crpaiac
Papma

CaileHc
Nimiteq

IHais

CTPAVAC ®APMA
CAMEHC NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3miHu | Tuny -
3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy -
OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
BHECEHHAM iHthopmav,ii LWOoA0 3a3HaYEHHA OAUHULb
BMMIpIOBaHHSA Y cuctemi Sl. BHeceHHst 3mMiHn [0 po3giny
«MapkyBaHHs» MKS /13: 3anponoHoBaHo: 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsiB nicns 3aTBepAkKeHHS

3a
peyerimom

UA/17052/01/01

77.

BIDEH],

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, MO 200
Mr 10 7 TabneTok y
6nictepi; no 2
6nictepy B
KapTOHHIlA KopooLi

MNOANIEP
IHK.

CLIA

Mdpaiizep ITanis
C.p.n., ITania
(BpOGHNLTBO

npenaparty in bulk,
KOHTPO/1b SIKOCTi Npu
BUMYCKY, NaKyBaHHS,

KOHTPONb SIKOCTI
(cTabinbHicTb),

BUNycK cepii); P-

dapm JxepmaHi

m6X, HimeuunHa

(B1pOGHNLTBO

npenaparty in bulk,
KOHTPO/1b SIKOCTi Npu
BUMYCKY, NaKyBaHHS,

KOHTPONb SIKOCTI
(cTabinbHicTb),
BUMYCK cepii )

ITania/
Himeuyun
Ha

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHW WoA0 6e3nekn/edpeKTNBHOCTI Ta hapMakoHariagy.
BBeieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnx npo cucTemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXXeHOI 0co6U, BignoBigabHOT
3a 3fiicHeHHs dhapmakoHarnsay; KOHTakTHOI ocobm 3
thapmakoHarnsgy 3asBHuKa ana 3aiicHeHHs hapMakoHarnagy B
YkpaiHi, KLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0CobMU,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy (Bk4vaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemn hapMakoHarnsigy) - 3MiHa ynoBHOBaXKEHOT 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHA (hapmakoHarnsgy:
MponoHoBaHa pepakuin: bapbapa [e BepHapai/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOB&XEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS thapMakoHarnsgy

3a
peyenmom

UA/2666/01/01

78.

BIDEH],

TabneTkun, BKPUTI
N/1iBKOBOIO
o60noHkoto, no 50
Mmr no 10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHiA KOpOGL

NeANIEP
IHK.

CLWA

Mdpaiizep ITania
C.p.n., ITania
(BpOGHNLTBO

npenapary in bulk,
KOHTPO/b AKOCTi Nput
BUMYCKY, NaKkyBaHHS,

KOHTPONb SIKOCTI
(cTabinbHICTb),

BUNycK cepii); P-

dapm JxepmaHi

v6X, HimeuunHa

(BpOGHNLTBO

npenapary in bulk,
KOHTPO/b AKOCTi Nput
BUMYCKY, NaKkyBaHHS,

KOHTPONb SIKOCTI
(cTabinbHICTb),
BUMYCK cepii )

ITania/
Himeuun
Ha

BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3mMiHW | TNy -
3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta hapmakoHariagy.
BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
dhapmakoHarnsgy (BBeeHHs y3aralbHeHUX JaHnx npo cucTemy
hapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOI 0co6U, BignoBigabHOT
3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa AN 3ailicHeHHs hapMakoHarnagy B
YKpaiHi, SKL0 BOHA BiAMIHHA Bif, yNOBHOBa)XXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkauvaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemn gpapMakoHarsnsigy) - 3MiHa ynoBHOBaXKeHO! 0coou
3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS (hapmakoHarnsgy:
MponoHosaHa pepakuis: bapbapa [e bepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AAHUX YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS thapmakoHarnsgy

3a
peyenmom

UA/2666/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
79. BI®EHA, MOPOLLIOK AN NeANIEP CLWA MarteoH CLUA/ BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/2666/02/01
pO34uHy ons IHK. MeHtohekyypuHr PpaHuis 3MiHV Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy. peyenmom
iHcpys3iii no 200 mr; 1 Cepsices JI/1C, BBeneHHs1 abo 3MiHM A0 y3araslbHEHUX JaHWX NPO cUcTeMy
dhnakoH 3 NOPOLLKOM CLUA (Bpo6bHULTBO, dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucremy
Y KapTOHHili kopobLi [ocnimpKeHHs thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! 0cobu, BiAnoBifanbHOT
cTabinbHoCTI, 3a 3fiicHeHHs hapmakoHarnsay; KOHTakTHoi ocobm 3
KOHTPO/Ib SIKOCTI); thapmakoHarnagy 3asBHuUKa A5 34iicHeHHA ddapmakoHarnsgy B
dPapeBa AMbyas, YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0co6u,
®paHLin (BTOPUHHE BiNOBIgaNbHOI 3a 3filiCHEHHS hapmakoHarnsay (Bkaoyatoum
nakyBaHHs, KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
[ocnimpKeHHs cucTeMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobum
cTabinbHoCTI, 3as1BHUKA, BiANOBifaNbHOT 3a 34iiCHEHHSA (hapMakoHarnsay:
BUMYCK cepi); MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
dapmauis i AngpKoH Bernardi. 3mMiHa KOHTakTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
KomnaHi NINC, CLWWA 3asBHUKA, BiAMNOBiAa/IbHOI 3a 3AiiCHEHHA hapMakoHarnagy
(BpOGHMLTBO,
nepBuHHe
nakyBaHHS,
KOHTPO/b SKOCTI)
80. BOJA Ansa PO3YMHHUK AN MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/3150/01/01
IH'EKLLIA- NpUroTyBaHHA "PapmaueBT "PapmaueBTnyHa 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta thapmakoHarnsgy - peyenma
AAPHNUA pO34nHy N8 iH'ekuin | nuHa dipma thipma "AapHuus” OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY /likapCbkoro 3acoby 3
no 2 mna B amny i, "fapHuua" BHECEHHSAM iHGhopMaLlil LWOA0 3a3HAYEHHS OAVNHULL
no 5 amnyny BMMIpIOBaHHs y cuctemi Sl. BHeCeHHs 3MiH 40 po3giny
KOHTYPHIi “MapkyBaHHs" MKA 13. 3anponoHosBaHo: MAPKYBAHHSA
YapyHKoBIl BianosigHo [0 3aTBEPMXEHOr0 TEKCTY MapKyBaHHs. BBeaeHHs
ynakosui, no 2 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBepAKEHHSA
KOHTYPHI YapyHKOBI
ynakoBKkM B nauLj; no
5 mn B amnyni, no 5
ammyn y KOHTYpHIiA
YapyHKOBIl
ynakosui, no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nauLj; no
2 mnabo 5 wmn B
amnyni, no 10 amnyn
y kopo6uj; no 10 mn
B amnynax
81. BOKCUA® Tabnetku no 0,2 mr TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - 3a UA/13543/01/01
no 10 TabneTtok y "KYCYM PAPM" 3MiHK 3 siKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTPO/b rOTOBOIO peuyenmom
6nicTepi, no 3 abo PAPM" NiKapCcbKoro 3acoby (iHLUi 3MiHN) OHOBNIEHHS BXE 3aTBEPAXEHUX

10 6nicTepiB y
KapTOHHIA ynakoBL,i

METOZiB KOHTPO/II0 AKOCTI Nikapcbkoro 3acoby, a came
BUK/TAlEHHA TEKCTY [lep>XXaBHO MOBOIO 3MiJHO Cy4aCHUX BUMOT.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) OHOBNEHHSI TEKCTY MapKyBaHHSA
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3Ha4yeHHs 0AMHMLb BUMIpIOBaHHSA Y cnuctemi Sl. BHeceHHs




64

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3MiH A0 po3giny «MapKyBaHHs»: 3aTBepixeHo:MapkmpoBka
MepBUYHON 1 BTOPUYHOI YNakoBKW NpunaraeTcs.
3anponoHoBaHo: MapkyBaHHs 3rifHO i3 3aTBEPKEHNM TEKCTOM
MapKyBaHHS. BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB 3 Aatn
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AkoCTi. [oToBWMIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax npugaTHocTi
abo ymoBax 36epiraHHs1 rOTOBOrO Jlikapcbkoro 3acoby
(36iN1bLUEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKAPCLKOro
3aco6y) - 415 Toprosoi ynakosku (NigTBEPAXKYETLCA AaHUMM
peanibHOro vacy) 36ibLUeHHs] TEPMiHY NPWMAATHOCTI FOTOBOrO
nikapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX pe3ynbTarTiB
[0BrOCTPOKOBUX [OCAIMKEHb CTabiNbLHOCTI y peasibHOMY Yaci:
3arBepkeHo: TepmiH npuaaTHOCTI 3 pokv 3anponoHOBaHo:
TepMiH NpuaaTHoCTi 4 poku. 3MiHW BHECEHI B IHCTPYKUio ANs
MefM4Horo 3actocysaHHs /13y p. "TepmiH npugaTHocTi”

82,

BOKCUI®

Tabnetku no 0,3 mr
no 10 TabneTtok y
6nictepi, no 3 abo
10 6nicTepiB y
KapTOHHIiA ynakoBL,i

TOB
"KYCYM
DAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
NiKapCbKOro 3acoby (iHLUi 3MiHN) OHOBNIEHHS BXXE 3aTBEPAKEHUX
MeTOoZiB KOHTPO/IIO SKOCTI Slikapcbkoro 3acoby, a came
BUKNAAEHHS TEKCTY AEPXKaBHOK MOBOLO 3rifiHO Cy4acHWUX BUMOT.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) OHOBEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3HavYeHHs OAMHMLb BUMIPIOBaHHSA Y cnuctemi Sl. BHeceHHs
3MiH A0 po3giny «MapKyBaHHs»: 3aTBepaxeHo:MapkmpoBka
MepBUYHOI 1 BTOPUYHOI YNakoBKU NpunaraeTcs.
3anponoHoBaHo: MapkyBaHHs 3rifgHO i3 3aTBEPAKEHNM TEKCTOM
MapkKyBaHHSA. BBefeHHs1 3MiH NpoTArom 6-Tv MicALiB 3 AaTh
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 siKoCTi. FoTOoBWIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NnpuaaTHoOCTI
abo ymoBax 36epiraHHs1 roTOBOrO JlikapCbKoro 3acoby
(36iN1bLUEHHS TEPMIHY NPUAATHOCTI TOTOBOTO J1iKaPCLKOro
3aco6y) - 4ns Toprosoi ynakosku (NigTBEPAXKYETLCA AaHUMM
peanibHOro vacy) 36ibLUeHHs TepMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX pe3ynbTarTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTAbiNbHOCTI y peasibHOMY Yaci:
3arBepkeHo: TepMiH npuaaTHOCTI 3 pokv 3anponoHoOBaHo:
TepMiH NpuaaTHOCTI 4 pokU. 3MiHV BHECEHI B IHCTPYKUiO ANs
MeAn4Horo 3actocysaHHs /13 y p. "TepmiH npugaTHocTi”

3a
peyenmom

UA/13543/01/02

83.

BrPIB

NOPOLLIOK A/1A
pO34nHy Ans
iHdoy3ili, no 400 O/,
1 chnakoH 3
NOPOLLKOM Y
KapTOHHI KopoobLi

Lariep
dapmacbHoTi
Kan3
IpnaHgis
Nimiten

IpnaHgis

Laviep
$apmacbloTikan3
Ipnangisa Nimiteq,
IpnaHgis (Bunyck

cepi)

Ipnangis

BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny -
BU/TyYEHHS BUPOOHUYMX AinbHULL - Eden Biodesign Limited, UK
B SKOCTi AiNbHWL, BignoBiganbHOT 3a 36epiraHHa pobo4yoro
6aHKy KMiTUH; BUIYYeHHS BUPOOHMYOT AinbHuui Inpac i Lund AB,
Sweden B SKOCTi Ai/IbHUL, BIANOBIA&/IbHOT 38 BTOPUHHE
nakyBaHHs, 36epiraHHs Ta guctpubyuito MN3; 3mibu | Tuny -
BWyYEHHS BUPO6HUYOI ainbHULi Charles River Laboratories,
Preclinical Services Edinburgh Limited, Tranent, Edinburgh,
EH33 2NE, UK, B AKOCTi AifibHWL, BignoBiganbHOT 3a

3a
peyenmom

UA/15706/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BUMPOOYBaHHA NPU BUMYCKY Cepii; 3MiHW | TUMy - BUTyYeHHS
BUpo6HuKa Vetter Pharma Fertigung, GmbH & CO. KG,
Holbeinstrasse 40, 88212 Ravensburg, Germany, L0
npoBoAuna BidyasibHe iHCNeKTyBaHHA Ta 36epiraHHs GMP; 3MiHN
| TMNYy - poaaBaHHs BUPO6HUYOT AinbHULi Charles River
Laboratories Ireland Ltd B AKOCTi gi/ibHUL, BiAOBIAAbHOT 3a
KOHTPO/b AKOCTi Npu BUMycky /13; 3miHn | Tuny - 3miHa Ha3su
OinbHULI BiANOBIAaNbHOI 38 KOHTPOsb AKOcTi /13 3 Charles
River Laboratories Preclinical Services Ireland Ltd Ha Charles
River Laboratories Ireland Ltd., 6e3 3MiH1 MicLis NpOBaIXEHHS
LisANbHOCTI; 3MiHK | TMNy - BBeAeHHA ainbHuui Charles River
Laboratories Edinburg Limited, Elphinstone Research Center,
Tranent, Edinburgh, EH33 2NE , UK B SKOCTi ginbHuWLj,
BiANOBIAA/ILHOT 32 KOHTPO/b AKOCTI [N13; 3MiHM | TUNY - 3MiHa
Ha3BW AiNbHULI, BIANOBIAAUIbHOI 3@ BUPOOHULTBO,
BMNpoGyBaHHA Ta 36epiraHHA 13 3 Cangene bioPharma, Inc.
(CBI), Camden Industrial Park, 1111 South Paca Street,
Baltimore, MD 21230, USA Ha Cangene BioPharma, LLC (dba
Emergent BioSolutions) (CBI). Agpeca 3annwaeTbes
He3MiHHOLO; 3MiHY | TUNY - fogaBaHHA AinbHUL DHL Supply
Chain, Bijsterhuizen 3142, Wijchen, 6604LV, Netherlands, B
AKOCTI aNlbTepHATMBHOI AiNIbHML, BiANOBIAaIbHOT 38 BTOPVHHE
nakysaHHs 113

84.

FABANENT

Kancynv Teepgi
xenatuHosi no 300
mr; no 10 kancyn y
6nictepi; no 3
6nicTepy B KOpPOOL

Mikpo Jlabc
NimiTen

IHais

Mikpo Jla6c Nimites

IHais

BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3miHu | Tuny -
3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy -
OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
BHECEHHAM iHhopmav,ii LWoAO 3a3HaYeHHA OAUHULb
BMMIpIOBaHHSA y cuctemi Sl, fofaHHA 3a3HaveHb BUPOOHNYOT
NiyeHsii Ta IHWNX TEXHONOTYHNX JaHVX. BBeAeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS

3a
peyernmom

UA/18179/01/01

85.

rAVMOPVH

rpaHynum no 10 r B
neHani
nonimepHomy a6o
dhnakoHi; no 1
neHany abo
donakoHy B nauui 3
KapToOHy

MpAT
"HaujioHanb
Ha
[omeonaTuny
Ha Cninka"

YKpaiHa

MpAT "HauioHanbHa
[omeonaTnyHa
Cninka"

YKpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny -
3MiHU Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsmy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cMcTemy
dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX faHux npo cucTemy
thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOI
3a 3filicHeHHs thapMakoHaraagy; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa A1 3aiicHeHHs hapMakoHarnagy B
YKpaiHi, IKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bk4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3filicHeHeHs dhapmakoHarnsay

6e3
peuyenma

UA/4618/01/01

86.

FAPOACUN |
GARDASIL®
BAKUVHA
nPOTU

cycneHsia ans
iH'ekuin; 1 a6o 10
hnakoHis (no 0,5 mn
(1 posa)) y

Mepk Lapn
i Joym IOEA
v6X

Lseliuapi
P

Mepk Wapn i Joym
B.B., HigepnaHgun
(BTOpUHHE
nakyBaHHs, [103BiN

Higepna
Han/
CLWA

BHECEHHS 3MiH 10 peeCTpaLiiiH1x MaTepianis: 3MiHW | TNy -
[04aBaHHS anbTepHaTMBHOI AinbHuUI West Pharmaceutical
Services, 347 Oliver Street, Jersey Shore, PA 17740 USA
BiANOBIAA/IbHOI 3a Npouec cTepuiizauii NpobokK Ta foAaBaHHsA

3a
peyenmom

UA/13451/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
BIPYCY KapTOHHI kopo6Lyj; Ha BUMyCK cepii); anbTepHaTUBHOI NPO6KM ANs hNakoHiB, roTOBOT A0
NANOIOMU 1 a6o 6 nonepeaHLO Mepk Wapn i Joym BuKopuctaHHsa (Ready for use) Big West Pharmaceutical
noanHnN HanoBHEHUX Kopn., CLLA Services; 3MiHuW | TUNY - BUIYYEHHSA NOMUIKOBO 3a3Ha4YeHOoro
(TvniB 6, 11, wnpuuis (no 0,5 mn (B1po6HMLTBO nokasHUKa SIKOCTi |aeHTrdpikauis 3i cxemy npouecy HanoBHEHHS
16, 18) (1 poza)) y Hepo3acoBaHol (h1aKkoHIB Ha cTagil ynakoBaHOro ikapcbKoro 3acoty
KBAAPUBAN | komnnekTi3 1 NpPOAYKLii, KOHTPO/b
EHTHA TFO/IKOK Y KOHTYPHIl AKOCTi Ta NEPBUHHE
PEKOMBIHA KOMIpKOBIi1 ynakoBLi nakyBaHHs)
HTHA B KAPTOHHI KOpo6Li
87. FACTPO- rpaHynu, no 10 ry MpAT YkpaiHa MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/8453/01/01
rPAH neHani, no 1 neHany "HaujioHanb [omeonatnyHa 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy. peuenma
B NauLji 3 KAPTOHY; Ha Cninka" BBegeHHs1 abo 3MiHM A0 y3arasilbHEHUX JaHKX NP0 cUcTeMy
no 10 r y chnakoHi 3 Fomeonatuy dhapmakoHarnsgy (BBefieHHs y3araslbHeHUX JaHux npo cucTemy
KpuLLKoto, no 1 Ha Cninka" thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
chnakoHy B navui 3 3a 3fjiicHeHHs hapmakoHarnsgy; KOHTakTHOI ocobu 3
KapTOHY dhapmakoHarnsgy 3asaBHUKa A1 3AiicHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkayaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3filicHeHeHs dhapmakoHarnsay
88. FEKCUTEKC necapii no 16 mr; no CninbHe Ykpaina CnifnbHe yKpaiHCbKo- | YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/15693/01/01
5 necapiiB y cTpuni; YKpaiHCbKO- icnaHcbke 3MiHM 3 AKOCTI. F0TOBUIA NikapCbKWit 3aci6. 3MiHW Y BUPOGHULTBI. peyenma
no 1 a6o 2 ctpunu y icnaHcbke nignpueMcTBO 3MiHa po3mipy cepii (BkNoYatouy AianasoH po3mMipy cepir)
naJui i3 kKapToHy nignpuemMcTs "Cnepko YkpaiHa" roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa po3Mipy cepii
0 "CNEPKO roTOBOrO JlikapCbKoro 3acoby. MNponoHoBaHa pefakLis
YKPAIHA" Po3mip cepii: TeopeTuyHa KinbkicTb OTpUMaHuX necapiiis: 125 kr
a60 8333 yn. No5 (5x1), ab6o 4166 yn. Ne10(Ne5x2)
89. FEHTOC® Kancynu TBepgi no TOB Ykpaina Owmera ®apma Himeuun BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 6e3 UA/16305/01/01
DPEMIHA 10 kancyny "MEPPIFO MeHblodhekuepiHr Ha BHECEHHS 3MiH Ao po3giny 3.2.P.3.1. Bupo6Huik (-1), 30kpema: peuyenma
6nicTepi; no 3 abo 6, YKPAIHA" vm6X i Ko. KI 3amiHa nabopartopii, Lo BiANoBifae 3a MikpobionoriyHuii

ab6o 12 6nicTepiB y
KapTOHHI KopobLyj;
no 20 kancyny
6nicTepi 3 niHieto
nepdopadii; no 3
abo 6 6nictepiB y
KapTOHHI KOpoOLyi

KOHTPO/Ib TOTOBOrO flikapcbkoro 3acoby Berghof Analytik +
Umweltengineering GmbH & Co. KG, Germany Ha BAV Institut
fur Hygiene und Qualitatssicherung GmbH, L0 po3TawosaHa 3a
apgpecoto Hanns-Martin Schleyer-Str.25, 77656 Offenbyrg,
Germany YTOUYHEHHS1 BUPOGHMYMX CDYHKLI paHille
3aTBepKeHoro BUpobHuKa. MponoHoBaHa pefakLis:
Manufacturing, packaging, QC testing (chemical/physical), batch
release: BUpo6GHULTBO, NakyBaHHs1, BUNPOGYBaHHA AKOCTI
(ximiuHi/chisnyHi), Bunyck cepii: Omega Pharma Manufacturing
GmbH & Co. KG, Germany Omera ®apma MeHbioheKkyepiHr
v6X i Ko. KI, HimeuurHa; 3MiHu | Tvny - BHECEHHS 3MiH A0
po3giny 3.2.P.3.1. BUpo6HUK (-1), 30KpeMa: YyTOYHEHHS adpecu
BMpo6HMKa Omega Pharma Manufacturing GmbH & Co. KG,
Germany. [NponoHoBaHa pegakuis: Benzstr.25 71083
Herrenderg, Germany
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
90. FNMHOKODAX | Tabnetkn Mepk CaHTe PpaHuis Mepk CaHTe, Himeyuu BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/3994/02/02
XR MPOJIOHroBaHoOI fji c.a.c. ®paHuia; Mepk Ha BHECEHHS He3HauyHVX 3MiH 40 MeTO/iB BUNPOGYBaHHA NEPBUHHOI |  peyernmom

no 1000 wmr; no 10
Tabnetok y 6nictepi;
no 3 a6o no 6
6nicTepiB y
KapTOHHIlA KOpooLi

Xenckea Kl'aA

ynakoBku 113 y cneyudikauii 4719 X0N104HOKaTaHOro asltoMiHit,
a came 3anponoHoBaHa 3MiHa Nonarae B OHOB/IEHHI Ha3BU
TecTy, a TakoX Yy BUAANEHHI [EeAKNX MOTOYHUX TEXHIYHMX
JeTanel, AKi He CTOCYHOTbCS CaMoro MeToAy BUNpobyBaHsa ane
MOXYTb 3a/1eXaTu Bif, po3MipiB M/1iBKK, LLLO 3aCTOCOBYIOTb A/151
KOHTpO/0. MeTog Ta KpuTepii NPUAHATHOCTI 3a/IMLLATbCS
He3MiHH1MK. 3anponoHoBaHo: . «[oBepxHeBa Bara
X0/10JHOKaTaHOro aslitoMiHito» (BUmiptoBaHHSI NOBEPXHEBOT Baru);
3MiHW | TUMY - BHECEHHS 3MiH 40 METOZiB BUNPOOYBaHHSA
NepBUHHOT ynakoBku 13, a came 3BY)XXeHHSA AONYyCTUMUX MeX
crneuudikaLii nepBMHHOIO NakyBasibHOro Mmatepiasy NBX/MBAX
nniska 90 r/m2 1. «Onuc nniskn MNBX/MBAX», meTogom
Bi3yasIbHOro KoHTposto Ans N13. 3anponoHosaHo: MNpo3opa
6e3bapBHa niacTvkoBa nniska. BiacyTHi BuAMMI aedektu; 3mMiHu
| TNy - BHECEHHSI HE3HAYHMX 3MiH A0 METOAIB BUNPO6YBaHHSA
nepBuHHOT ynakoBku /13, a came y cneuudikadito gns
TepmodhopmosaHoi MBX/MBAX nniBka 90 r/M2 T. «TOBLUMHA
MBX/MBAX nniskn». 3anponoHoBaHa 3mMiHa CTOCYETbCS TOYHOCTI
npunagy, Skuii MoXXHa BUKOPUCTOBYBATW A/15 BUMIPIOBAHHS
ToBLWMHKM MBX/MBAX nniBku Wisixom 6e3nocepesHboro
BUMIpOBaHHSA. Kputepii NpuitHATHOCTI 3aMLuaTbes
He3MiHHMMK. 3anponoHoBaHo: MNpsme BUMIpOBaHHSA
(wTaHreHumpkynb Manbmepa) abo iHWKi ekBiBaNIEHTHNI
BMMIpIOBa/IbHWI Npunag) abo BUMIpIOBaHHS Barv B rpamax;
3MiHM | TUNY - BHECEHHS 3MiH 0 cneuudikalii/meToais
KOHTPOJII0 NepBUHHOI yrnakosku 13, a came y T. «lgeHTudikavis
MBAX» 3amiHa ximiuHOro metody (MipuanMHOBOro) Ha metog 14
cnekTpochoTomMeTpii (MeTog ATR). 3anponoHoBaHuii meTog, 14
cnekTpodoTomeTpii (MeToa ATR) € 6isibLl Cy4acHUM MEeTOLO0M,
npugaTHuM 405 igeHTudikauii Ta He BUMarae BUKOPUCTaHHSA
Hebe3neyHnXx peareHTiB; 3MiHU | TNy - BHECEHHS 3MiH A0 p.
3.2.P.3. Npovec BMpobHULITBA rOTOBOrO MikapCcbKoro 3acoby, a
came 3MEeHLUEHHS KiNbKOCTi BOAW AN NPOLECy rpaHyisuis
(3aTBepaxeHo: «bnnsko 75 kr»; 3anponoHoBaHo: «HeobxigHa
KiNbKiCTb»). 3MiHa Ha OCHOBI HanpavuboBaHOro A40CBiay, B
pe3ynbTaTi AKoro 6yn10 BCTAHOB/IEHO, L0 A4/15 npoLecy
rpaHynAuii 4oCTaTHbO BUKOPVUCTOBYBATU MEHLUE BOAW, OCKINIbKA
ouyLLEeHa BoAa BYKOPUCTOBYETLCS INLLE B TEXHOMOTYHNX LiNsaXx i
BUAAIAETLCA Mif, Yyac CyLKu rpaHyn. [laHa 3miHa He BN/iMBae Ha
AKICTb NiKapCcbKOro 3acoby, Lo NiATBEPAKEHO AaHUMU 3
BaslifaLii TEXHOMNOrYHOro npoLecy; 3miHu | TMny - BHECEHHS 3MiH
0o p. 3.2.P.7. Cuctema KoHTeliHep/3akynopioBasibHUIA 3acio, a
came BW/TyYeHHsI NepBUHHOT ynakoBku nnisku MBX/MBAX 60
/M2, OCKi/IbKM Lieil NakyBasIbHUIA MaTtepian He € e(DEKTUBHUM.
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Ymosu
Bionycky
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peecmpayiliHo2o
nocsio4eHHs1

3anponoHoBaHo: MonisiHinxnopua/MonisiHinigeHxnopug (250
MKM MBX/NBAX 90 r/mM2); 3MiHW | TUNY - BHECEHHS 3MiH Y
crneundikaito A8 X0n104HOKaTaHOro asTloMiHito, 3a M.
«XapaKTepucTvKa X0N104HOKaTaHOoro asltloMiHilo», a came y
hopMy oBaHHi KpUTEPIiB NPUAHATHOCTI: 3anponoHOBaHO: TekcT
Ta KO/IbOpY NMOBUHHI BignosigaTy cneundikauism.
UntabenbHicTb BigcyTHIiCTb BuagMMux gediexTis. 3anponoHoBaHe
(hOpMy/ItoBaHHS KpUTEPITB NPUAHATHOCTI € eKBIBA/IEHTHVM Ta
Hali6iNbLL JOPEYHO BU3HAYEHVM. BiACyTHICTb BUAMMUX
AedeKTiB 3aBXAuN € YaCTVHOI TECTYBaHHS, i 3anponoHOBaHWiA
TEPMiH eKBiBa/IEHTHUIA TEPMiHY “BigCyTHICTb N/IsIM, Ma3KiB i
CMYXXOK, BiICYTHICTb NOAPSANUH, CKNafokK, nepghopaviin”.
YnTabenbHICTb 3aBX/AW € YaCTMHO TECTYBaHHS, a
3anponoHOBaHWi TEPMIH eKBIBUTEHTHWI NOHATTIO ,NepeBika
BiANOBIAHOCTI 060X CTOPIH"

91.

rPUN-reAH

rpaHynun, no 10 ry
neHani abo y
h/1aKOHI 3 KPULLIKOHO;
no 1 neHany abo
donakoHy B nauui 3
KapToHy

MpAT
"HaujioHanb
Ha
[omeonaTtuny
Ha Cninka"

YKpaiHa

MpAT "HauioHanbHa
[omeonaTuyHa
Cninka"

YKpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy (BBefleHHs y3ara/lbHeHUX JaHux npo cucremy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 34ilicHeHHs hapmakoHariagy; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicHeHHA dpapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkuvaoym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3pificHeHeHs dhapmakoHarnsagy

6e3
peyenma

UA/8300/01/01

92.

rPUN-reAH
ANTAYNN

rpaHynn no 10 ry
neHani
nonimepHomy; no 1
neHany B naui 3
KapToHy

MpAT
"HauioHanb
Ha
[omeonaTuny
Ha Cninka"

YKpaiHa

MpAT "HauioHansHa
FomeonatnyHa
Cninka"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/edeKTNBHOCTI Ta hapmakoHariagy.
BBeieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
thapmakoHarnay (BBefieHHs y3araslbHeHX faHux npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXXeHOI 0co6U, BignoBigabHOT
3a 3fiiCHeHHs dhapmakoHarnsgy; KOHTakTHOI ocobm 3
thapmakoHarnsgy 3asBHuKa ana 3aiicHeHHs hapMakoHarnagy B
YkpaiHi, KLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0CobMU,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy (Bkouvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANoBifabHOT 3a
3pificHeHeHs papmakoHarnsgy

6e3
peuyenma

UA/3810/01/01

93.

BANALMH
NIXBOBUIA
KPEM

Kpem BariHa/ibHuit 2
%; no 20 r y Ty6i; no
1 Ty6i pasom 3 3

NOANIEP
IHK.

CLWA

dapmauis i AngKoH
KomnaHi N11C

CLUA

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 260 3MiHM 0 y3arasibHeHUX JaHUX Npo cucTemy

3a
peyenmom

UA/1903/03/01




69

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
annikaropamu B dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHnx npo cucremy
KapTOHHilA KopooLi thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0cobu, BiAnoBifanbHOT
3a 3[jicHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnagy 3asBHuUKa A5 34iicHeHHA dhapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiNOBIgaNbHOI 3a 3iliCHEHHS hapmakoHarnsay (Bkaoyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHoi 0cobu
3as1BHUKA, BiANOBifaNbHOT 3a 34iiCHEHHSA (hapMakoHarnsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKkTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHUKA, BiAMNOBiAa/IbHOI 3a 3AiiCHEHHA hapMakoHarnagy
94. AE3NOPATA | TabneTtku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/13810/01/01
AVH 060/10HKOI0, 10 5 Mr "TexHonor" 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peuenma
no 10 TabneTtok y OHOB/IEHHSI TEKCTY MapKyBaHHs1 yNakoBKM /iKapCbKOro 3acoby 3
6nicTepi; no 1 abo BHECEHHSAM iHchopMaL,ii LWoA0 3a3HaYeHHS OAUHULb
no 3 6nictepu B BMMIpIOBaHHA y cuctemi Sl. TepMiH BBEAEHHS 3MiH NpoTAroM 6
nauuj 3 KapToHy MiCALIB MiCNSA 3aTBEPL)KEHHS
95. AEKEHOP® PO34UH A5 iH'EKLA KPKA, a.4., CnoseHis BVPOGHMUK, CnoseHi BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17180/01/01
a60 iHdysiid, 50 mr/2 | Hoso mecTo BiANoBigabHMI 3a A 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peuyenmom
M/ 10 2 M/ B BMPOOGHMLTBO "in y TEpMiHax NpUAaTHOCTI abo yMOBax 36epiraHHs rOTOBOr0
amnyni; no 1 amnyni bulk", neperHHe Ta nikapcbKoro 3acoby (36inbLUeHHs] TepMiHy NpuAaTHOCTi FOTOBOro
y 6nictepi; no 1 BTOPVHHE nikapcbkoro 3acoby) - [ns Toprosoi ynakoBku (NiATBEPAKYETLCSA
6nictepy y nakyBaHHs, OaHVMU peanbHOro vacy) - 36i1bLeHHA TepMiHy NPUAATHOCTI
KapTOHHIA KOpo6L; KOHTPO/b Ta BUMYCK roTOBOrO /liKapCbKOro 3acoby.
no 2 M B amny’ii; cepii: 3arBepKeHo: 2 poku. 3anpornoHoBaHo: 3 Pokn. 3MiHN BHECEHI B
no 5 amnyny KPKA, a.4., Hoso IHCTPYKLil0 ANns MeAnyHOro 3actocyBaHHs /13 y p. "TepmiH
6nicTepi; no 1 abo mMecTo, C/oBeHis; npugartHocTi”. BBeeHHS 3MiH NpOTArom 6-Tu MicsLiB nicns
no 2 6nictepu y BUPOBHMK, 3aTBEPKEHHS. 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
KapTOHHI KopoobLi BiANOBiAaIbHMI 3a Ha3BW NikapcbKoro 3acoby. 3MiHV BHECEeHI Wwo0 Hassm J13.
KOHTPO/b Cepil: 3arsepaxeHo: JEKEHOP (DEKENOR). 3anponoHoBaHo:
KPKA, a.4., HoBo JEKEHOP® (DEKENOR®)
mecTo, CnoBeHis BBefeHHS 3MiH NpoTArom 6-T1 MiCALLIB Nicia 3aTBEpPAKEHHS
96. AENO- cycneHsis gns MOAN3EP CLA Mdpaiizep Benbris BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/10030/01/01
MEAPO/ iH'ekUili, 40 mr/mn, IHK. MeHtoekuypuHr 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta hapMakoHarnaay. peyenmom
no 1 mny doakoHi, Benbris HB BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX JaHKX NPO CUCTeMy

no 1 cpnakoHy B
KapTOHHi KOpO6L

thapmakoHarnagy (BBeAEHHS y3arasibHeHVX AaHux Npo cucTemy
thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOI
3a 3filicHeHHs1 hapMakoHariagy; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHuUKa Ans 34iicHeHHsa papmakoHarnsgy B
YkpaiHi, AKLLO BOHa BifMiHHA Bifi YNOBHOBaXXEHOT 0cobu,
Bi4MNOBiAa/IbHOI 3a 34jICHEHHST hapmakoHarnsgy (Bkaoyaroum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-chaiina
cucTemn ghapMakoHarnsay) - 3MiHa ynoBHOBaXKeHO! 0co6u
3as1BHMKA, BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy:
[MponoHoBaHa peaakuin: bapbapa [e BepHapai/ Barbara De
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
Bernardi. 3MiHa KOHTAKTHUX AaHVX YNOBHOB&XEHOI 0CO6U
3asBHUKa, BiANOBIAANLHOI 3a 34iiCHEHHS (hapMakoHarnagy
97. AENO- cycneHsis ans NMeANIEP CLWA Mdpainzep Benbris BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3miHu | Tuny - 3a UA/11244/01/01
NMPOBEPA® iH’exuili, 150 mr/mm; IHK. MeHodekvypuHr 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN Y BUPOOHULITBI. peyenmom
no 1 mn cycnexsii y Benbris HB 3MiHa po3mipy cepii (BkoYatouy AianasoH po3Mipy cepii)

onakoHi abo
3anoBHEHOMY
wnpuyi, no 1
donakoHy a6o 1
LUNPULLY B KAPTOHHIi
Kopobui

roTOBOro Nikapcbkoro 3acoby (36inblweHHsa Ao 10 pasis
MOPIBHSAHO i3 3aTBEPAXEHUM PO3MIPOM) - 36i/bLLUEHHS PO3MIpY
cepii M3y wnpuui. 3anponoHosaHo: Batch size for
Medroxyprogesterone Acetate 150 mg/mL syringe 217.6 kg-
580.2 kg. BBeAeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MEHLUEHHS Po3Mipy cepil ans
roTOBOro NPOAYKTY NPeACTaB/IEHOrO0 y WnpuLj, 3
3apEECTPOBaHNX Ha AaHuii MOMeHT 262,3 n (ekBiBasIeHTHO
271,1 kr) po pianasoHy 217,6 kr - 580,2 kr. BBeieHHA 3MiH
NPOTAroM 6-T MICALIB MICNSA 3aTBEPLKEHHS; 3MiHM | Tuny - A0
3aTBEPXEHOro NokasHuka «laeHTudikauis
MeapoKCUNporecTepoHy aletaTty» metogom BEPX, A0NOBHEHHS
cneuudikaLito roToBoro NPOAYKTY NPy BUMYCKY NOKa3HUKOM
laeHTUdiKavis 3a gonoMoroo Metoay iHdpavepBoHOT abcopouii
3rigHo USP, MoHorpachis MepoKCMnporecTepoH aueTart,
cycneHsisa ans iH'ekuii. BBegeHHs 3MiH NpoTArom 6-Tu micsiuis
nicns 3aTBepmXeHHs; 3MiHU | TUNy - AOMOBHEHHSA cneuudikauii
HOBUM MOKa3HUKOM 3 BifMOBIAHUM METOAO0M BUNPOGYBaHHA A1
TepMiHy 36epiraHHs nokasHUKom «O6'eM, WO BUTArAETbCA 3rigHO
o Bumor EP. BBeeHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHK | TMNY - 3amiHa MeToAUKN AN
laeHTudikauii Ta KinbkicHOro BU3Ha4eHHs Aito4oi peyoBUHN
(TA5108) Ta CynyTHix gomiwok (TA5114 Ta TAB436) HOBOO
po3pobneHoto MmeToamkoo BEPX (TM-8548A). BBefieHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiC/A 3aTBEPMKEHHS; 3MiHM | TUny -
3aMiHa MeToAMKN 415 BU3HAYEeHHA PO3Mipy 4acToK 3rigHo
USP<776> ab0 <851>( AN15 pO34MHIB) Ha BHYTPILLHI METOANKN
GP0208/GP0210 (g1 BOAHWX CYCMEH3Ii1), OCKINIbKU BHYTPILLHIl
meToa, GP0208 / GP0210, npu3HayeHnii ANs KOHTPOSO
po3noginy po3mipy YaCTUHOK Y CYCNeH3isix Ta Nikapcbkuii 3acio
SABNSIE COOO0 BOAHY CYCMEH3it0, & He PO34KH, PO3MOo4i/
4acTMHOK 3a PO3MIPOM € KPUTUYHUM NapamMeTpoM SKOCTI i ioro
CNif, KOHTPO/IBAaTKN, TOMY 3anponoHoBaHi metoan GP0208 /
GP0210 € BignoBigHNM ONTUYHUM MIKPOCKOMIYHNM METOAOM.
MeTog GP0210 € gonoBHW4YMM MeTogoM ans GP0208 i
MICTUTb 0OAATKOBI iIHCTPYKLT WOAO NigpaxyHKy YacTUHOK.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHM | TUMy - 3MiHa B ymMmoBax 36epiraHHs roToBOr0 /iKapCbKoro
3acoby, He oxonomxysatu. OHoBneHo po3ain 3.2.P.8.1. 3miHu
BHECEHO B iHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS Y p.
«YMOBW 36€epiraHHs» 3 BiANOBIAHUMY 3MiHAMU Y TEKCTi
MapKyBaHHS yNakoBKW NikapcbKoro 3acoby.
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98. AEPMA3VH

BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS;
3MiHM | TUNY - 3BY)EHHSA NIMITIB 4717 nokasHuka CynyTHi
OOMiLLKW, @ came 3arasibHa KinbKicTb NpoAykTiB po3nagy 3 1,5 %
80 0,7 % 3 MeTol rapMoHi3auii cneuudikauii rotToBoro
NPOAYKTY 3 AitounMm BuaaHHAM EP Ta Bumoram ICH. BBegeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepKeHHS; 3miHu Il Tuny -
BW/TyYEHHS SKICHE Ta KislbKiCHe BU3HAYeHHS J,0MOMiKHOI
pevoBUHM NponinnapariapokcubeH30aT, OCKINbK AOMOMIKHA
peyoBMHa BUKOPUCTOBYETLCSA SIK CyCreHAyo4a peyoBuHa B
nikapcbkoMy 3acobi, a He sik KOHCepBaHT. 3rigHO 3arasibHoT
MOHorpadii Ha nikapcbky dopmy EP, BUkopucTaHHs
KOHCEPBaHTIB He MOTPIGHO AN1A NIKaPCbKUX hOpM, LLO MICTATb
pa3oBy o3y npenapary. CTepu/ibHa BOAHa CyCrneHsis
MeApoKCUNporecTepoHy auetary, 150 Mr/mn - e cTepuibHui
nikapcbkuii 3aci6, Lo MiCTUTb pa3oBy A03Y, BUTOTOB/EHNI
acenTV4HO 3 BUKOPUCTaHHAM CTEPU/IbHOT NiKapCbKOi Pe4YOBUHMN
(HasiBHWIA KOHTPO/b B NpoLeci BUpoOHMLTBA). BBEAEHHS 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMXKEHHS; 3MiHN |l Tuny -
BWJ/TYYEHHS SKICHE Ta KislbKiCHe BU3HAYeHHS J,0MOMKHOI
peyoBUHN MeTuNaparigpokcnbeH3oar, OCKiNIbKy AOoNOMiXHA
peyoBMHa BUKOPUCTOBYETLCSA SIK CyCreHAyo4a peyoBuHa B
nikapcbkoMy 3acobi, a He sik KOHCepBaHT. 3rigHO 3arasibHoT
MOHorpadii Ha nikapcbky chopmy EP, BUkopucTaHHs
KOHCEpBaHTIB He MOTPIGHO AN1A NiKAPCbKMX hOpM, L0 MICTATb
pa3oBy o3y npenapary. CTepu/ibHa BOAHa CyCneHsis
MeApoKCUNporecTepoHy auetary, 150 Mr/mn - e cTepuibHui
nikapcbkuii 3aci6, Lo MiCTUTb pa3oBy A03Y, BUTOTOB/EHNI
acenTV4HO 3 BUKOPUCTaHHAM CTEPU/IbHOI NiKapCbKOi PEYOBUHMN
(HasiBHWIA KOHTPO/b B NpoLeci BUpoOHMLTBA). BBEAEHHS 3MiH
NpoTArom 6-T1 MiCALIB MicNa 3aTBEPIKEHHS

nocsio4YeHHs

99. | AVN®MIOKAH

Kpem 1% no50ry
Ty6i; no 1 Ty6i B
Kopobui

CaHpos3
dapmacboTi
Kans g.4.

CnoBeHis

Canotac Papma
6X

Himeuun
Ha

BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny -
3MiHU Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy -
BHECEHHS 3MiH A0 po3ainy “MapkysaHHs” MKA N3.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3 3aTBEpAXEHUM
TEKCTOM MapKyBaHHs1. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
nNiKapcbKoro 3acoby 3 BHECEHHSAM iHthopmawii LLWoAo 3a3HavYeHHs
OfMHULIb BUMIPIOBaHHSA y cucTeMi Sl. BBeieHHA 3MiH NpoTArom
6-TU MicALIB Nicna 3aTBEPKEHHS

6e3
peyenma

UA/8997/01/01

®

pO3unH Ns iHQysil,
2 mr/mn, no 50 mn
a60 100 mny
donakoHi; no 1
dhnakoHy B
KapTOHHIA ynakoBL,i

NOANIEP
IHK.

CLWA

dapesa Ambyas

®paHuisa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHUX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX aHux npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI

3a 3fiiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnagy 3asBHuka ans 3aiicHeHHa dapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,

BiANOBIAa/IbHOI 3a 34iiCHEHHS dapMakoHarnsay (Bkaw4yawym

3a
peyerimom

UA/5970/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeH0i 0cobu
3as1BHUKA, BiANOBifaNbHOT 3a 34iiCHEHHSA (hapMakoHarnsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKkTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHUKA, BiANoBifa/IbHOI 3a 3AiiCHEHHA ddapMakoHarnsay

100.

ANOTIOKAH
®

kancynu no 100 mr;
no 10 kancyny
6nictepi; no 1
6nictepy B
KapTOHHIiA ynakoBL,i

NOANIEP
IHK.

CLWA

dapeBa Ambyas

®paHuisa

BHECEHHS 3MiH 10 peecTpavyjiiiHix maTtepianis: 3miHu | Tuny -
3MiHM Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsamy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cMcTemy
dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 3ilicHeHHSs hapmakoHarsgy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicCHeHHA dhapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOi ocobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkuvaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, Bi4NOBiAaNbHOI 3a 34jiICHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAANBLHOI 3a 34iiCHEHHA thapmakoHarnsgy

3a
peyenmom

UA/5970/02/02

101.

ANOIOKAH
®

kancynu no 150 mr;
no 1 kancyni B
6nictepi; no 1
6nictepy B
KapTOHHIiA ynakoBL,i

NOANIEP
IHK.

CLWA

dapeBa Ambyas

PpaHuis

BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny -
3MiHU Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsmy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX faHux npo cucTemy
thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOI
3a 3filicHeHHs chapMakoHaragy; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa A1 3aiicHeHHs hapMakoHarnagy B
YKpaiHi, IKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkauvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0cobu
3aABHVIKa, BigNoBiAaNbHOI 3a 34jiICHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAANBLHOI 3a 34iiCHEHHS thapmakoHarnsgy

3a
peyenmom

UA/5970/02/03

102.

ANDITHOKAH
®

Kancynu no 50 wmr;
no 7 kancyny
6nictepi; mo 1
6nictepy B
KapTOHHIiA ynakoBL,i

MNOANIEP
IHK.

CLA

dapeBa Ambyas

PpaHuis

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny -
3MiHV LWoAo 6e3nekn/edeKTUBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO CMCTeMy
thapmakoHarnagy (BBeAEHHS y3arasibHeHVX faHux Npo cUcTemy
thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOI
3a 3filicHeHHs1 hapMakoHariagy; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa Ans 34iicHeHHsa dpapmakoHarnsgy B
YkpaiHi, AKLLO BOHA BiMiHHA Bifi yNOBHOBaXXEHOT 0cobMu,
Bi4MNOBiAa/IbHOI 3a 34jICHEHHST hapmakoHarnsgy (Bkaoyaroum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy po3MillleHHi macTep-daiina

3a
peyenmom

UA/5970/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
cmucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobm
3asBHUKA, BiANOBIAA/ILHOI 32 34iicCHEHHS (hapmakoHarnagy:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHMX YNOBHOB&XEHOI 0CO6U
3asBHUKa, BiANOBIAANLHOI 3a 34iiCHEHHS (hapMakoHarnsgy
103. | AIACKAH PO3YNH A5 iH'EKLIN, M. BIOTEK Benvka Brpo6HuK, Lwo ABcTpis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | Tuny - 3a UA/16444/01/02
no 370 mr/mn, no 50 NIMITEL, BputaHis 3[jicHI0E AZMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
M1 a6o no 100 mny BUPOBHULTBO MiCLis MPOBaMKEHHS AiANbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
donakoHi, no 1 Hepo3ghacoBaHOro NiKapcbKoro 3acoby, BKIOYAKUM Ai/bHUL BUNYCKY cepii abo
chnakoHy y nauuj 3 NPOAYKTY, MEPBUHHE MicLie NpoBEeAEHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
KapToHy nakyBaHHs1, BiANoOBiAae BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepili) 3MiHa
KOHTPO/Ib SKOCTi Ta HaliMeHyBaHHS BUPOOHUKA, L0 34iACHIOE BUPOOHULITBO
BUMYCK Cepili: Hepo3¢acoBaHOro NPOAYKTY, NEPBUHHE NaKyBaHHSA, KOHTPO/b
CaHoxemis SIKOCTi Ta BUNYCK cepiil, 63 3mMiHM Micus BUpoOHULTBA. 3MiHN |
dapmaveBTVKa TMny - AAMIHICTpaTMBHI 3MiHM. 3MiHa HaliMeHyBaHHs Ta/abo
M6X, ABCTpis; afpecy MicLA NPoBaXeHHS [is/IbHOCTI BUPO6HMKa/imnopTepa
Bupo6HuK, Lo roTOBOrO NikapCbKOro 3acoby, BKIYAKUUN AiNbHULL BUMYCKY
3[iiCHIOE BTOPUHHE cepii abo MicLe NpoBeAEHHS KOHTPOSIHO AKOCTI. (AiS/IbHICTb, 3a
naxyBaHHs: AIKy BiANOBIAaE BMPOGHMK/IMNOPTEp, He BK/IKOYAKOUM BUMYCK
CaHoxewmis cepiid) 3MiHa HalilMeHyBaHHs BUPOOHWKA, LLIO 3[iACHIOE BTOPUHHE
dapmaveBTVKa nakyBaHHs!, 6e3 3MiH1 Micus BUpoBGHULTBA. 3MiHM | TUny - 3MiHK
M6X, ABCTpis 3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6. 3MiHW y BUPOBHNULTBI (iHLLi
3MiHM) 3a3HaYeHHs Ha3BU BUPOGHKKa, L0 Bianosigae 3a
BTOPUHHE NaKyBaHHS Ta KOPOTKOro onuncy OyHKLii BUPOOHUKIB.
104. | AIACKAH PO34UH A5 iH'EKLLN, M. BIOTEK Benuvka Brpo6HWK, LWo ABCTpIA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - 3a UA/16444/01/01
no 300 mr/mn, no 50 NIMITEL BpuTaHis 3pjiicHI0E AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuyenmom
M1 a6o no 100 mny BMPOBHULTBO MiCList MPOBaKEHHS AiANbHOCTI BUPOOHMKa/imnopTepa rotoBoro
donakoHi, no 1 Hepo3ghacoBaHoro nikapcbKoro 3acoby, BKIOUaUM AiNbHNLi BUNYCKy cepii abo
onakoHy y nauui 3 NPoAYyKTY, NepPBUHHE MicLie NPOBeAEHHS KOHTPOJIHO AKOCTI. (AisNbHICTb, 3a AKy
KapToHy nakyBaHHs, BiANoBiAae BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) 3MiHa
KOHTPO/Ib AKOCTi Ta HaliMeHyBaHHS BUPOOHWKa, L0 34iiCHIOE BUPOOHNLTBO
BUMYyCK Cepili: Hepo3¢hacoBaHOro NPOAYKTY, NEPBUHHE NakyBaHHSA, KOHTPO/b
CaHoxemis AKOCTi Ta BUMYCK Cepiii, 6e3 3MiHN MicLA BUPOGHMLTBA. 3MiHK |
PapmaueBTVKa TMny - AAMIHICTPaTMBHI 3MiHM. 3MiHa HaliMeHyBaHHs Ta/abo
'M6X, ABCTpist; afpecu Micus NpoBaKEHHS AisNbHOCTI BUPOGHKKa/imnopTepa
Bupo6HuK, Lo roTOBOrO MiKapCbKOro 3acoby, BKIYAKUMN AiNbHALL BUMYCKY
3[jiCHIOE BTOPVHHE cepii abo micLe NpoBeAEHHSI KOHTPOSIO AKOCTI. (ZisNbHICTb, 3a
nakyBaHHs: 5Ky BiANOBiAa€e BUPOOHMK/IMNOPTEP, HE BK/IOYAKYMN BUMYCK
CaHoxemis cepiii) 3MiHa HaliMeHyBaHHs BUPOOHWMKA, LLIO 3AiACHIOE BTOPUHHE
dapmaueBTUKa nakyBaHHsl, 6e3 3MiHM MicLs BUpOBGHULTBA. 3MiHK | TuMny - 3MiHK
'M6X, ABCTpis 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. 3MiHW y BUPOGHULTBI (iHLUi
3MiHM) 3a3HaY€HHS Ha3BU BUPOOHKKA, LU0 BignoBigae 3a
BTOPWHHE MakKyBaHHS Ta KOPOTKOro onucy OyHKLi BUPOBHWKIB.
105. | AIACKAH PO3YMH ANA iH'EKLN, M. BIOTEK Benuka BMPOGHUK, LLIO ABCTpist BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | Tuny - 3a UA/16444/01/01
no 300 mr/mn, no 50 NIMITEL BpuTaHis 3[ilicHI0E 3MiHM 3 IKOCTi. [OTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peuyenmom
mn abo no 100 mn y BMPOGHMNLITBO y TepMiHax npmAaTHOCTIi abo ymoBax 36epiraHHs roToBoro
donakoHi, no 1 Hepo3gracoBaHoro NiKapcbKoro 3acoby (3MeHLIEeHHs1 TEpMiHY NpUAATHOCTI rOTOBOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
donakoHy y nauuj 3 NPOAYKTY, NepPBUHHE nikapcbKoro 3acoby) - [ TOProsoi yNakoBKY 3MEHLLEHHS
KapToHy nakyBaHHs, TepMmiHy npugartHocTi /13 BiANOBIAHO A0 BUMOr BUPOGHYMKA:
KOHTPO/Ib AKOCTi Ta 3aTBepakeHo: 5 pokiB 3anponoHoBaHoO: 4 pokn. 3MiHN BHECEHI B
BWMNYCK Cepil: IHCTPYKLil0 ANns MeanyHOro 3actocyBaHHs /13 y p. "TepmiH
CaHoxemist npugarHocTi®.
dapmaveBTVKa
M6X, ABCTpis;
BUPOBHUK, LLIO
3[jiiCHIOE BTOPUHHE
nakyBaHHS:
CaHoxeMis
dapmaveBTVKa
'M6X, ABCTpiIst
106. | OIACKAH PO34UH O151 iH'EKLLNA, M. BIOTEK Benuka BUPOBHUK, LLIO ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 3a UA/16444/01/02
no 370 mr/mn, no 50 NIMITEL BputaHis 3[jcHIoE 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peyenmom
mn abo no 100 mny BMPOGHMLTBO y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
donakoHi, no 1 Hepo3ghacoBaHOro NiKapcbKoro 3acoby (3MeHLUEeHHS1 TepMiHY NpPUAATHOCTI FOTOBOMO
thnakoHy y nauuj 3 NpPOAYKTY, NepBuHHE nikapcbKoro 3acoby) - 115 TOpProsoi ynakoBKy 3MEHLLEHHS
KapToHY nakyBaHHs, TepMiHy npugatHocTi /13 BignoBiAHO [0 BUMOT BUPOGHMKA:
KOHTPO/b AKOCTI Ta 3aTBepXeHo: 5 pokis 3anponoHoBaHo: 4 PokW. 3MiHU BHECEHI B
BUNYCK cepii: IHCTPYKLi0 418 MeguyHoro 3actocyBaHHs /13y p. "TepMiH
CaHoxemis npugatHocTi".
dPapmaueBTuKa
'M6X, ABCTpISi;
BMPOGHUK, LLO
3[jliCHIOE BTOPUHHE
nakyBaHHs:
CaHoxewmis
dPapmaueBTuKa
'M6X, ABCTpis
107. | BIALEPEIH NMOpPOLLOK AT Ykpaina Awmi NaiidpcarieHcis IHais BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | Tuny - - UA/12504/01/01
(cy6eTaHuin) y "KUIBCbKW MeT. N14. 3MmiHu 3 aKocTi. CepTudikaT BignosigHocTI/IE-cepTudiikat
nakeTax noABiNHUX " BiANOBIAHOCTI EBponeiickbkil thapmakonei/moHorpadii. MogaHHA
nosnieTuIeHoBMX BITAMIHHW HOBOro abo OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
ONns BUpobHMUTBa 1 3ABOA" BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeichkiii

HeCTepUIbHNX
niKkapcbknx oopm

hapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMibKHOIo NPOAYyKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ANs ONOMDKHOT
pevoBuUHM (cepTuduikaT BiAMOBIAHOCTI €BpPONENChKiln
thapmakornei) - OHOBNEHUIA cepTUdIKaT Bif yXXe 3aTBEpAXKEHOr0
BUPOGHMKa - MNoJaHHA OHOB/IEHOro cepTudpikaty BifnoBigHOCTI
€ponelicbkoi thapmakonei Ne RO-CEP 2015-173-Rev 01 Big
yXe 3aTBepmkeHoro BupobHuka APl [iiauepeiHy BUpo6GHMLTBA
Ami Lifesciences Private Limited, IHaia (3aTBEpOXEHNI
cepTudikaT BignoBigHOCTI €Bponeiicbkiii hapmakonei Ne RO-
CEP 2015-173-Rev 00). lofaHO KOHTPO/b 3a/1MLLIKOBOr0
po3umHHMKa AueToH 5000 ppm. MeToauKy BU3HAYEHHSA
nokKasHUka «3a/IMLLKOBI KifIbKOCTi OpraHiYHUX PO3YMHHUKIBY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
npuBEeAEHO Yy BigNoBIgHICTb A0 Aogatky Ao CEP.; 3miHu | Tuny -
3MmiHu 3 aKocTi. CepTudikaT BignosigHoCTI/I E-cepTudikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOT0 cepTudlikaTa BignoBigHOCTI a6o
BUyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BYKOPUCTOBYHOTLCH Y BUPOOHULTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEchbkili
thapmakonei) - OHOBNEHUIA cepTUAIKaT Bif YXKe 3aTBepAKEHOro
BUPOGHMKa - MNoJaHHA OHOB/IEHOro cepTudpikaty BifnoBigHOCTI
€sponelicbkiit hapmakonei Ne RO-CEP 2015-173-Rev 02 Big,
yXe 3aTBepmkeHoro BupobHuka A®| fiauepeiHy BUpo6GHMLTBA
Ami Lifesciences Private Limited, IHaia (3aTBEpOXEHWI
cepTudikar BignoBigHOCTI E€Bponeiicbkoi hapmakonei Ne RO-
CEP 2015-173-Rev 00). NponoHyeTbCA BCTaHOBUTU TepMiH
npuaatHocTi 5 pokis BignosigHo Ao CEP. 3aTBepaxeHo: 3 poku.
3anponoHoBaHo: 5 pokiB; 3miHM | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax crneuudikauiii Ta/abo
[OMyCTUMMUX MeX, BU3HAUYEHNX Yy crieundikalisax Ha A®l, abo
BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuutea A®| (iHwi 3MiHM) - MeToAMKY BU3HAYEHHS
OpraHiyHOro po3yrHHUKa «OLUTOBa KUC/I0Ta» NPUBEAEHO Y
BiANOBIAHICTb A0 MaTepianis BUPO6HMKa ADI.
108. | AOKCOPYBIL, | po3uuH ans iH'ekuiin, | Amakca /T4 Benvka KOHTPO/Ib SKOCTI, Himeuun BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/16213/01/01
NH AMAKCA 2 mr/mn no 5 mn, 25 BpuTaHis BTOPVHHE Ha 3MiHu 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema peuyenmom
M, 75 MmNy nakyBaHHs, KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
donakoHi; no 1 MapKyBaHHs1, BUMYCK roTOBOrO /liKapCbKOro 3acoby (BUlyYeHHS ynakoBk1 NEBHOIO
donakoHy B cepiii: po3mipy) -
KapTOHHI Kopobui Cragadapm M'v6X, BU/IyYEHHS ynakoBoK po3mMipoM Ne 2 Ta Ne 5y 3B'A3ky i3
HimeuyumnHa; BiICYTHICTIO MONUTY Ha yMakoBKM AaHOro po3mipy. Po3mip
BMPOGHMLITBO yNakoBKK, SIKWUIA 3aMLLIMBCS BiANOBiAae pekoMmeHaaLisM LWoJ0
po3uuHy bulk, [03yBaHHA Ta TPMBaOCTI NiKyBaHHSA. 3MiHN BHECEHI B
3anoBHEHHs, IHCTpYKLil0 ANs MeanyHOro 3actocyBaHHs /13 y p. "YnakoBka"
KOHTPO/1b SIKOCTI, (BUNYy4YEHHA yNnakoBKM NEBHOr0 po3Mipy). BBeAeHHs 3MiH
nepBuHHE Ta NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMAKEHHS.
BTOPWHHE
nakyBaHHS:
TumoopraH
dapmaujie Mm6X,
HimeyunHa
109. | AONOKCEH Masb, 61,1 mr/r; no €Bpo Benuka Nab6opaTtopiyc baci - | MopTtyra BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/15394/01/01
PACT 20rabono50ry Naiidokep BpuTaHis IHoycTpia nis 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peuyenma
Ty6i; no 1 Ty6i B nTp, $apmacbtoTika, C.A. BBeneHHs1 abo 3MiHU A0 y3araslbHEeHUX AaHWX NPO cucTemy

KapTOHHI KopoobLi

thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX aHux npo cuctemy

thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
3a 3fiiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobm 3

dhapmakoHarnagy 3asBHuka Ans 3AiicHeHHa ddapmakoHarnsgy B
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

YkpaiHi, SKLLO BOHa BigMiHHA Bif YNOBHOBaXKEHOT 0cobwu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS (hapMakoHarnsgy (Bkuvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cmucTeMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobm
3asBHUKA, BigMOBIAaNbHOI 3a hapMakoHarnsag,. MNponoHoBaHa
pepakuisi — benikoBa CaiTnaHa MuxaiinisHa. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0CO6U, BiAMOBIAA/IbHOI 3a
thapmakoHarnag. 3MiHa MicLie3HaxoMKeHHs1 MacTep-gaiina
cuctemu hapmakoHarnsgy. 3miHa Micusi 34jiCHEHHSI OCHOBHOT
LOisNTbHOCTI 3 chapmakoHarnsagy

110.

AOCTUHEKC

Tabnetku no 0,5 wr;
no 2 a6o no 8
TabneTok y priakoHi;
no 1 cpnakoHy B
KapTOHHI Kopobui

MNOANIEP
IHK.

CLIA

Mdpaiizep ITanis
C.p.n.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHuX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux npo cucTemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOI 0co6U, BignoBigabHOT
3a 3[jiicHeHHa hapMakoHarnsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa ana 3aiicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bif yNOBHOBaXKEHOT 0CO6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHS ddapmakoHarnsgy (Bkovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemn ghapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a 34iliCHEHHS hapmakoHarnagy:
MponoHoBaHa pepakuin: bapbapa [e BepHapai/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOB&XEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy

3a
peyenmom

UA/5194/01/01

111.

AOTABICT

PO34UH A5 iH'EKLiA,
279,32 mr/mn (0,5
MMO/b/M); N0 5 Mn
a6o 10 mn, abo 15
mn, abo 20 mn, abo
60 mn, abo 100 mny
donakoHi; no 1
chakoHy B naui; no
10 mn ab6o 15 mn,
a6o 20 mny
nonepeAHbL0
HarnoBHEHOMY
wnpuyi; no 1
nonepeAHbL0
HarnoBHEHOMY
wnpuuy y 6nictepi;
no 1 a6o 5 6nictepis
y nauyui; no 10 mn
a6o 15 mn, a6o 20
My nonepegHbo
HarnoBHEHOMY

AT
"Papmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHu 3 sKocTi. MeguuHi npucTpoi. 3miHa NpucTpois Ans
BMMIpIOBaHHSA 031 ab0 BBELEHHS NiKapcbkoro 3acoby
(monaBaHHsA abo 3aMiHa NPUCTPOID, SKUIA HE € HEBIZ'EMHOK
YacTVHOI NEPBUHHOI ynakoBKu) - MpucTpii, skuii mae CE-
MapKyBaHHSs! - BHECEHHS 3MiH 0 MaTepianiB peecTpauiiiHoro
pocke p. 3.2.P.7. Cuctema koHTeliHep/ 3akynoptoBasibHUiIA 3aci6,
a came BBe[EeHHS [04aTKOBOro e/leMeHTY CUCTEMMW YNakoBKW: A0
ynakoBKn nonepeAHbO HaMOBHEHWX LUMPULIB MOXYTb OyTK
[ofaHi iHgisigyanbHO 3anakoBaHi ctepusbHi ronkv (Needle K-
Pack Il Bupo6HuuTea TERUMO EUROPE N.V., Belgium) Ta
3a3HayveHHs iHhopMaLii LWoA0 HasABHOCTI ynopy Ans nanbLiB y p.
«YnakoBka» MKS J13. 3MiHV BHECEeHI B iHCTPYKLjlo ANs
MeAMYHOro 3actocyBaHHs /13 y p. "Ynakoska" 3 BignoBigHUMMN
3MiHaMU B TEKCTi MapKyBaHHSA yNakoBOK. BBEAEHHS 3MiH
NPOTAroM 6-TW MiCALIB Nicna 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta papmakoHarnsagy (iHLwi
3MiHM) OHOBNEHHSA TEKCTY MapKyBaHHSA YNakoBKM NiKapCbKOro
3aco6y 3 BHECEeHHSM iHhopMaLii LWoA0 3a3HauYeHHs OAMHNLb
BMMIpIOBaHHS y cuctemi Sl
BBE/leHHS 3MiH NPOTAroM 6-Tv MIiCALIB MiCNSA 3aTBEPAXKEHHS.

3a
peyenmom

UA/16798/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
wnpuui; no 1 3miHu | TUny - 3MiHK 3 SKOCTi. FOoTOBMIA NiKapcbkuid 3aci6.
nonepegHL0 CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6 (iHLUi 3MiHN)
HanoBHeHOMY BHECEHHS 3MiH [0 MaTepiasiB peecTpauiiiHoro gocke p. 3.2.P.7.
LINpULY 3 OKpEMO CurcTeMa KoHTelHep/3aKynopioBasibHUIA 3acib, a came 3MiHEHO
BKNaAEHOI0 r0/IKO KiNIbKiCTb LWINpULiB y 6nicTepi. BBeAEHHSA 3MiH NPOTSAroM 6-Tu
y KOHTellHepi Ta/abo MicSLiB NiCNs 3aTBEPAXKEHHS.
ynopom A5 nasibLis
y 6nictepi; no 1 abo
5 6nicTepis y nauuy;
no 10 mn a6o 15 mn,
a6o 20 mn y
nonepeAHL0
HarnoBHEHOMY
wnpuyi; no 1
nonepeAHL0
HarnoBHEHOMY
wnpuuy y 6nictepi 3
OKPeMO BK1aEeHO0
rOMIKOKO Y
KOHTeliHepi Ta/abo
ynopoM Ans nanbLis
y nadui; no 1 a6o 5
6nicTepis y nayui
112. | AOUETAKCE | KoHueHTpart A/is Akkopfg, Benvka BVMPOGHMLTBO, IHgis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | Tuny - 3a UA/17408/01/01
N AKKOPJ, po3unHy ons Xenckea BputaHis KOHTPO/Ib SKOCTI, Benuka | 3MiHuM 3 AKoOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI. |  peyenmom

iHpy3iiA, 20 mr/mn no NimiTen nepBuHHE Ta BpuTaHi 3amiHa abo BBeeHHs [0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
1 mn (20 mr) a6o 4 BTOPUHHE s/ YacTuHM abo BCbOro BMPOOBHMYOrO NPOLECY rOTOBOMO
mn (80 mr) abo 8 mn nakyBaHHs: Monbwa nikapcbKoro 3acoby (AinbHUUSA A1 BTOPUHHOTO NakKyBaHHS)
(160 mr) y IHTac / BBEEHHS [10AATKOBOI AiNbHUL BUpo6HMLUTBA - OHKO Inak CaH.
thnakoHax, no 1 dapmachbloTikanc Yroplum Be Tigx. A.C., TypeuunHa a5 BTOPUHHOIO NakyBaHHS roTOBOr0
chnakoHy B Nimitea, IHgis; Ha/ nikapcbkoro 3acoby. BBefeHHs 3MiH NPOTAroM 6-TW MicsLiB
KapTOHHI nauui IHTac Typeuun nicns 3aTBEPKEHHS.

dapmacbloTikanc Ha/ 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK

NimiTeq, IHAis; ManbTa y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA AOAATKOBOI AiTbHUL

BTOPUHHE
nakyBaHHs:
Akkopfa Xenckea
NimiTen, Benuka
BpuTaHis;
CuHonTtus
IHpacTpian Cn.3
0.0., MonbLa;
KOHTPO/b SIKOCTI
cepi:
BeccniHr XaHrepi
KdpT., YropumHa;
dapmagokc
Xernckea /114.,

BUPOGHMLITBA A1 YaCTMHM abo BCbOro BUPOGHMYOTrO MpoLiecy
roTOBOro MiKapCbKOro 3acoby (4iIbHMUA 4715 NEPBUHHOMO
nakyBaHHs)

BBEEHHS [10AATKOBOI AiNbHUL BUpo6HMLUTBA - OHKO Inak CaH.
Be Tigx. A.C., TypeuunHa a5 nepBUHHOIO NakyBaHHS rOTOBOrO
nikapcbkoro 3acoby. BBefeHHs 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepmXeHHsi. 3MiHW | Tuny - 3MiHK 3 AKOCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA
[0[aTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHMYOTro NpoLecy rotToBOro Nikapcbkoro 3acoby (AiibHUUSA,
Ha Skl NpoBOAATLCA by Ab-AKi BUPOOHUYI CTagjl, 3a BUHATKOM
BUMYCKY Cepii, KOHTPO/IIO SAKOCTi Ta BTOPUHHOIO NakyBaHHA AN
CTepUIbHUX iKapCbKMX 3aC06iB (BKIHOYaOUM BUPOOGIEHI
acenTMYHYM METOLOM), KPIM Jlikapcbknx 3acobis
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
ManbTa; 6i0/10rYHOr0/iIMyHOOTYHOTO MOXOKEHHS) BBEAEHHS
BMPOBHWLTBO, [0AaTKOBOI AiNbHULL BUPOBHMLITBA FOTOBOTO NiKapPCbKOro
nepBuHHe Ta 3acoby, BignoBigabHOI 3a BUPO6GHMLTBO - OHKO Inak CaH. Be
BTOPUHHE Tigpk. A.C., TypeuunHa. BBegeHHs 3MiH MpoTsirom 6-Tv micsiLiB
nakyBaHHs: nicns 3aTBepmXeHHs. 3MiHW | Tuny - 3MiHM 3 AKOCTi. FoTOBMIA
OHko lnak CaH. Be nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHW Yy npoLieci
Tigpx. A.C., BMPOGHMLITBA FOTOBOTO /iKAPCLKOro 3aco6y, BKIHOUaKun
TypeuuunHa; NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOBHULITBI
BignoBiganbHuii 3a roTOBOro Nikapcbkoro 3acoby (He3HauyHa 3MiHa y npoueci
BUMYCK Cepii: BMPOGHMLITBA) 3MiHW y NPOLIECi BUPOGHMLTBA - BBEAEHHSA
AKkopg, Xenckea anbTepHaTUBHOrO hiNbTPy A8 3aNpONOHOBAHOT0
Nimitea, Benuka aflbTepPHATUBHOIO BUPOGHMKA NikapcbKoro 3acoby. BeeAeHHA
BputaHis 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBepAkKeHHS. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3MiHN y npoLieci BUPO6HMLITBA rOTOBOTO NiKapCLKOro 3acoby,
BK/THOHAI0UM NPOMKHWIA NPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOGHULITBI FTOTOBOrO NiKapcbKoro 3acoby (He3HayHa 3MiHa y
npoueci BUpO6HULITBA) 3MiHM Y NpOLIeCi BUPO6GHMLTBA -
BK/TOYEHHS 0AATKOBOTO a/lbTEPHATUBHOIO eTary BUrOTOB/IEHHS
[ANS 3aNpONOHOBAHOr0 anbTepHaTUBHOTO BUPOGHUKA
nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTAroM 6-Tu MicsuiB
nicns 3aTBepAKEHHS.
113. | AOUETAKCE | KoHueHTpart A/is Akkopg, Benuka BUPOGHMLTBO, IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUNy - 3a UA/17408/01/01
N AKKOPA PO3YuHy AN Xenckea BputaHis KOHTPO/Ib SKOCTI, Benuka | 3wmiHn wogo 6e3nekun/eekTMBHOCTI Ta hapmakoHarisay. 3MiHu peyenmom
iHcpys3iiA, 20 mr/mn, Nimiteq nepBrHHE Ta BputaHi Y KOPOTKii XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
no 1 mn (20 mr) a6o BTOPVHHE a/ MapKyBaHHS Ta IHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHS
4 mn (80 wmr) abo 8 nakyBaHHs: IHTac MonbLia reHepuyHnX/ribpugHnx/6ionodibHNX nikapcbkmx 3acobis nicns
mn (160 mr) y dapmachbloTikanc / BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar (3miHa He
hnakoHax, no 1 NimiTes, 1HAis; YropLm noTpebye HafaHHA XXOL4HWUX HOBUX AOAATKOBUX AaHWX) 3MiHN
chnakoHy B IHTac Ha/ BHECEHI A0 IHCTPYKLiT 4718 MeANYHOro 3acTOCyBaHHSA
KapTOHHI navu,i dapmachbloTikanc Typeuun nikapcbKoro 3acoby y po3ainu "lMNokasaHHs", "OcobmMBOCTi
NimiTes, 1HAis; Ha/ 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta o3un", "MobiuyHi
BTOPVHHE MaibTa peakuii" BiAnoBigHO A0 iHhopMmaLi pedhepeHTHOro NikapCbkoro

nakyBaHHsA: AKKop,
Xenckea fimites,
Benuka BputaHis;
CuHonTtus
IHpacTpian Cn.3
0.0., MonbLa;
KOHTPO/b SIKOCTI
cepii: Beccninr
Xanrepi K.,
YropwuHa;
dapmagokc
Xernckea 1114,
ManbTa,
BUPOGHMLTBO,
nepBrHHE Ta

3acoby TAKCOTEP®. BBegeHHs 3MiH MPOTAroM 3-X Micsiuis
nicns 3aTBepKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
BTOPWHHE
nakyBaHHs: OHKO
Inak CaH. Be Tigx.
A.C., TypeuyunHa;
BignoBiganbHuii 3a
BUMNYCK Cepii: AKKOpA
Xenckea flimites,
Benvika bputaHis
114. | AYDANAK® cupon, 667 mr/1 mn, AGGOTT Higepnax AGGOTT Higepna BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/3255/01/01
no 200 mn, a6o no Xerckea on Bionoaxikans b.B. HOM 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy. peuenma
300 mn, abo no 500 MpopakTc BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
mn, abo no 1000 mn B.B. dhapmakoHarnsgy (BBefieHHs y3araslbHeHUX JaHux npo cucTemy
y thnakoHi 3 thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
nonietTunexy; no 15 3a 3ilicHeHHs hapmakoHarasgy; KOHTakTHoOi 0cobu 3
M1y NakeTnky; no dhapmakoHarnsgy 3asaBHUKa A1 3AiicHeHHs hapMakoHarnagy B
10, a6o no 20, a6bo YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI ocobu,
no 50 nakeTukiB y Bi4MNOBiAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkayarum
KapTOHHIA Kopoo6Li KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHoi 0cobu
3asBHVIKa, BigNoBiganbHOT 3a hapmakoHarnsg,
MponoHoBaHa pepgakuis: Thomas Nisslein, DVM, PhD / Tomac
Hiccnsaiin, DVM, PhD. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI
ocobu 3as8BHUKA, BIAMNOBIAAUIbHOI 3a hapMakoHarisg
115. | AYDANAK® PO34MH OpasIbHUIA, A6GOTT Higepnax A6GOTT Higepna BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/15943/01/01
DPYT 667 mr/mn no 200 Xernckea on Bionoaxikans b.B. HOM 3MiHu Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy. peuenma
mn abo no 500 mny MpopakTc BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cMcTeMy
NASALWL 3 MIDHUM B.B. dhapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo cucTemy
CTakaH4MKOM thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiANoBifanbHOT
3a 3filicHeHHs thapMakoHaraagy; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHUKa A1 3aiicHeHHA hapMakoHarnagy B
YKpaiHi, KLL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bka4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-chaiina
cucTemn ghapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0cobu
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsg,
MponoHoBaHa pegakuis: Thomas Nisslein, DVM, PhD / Tomac
Hiccnsaiin, DVM, PhD. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI
ocobu 3as8BHUKA, BiANOBIAa/IbHOI 3a hapMakoHarisa
116. | AYDPACTOH® | TabneTku, BKpUTI ABGOTT Higepnax A6GOTT Higepna BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/3074/01/01
nNiBKOBOIO Xenckea on Bionoaxikans b.B. HAM 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay. peyenmom
060/10HKO0, MO 10 MpogakTc BBeieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHux Npo cuctemy
mr, no 20 TabneTok B.B. chapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx npo cucTemy

y 6nictepi; no 1
6nictepy B
KapTOHHI KopobLyj;
no 14 a6o 28

thapmakoHarnsgy, aMiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOI
3a 3filicHeHHs1 hapMakoHariagy; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa Ans 34iicHeHHA papmakoHarnsgy B
YKpaiHi, KO BOHA BifMiHHA Bifi yNOBHOBaXXEHOI 0cobu,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
Tabnetok y 6nictepi; BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy (Bkaovaoum
no 1 6nictepy B KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
KapTOHHIli KopooLi cucTemn goapMakoHarnsay) - 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHUKA, BiANOBIAA/IbLHOI 3a hapMakoHarnsg,
MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI
0Cco6U 3asBHMKa, BiANOBIAAIbHOT 3a hapMakoHarnsg,
117. | EHOKCANAP | nopoLuok AT Ykpaina XeHnkoy [xytoaH KuTai BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3MiHu | Tuny - - UA/11805/01/01
NH HATPIO (cybeTaHuis) y "®Papmak” [DkiH EHgXiHiepiHT AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiLLKax noABIAHNX Ko., 74, 3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
nonieTnIeHoBuUxX HaliMeHyBaHHS Ta afpecu 3asaBHWKa (BNacHUKa peectpauiiHoro
0151 BUpo6bHMUTBa NoCBIAYEHHS)
CTePUIbHUX
niKapcbknx goopm
118. | EPEBPA® TabneTtkn TOB "Teonik YkpaiHa MpAT "TexHonor" YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/12485/01/01
cy6niHrBasnbHi no bapm 3MiHM Woao 6e3nekn/eheKkTBHOCTI Ta chapmakoHarnagy - peuyenma
0,02 r; no 10 MapkeTunHr BHECEHHS 3MiH 10 po3ainy «MapkyBaHHs» MKA N13:
Tabnetok y 6nictepi; pyn" 3anponoHoBaHo: MapkyBaHHS 3rifHO 3aTBEPAXXEHOr0 TEKCTY
no 1 a6o no 2 MapkyBaHHS. BBefileHHs1 JOAATKOBOrO TEKCTY MapKyBaHHSA
6nictepu B nauuj 3 yNakoBKW NiKapCbKOro 3acoby i3 3a3Ha4YeHHAM MiXXHapOAHWX
KapToHy; no 20 no3HaYeHb OAVHULb BUMIPIOBaHHS
Tabnetok y 6nictepi;
no 1 6nictepy B
naJui 3 KApTOHY
119. | ECNYMI3AH Kancynu m'ski no 40 BEP/IH- HimeyuunH BEPNIH-XEMI AT, Himeyun BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/0152/02/01
® Mr; o 25 kancyny XEMI Al a HimeuumHa (Bunyck Ha/ nofiaHHA OHOB/IEHOro cepTudikaTa BignoBiAHOCTI EBpONechKii peuyenma
6nictepi; no 1, abo cepii); BEPJIIH- PymyHis thapmakonei Ne R1-CEP 2002-005-Rev 01 (R1-CEP 2002-005-
no 2, abo no 4 XEMI AT, Rev 00) ons gitoyoi peyoBrHU Simeticone Big, Bxe
6nictepu B HimeuunHa 3arBepxeHoro BupobHrka BASILDON CHEMICAL CO. LTD;

KapTOHHI KOpooLyi

(koHTpO/b cepii);
BEP/IIH-XEMI AT,
HimeuunHa
(nakyBaHHs);
[OpareHocapm
Anotekep lMoLub
v6X, HimeuunHa
(koHTpONb cepii);
KataneHt
HimeuunHa E6epbax
M6X, HimeuunHa
(Bpo6HULTBO
M'SIKMX Kancyn "“in
bulk"); KataneHt
HimeuunHa E6epbax
v6X, HimeuunHa
(koHTpONb cepii);
MeHapiHi-®oH

3MiHM | TNy - 3amiHa MeTo4y BUNPO60OBYBaHHA 4151 OMOMIKHOI
peyoBuHM «Sunset yellow FCF 85%, E 110», a camve,
BM3HAYEHHA NEPBUHHOIO apoOMaTUYHOro amiHy; 3MiHu | Tuny -
3aMiHa MeTofa BUNPO60BYBaHHA 4718 AOMNOMDKHOT PEYOBUHY «
Quinoline yellow 70%, E 104», a came, BU3HaY€HHS1 NEPBUHHOIO
apoMaTUYHOro amMiHy; 3MiHW | TUMy - BUNYy4YeHHs 3i cneuudikawil
roTOBOro /ikapCcbKoro 3acoby M. «laeHTudikalis KpeMHito
aiokcnay»; 3MiHK | TUny - BUNy4YeHHs 3i cneuudikadii rotoBoro
nikapcbkoro 3acoby n. «KinbkicHe BU3HAYEHHS CUMETUKOHY»
(3aMLLEHO KiSTbKICHE BU3HAYEHHS MOiAIMETUICUIOKCaHA);
3MiHM | TUNY - BUNYy4YeHHA 3i cneyudikaLii rotoBoro nikapcbkoro
3aco6y n. «KinbKicHe BU3HAYEHHSA KPEMHIIO AiOKCUAY»; 3MiHW |
TMny - godaHHs HoBoro «bulk» nakyBaHHS 40 BXe
3aTBEPKEHOrO - KOMMO3UTHE noslieTuneHoBe honbrose
nakyBaHHs. KOHTaKTHa NOBEPXHA NPOAYKTY 3a/IMLLAETLCA
HE3MIHHOI;
3MiHM | TUMy - He3Ha4YHa 3MiHa y BUPOGHMYOMY npoteci N3, a
came 3MiHa Yacy 36epiraHHsi NPOMIXHOro NPoAYKTY —V p.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1

XenpgeH M'v6X,
Himeuunna
(nakyBaHHs1); C.LI.
CBICKAMNC
POMAHIA C.P.1.,
PymyHis
(B1poO6HMLTBO
M’SIKMX Kancyn "in
bulk"); Csicc Kenc
Mv6X, HimewunHa
(nakyBaHHS)

3.2.P.3.3. Onuc BUpo6GHNYOro npoLiecy Ta KOHTPOJIK0 npoLecy
[oJaeTbes iHhopmaLis CTOCOBHO TepMiHy 36epiraHHs
NMPOMIXHOro NPOAYKTY He Ginblue 12 micauiB nepes nofanbLunm
BVMPOGHMYMM eTanom; 3MiHu | Tuny - nogaHHa Hosoro ME-
cepTudikaTa BignosigHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2008-048-Rev 00 a41a AONOMDKHOI peYOBUHM XenaTuHy Bif
HoBoro Bupo6Huka PIONEER JELLICE INDIA PRIVATE
LIMITED; 3miHu | TMny - nofaHHs OHOB/IEHOro cepTudpikara
BignoBigHocTi €Bponelicbkili hapmakonei Ne R1-CEP 2004-299-
Rev 01 (R1-CEP 2004-299-Rev 00) ans gito4oi pe4oBuHu
Simeticone M Big, BXe 3aTBepAKEHOro BUpobHrka DOW
CORNING EUROPE S.A.; 3MiHM | TUNY - NOJaHHS OHOB/IEHOIO
cepTtudikaTa BignosigHOCTi €Bponeiickkiii hapmakonei Ne R1-
CEP 2004-299-Rev 02 ans gjtoyoi pevyoBuHM Simeticone M Big,
BXe 3aTBepAKEHOro BUPO6HWKa, sAkuii 3MiHMB Ha3By 3 DOW
CORNING EUROPE S.A. Ha DOW Silicones Belgium S.P.R.L.;
3MiHM | TUNY - NOAAaHHSA OHOBIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2004-299-Rev 03 ans
Aitoyoi pevoBrHN Simeticone M Big, BXe 3aTBEPAKEHOrO
BUpo6HMKa DOW Silicones Belgium S.P.R.L., sik Hacnigok 3miHa
Ha3su BnacHvka CEP Ta 3miHa Ha3Bv BUPOOHUYOI AiNAHKK,
3MiHM | TUMY - NOA4AaHHA OHOBNIEHOTO cepTudikarta BifnoBigHOCTI
€Bponelicbkiin papmakonei Ne R1-CEP 2009-197-Rev 00 ans
Aitoyoi peyoBrHK Simeticone Q7-2243 LVA Big, BXe
3arBepxeHoro BupobHrnka DOW CORNING EUROPE S.A;
3MiHM | TUNY - NOAAaHHSA OHOBIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2009-197-Rev 01 ans
Aitoyoi peyoBrHK Simeticone Q7-2243 LVA Big BXe
3aTBepmxeHoro BupobHnka DOW CORNING EUROPE S.A;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2009-197-Rev 02 ans
Aitoyoi pevoBuHM Simeticone Q7-2243 LVA Big Bxe
3aTBEPKEHOTO BUPOGHUKA, SIKWIA 3MiHMB Ha3By 3 DOW
CORNING Ha DOW Silicones Belgium S.P.R.L; 3minu | Tvny -
noAaHHsA OHOBJIEHOTO cepTudpikaTa BifgnoBigHOCTI EBponeichkiii
hapmaxkonei Ne R1-CEP 2009-197-Rev 03 ans fito4oi peyoBuHu
Simeticone Q7-2243 LVA Bif, BXe 3aTBEp)XEHOro BUPOOHNKa,
SIK HAcnifok 3MiHa Ha3Bu BnacHuka CEP Ta 3MiHa Ha3Bu
BMPOBHNYOI AiNAHKW; 3MiHW | TUNY - NoAaHHA oHoBneHoro IME-
cepTtudikaTa BignosigHOCTi €Bponeiickkiii hapmakonei Ne R1-
CEP 2003-172-Rev 02 ans gonomikHoi peyoBuHu Gelatin Big,
BXe 3aTBepkeHoro supobHuka GELITA Group; 3miHu | Tuny -
nogaHHsa Hosoro E-CepTudikaty BiANOBIAHOCTI €BpONECchbkil
hapmakonei Ne R1-CEP 2010-043-Rev 00 an1s A0NOMKHOT
peyoBuHu Gelatin Big HoBoro BMpo6Hnka ROUSSELOT; 3MiHK |
TUNy - NogaHHsa Hosoro E- CepTudikaTy BiANOBIAHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2000-029-Rev 05 ans
[0NoMKHOT peyoBrHK Gelatin Big HOBOro BUpOGHMKa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
ROUSSELQOT; 3miHu | Tuny - nogaHHs Hosoro E- CepTudikarty
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2000-182-
Rev 02 gnsa gonomixHoi peyosuHmn Gelatin Big HoBoro
BMpOGHMKa Lapi Gelatine SpA; 3miHu | TUny - nogaHHSA HOBOTO
I'E- CepTudpikaTy BianoBigHOCTI €Bponeiickkili hapmakonei Ne
R1-CEP 2000-027-Rev 02 ans fonomikHoi peyosuHu Gelatin
Bif HOBOro BMpo6HMka ROUSSELOT; 3miHu | TURY - nogaHHs
HoBoro E- CepTudpikaTy BignoBigHocTi €EBponeiichkkiii
hapmakonei NeR1-CEP 2000-140-Rev 03 15 AONOMDKHOT
peyoBuHM Gelatin Big HoBoro B1po6Huka PB Gelatins
120. | 3ABEAOC® niocpinizat ana MOAN3EP CLIA AkTasic ITanis ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/9322/01/01
pO3YuHy AN IHK. C.n.A. 3MiHM Woa0 6e3nekn/ethekTMBHOCTI Ta hapmakoHarisay. peyenmom
iHpysiii no 5 mr; 1 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX MPO cUcCTemy
dhnakoH 3 chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux npo cucTemy
nioghinizatom B hapmakoHarnagy, 3miHa ynoBHOBaXXeHOi 0cobu, BiANOBIAa/IbHOI
KapTOHHIA Kopoo6Li 3a 3[jiicHeHHa hapMakoHarnsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa ana 3aiicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bif yNOBHOBaXKEHOT 0CO6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHS ddapmakoHarnsgy (Bkovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemn ghapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a 34iliCHEHHS hapmakoHarnagy:
MponoHoBaHa pepakuin: bapbapa [e BepHapai/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOB&XEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy
121. | 3BOKC TabneTtku, BKPUTI MOAN3EP CLWA Mdpaiizep Himeyun BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/1969/01/01
nNiBKOBOO IHK. MeHohekUypuHr Ha/ 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI Ta hapMakoHariagy. peyenmom
060/10HKOI0, N0 600 [Loliuneng r'v6X, CLWA BBefeHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
mr; no 10 TabneTok HimeyunHa chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnx npo cucTemy
y 6nicTepi; no 1 (nepBuHHe, thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi 0co6u, BiANOBiAa/IbHOI
6nictepy B BTOPWHHE 3a 3fiicHeHHs dhapmakoHarnsay; KOHTakTHOi 0cobm 3
KapTOHHIA KopobLii 3 nakyBaHHs, thapmakoHarnagy 3asiBHUKa A1 34iicHEHH:A hapmakoHarnsgy B
MapKyBaHHAM KOHTPO/Ib SKOCTI, YkpaiHi, KLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0CobMu,
YKpaiHCbKOK MOBOIO; BMNYyCK cepii); BiANOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkuvaoum
no 10 TabneTtok y Mdpaiizep KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
6nicTepi; no 1 dapmactoTikan3 cucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT ocobm
6nictepy B NNcC, CWA 3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS (hapmakoHarnagy:
KapTOHHIlA KopooLi (BUpOGHMLTBO, MponoHoBaHa pepakuin: bapbapa [e BepHapai/ Barbara De
nepBuHHE Ta Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI 0CO6M
BTOPVHHE 3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS thapMakoHarnsgy
nakyBaHHS,
KOHTPO/Ib SIKOCTI,
BUMYCK cepil)
122. | SBOKC pO34nH ANs iHdys3ild, MOANIEP CLIA ®peseHiyc Kabi Hopseri BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3mMiHW | TNy - 3a UA/1969/02/01
2 mr/mn; no 300 mn IHK. Hopre AC A 3MiHK WoA0 6e3nekn/edeKTBHOCTI Ta hapmakoHariagy. peuyenmom

B CUCTEeMI Ans

BBe/leHHs1 ab60 3MiHM [10 y3ara/lbHEHMX laHMX NPO cUcTEMY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
BHYTPILLHLOBEHHOTO dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHnx npo cucremy
BBEJEHHs; no 1 thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0cobu, BiAnoBifanbHOT
CMCTEMI B yNakoBL,i 3 3a 3[jicHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
namiHoBaHoi thapmakoHarnagy 3asBHuUKa A5 34iicHeHHA dhapmakoHarnsgy B
donbru 3 YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
MapKyBaHHAM BiANOBIAA/IbHOI 3a 34iiCHEHHS (hapmakoHarnsgy (Bkaouyatoum
YKpaiHCbKOI Ta KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
aHrnincoLKot cucTeMu chapmakoHarnsay) - 3MiHa ynoBHOBaXKeHOT 0cobum
moBamu; no 100 mn 3as1BHUKA, BiANOBifaNbHOT 3a 34iiCHEHHSA (hapMakoHarnsay:
B cUCTeMi A4ns MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
BHYTPILLUHBOIO Bernardi. 3mMiHa KOHTaKkTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
BBEfleHHs; no 1 3asBHUKA, BiAMNOBiAa/IbHOI 3a 3AiiCHEHHA hapMakoHarnagy
cucTeMi B ynakoBL,j 3
namiHoBaHoTl
donbru 3
MapKyBaHHSAM
YKpaiHCLKOK Ta
aHrnilicbkoto
moBamu abo MOBOIO
KpaiH-uneHiB €C i3
CTUKEPOM
YKPaIHCbKOK MOBOH
123. | 3VAOBYOUH | po34uH OpasibHUIA, MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/13567/01/01
10 mr/mn no 200 mn "TexHonor" 3MiHM WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnsgy - peyenmom
y 6aHLi 3 KPULLIKOHO, OHOBJIEHHA TEKCTY MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby 3
no 1 6aHui pasom 3i BHECEHHSAM iHGhopMaLil LLOA0 3a3HAYEHHS OAVNHULL
LUNPULLOM MICTKICTIO BMMIiptOBaHHA y cuctemi Sl. TepmiH BBE,EHHS 3MiH NPOTAroMm 6
10 mny navui 3 MiCALIB MiCNA 3aTBEPKEHHS
KapToOHyY
124. | S3UTUTA® Tabnetku no 250 wr; TOB Ykpaina BupobHMLTBO KaHnapa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu Il Tuny - 3a UA/14061/01/01
no 120 TabneTtok y "[XOHCOH i Hepo3dacoBaHoro ITanis 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnagy. 3miHa peyenmom
donakoHi; no 1 JbKOHCOH npoayKTy, NepBmMHHa Y KOPOTKii XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
donakoHy B YkpaiHa" ynakoska: areoH MapKyBaHHS Ta IHCTPYKLUiT 418 MeAWYHOro 3aCTOCYBaHHS Ha
KapTOHHI KOpooLyi IHK., KaHaga; nigcTasi perynsipHO OHOBJ/IHOBAHOIO 3BiTY 3 6e3neKun NiKapcbkoro
BTopuHHa ynakoBka, 3acoby, abo gocnigpkeHb 3 6e3neky 3acTOCyBaHHSA NikapCbKoro
BUNYCK cepi: 3acoby B nicnapeecTpauiliHuii nepios, abo sk pe3ynbTaT OLjiHKK
Anccen-Cinar 3BITY 3 AOCNIfKEHb, NPOBEAEHNX Bi4NOBIAHO A0 NaaHy
C.n.A., Itania nepjatpnyHux gocnigkeHs (PIP) (3miHa noTpebye nogasibLioro
06I'pyHTYBaHHSA HOBMMU 40AATKOBMMMW AAHUMMU) - 3MiHN BHECEHI
00 IHCTPYKLIT 415 MeANYHOro 3acTOCyBaHHS /iKapCbKoro 3acoby
[0 po3ainis "B3aemogia 3 iHWMMKW NikapcbkMKu 3acobamu Ta
iHWi BMAW B3aemogiit” Ta "OcobMBOCTi 3acTOCyBaHHSA"
BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH NpoTArom
6-TU MicAUIB NicnA 3aTBepKEeHHS
125. | IBYNPO®EH TabneTkn, BKPUTI MpAT YKpaiHa MpAT "TexHonor" YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/7108/01/01
060/10HKO10, M0 200 "TexHonor" 3MiHK Woa0 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - peuyenma

mr no 10 TabneTok y

OHOBJ/IEHHSA TEKCTY MapKyBaHHs YNaKoBKM JiIKApCbKOro 3acoby 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
6nictepax; no 10 BHECEHHSAM iHhopMmaL,ii LWoA0 3a3HaYeHHS OAUHULD
Tabnetok y 6nictepi; BUMIpIOBaHHA y cucteMi Sl. TepMiH BBEEHHS 3MiH NpoTAroM 6
no 5 6nictepis y MiCALIB MiCNA 3aTBEPL)KEHHS
nauti 3 KapToHy; No
10 TabneTok y
6nictepi; no 90
6nicTepiB y Kopobui
3 KApPTOHY
126. | IBONTUH® TabneTkun, BKpUTI AGGOTT HimeuunH BVMPOGHMLTBO, Himeuun BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/7175/01/02
N1iBKOBOIO Na6opatopis a nakyBaHHs, Ha/ 3MiHV BHECEHO B iHCTPYKLit0 4719 MEANYHOIO 3aCTOCYBaHHS peyenmom
060/10HKO10, 80 Mr, 6X KOHTPO/Ib AKOCTI Ta Ipeuis nNiKapcbKoro 3acoby A0 po3ginis "B3aemogia 3 iHWKMMK
no 20 TabneTok y BWMNYCK cepii: AGOBI nikapcbkrMmn 3acobamu Ta iHWi BUAmM B3aemogiii" Ta
6nictepi; no 5 [oiiunang T'M6X i "Mepepno3yBaHHa" 3rigHO 3 pekomeHaalisvm PRAC. BBeaeHHS
6nictepiB y Ko. KI, HimeuunHa; 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHS
KapTOHHI KOpoobL; BUPOOGHMLTBO,
no 10 TabneTtok y nakyBaHHs,
6nictepi; no 10 KOHTPO/b AKOCTI Ta
6nicTepis y BMMNYCK cepii: Pamap
KapTOHHIA Kopoo6Li A.B.E. AHToycca
MnaHT, Mpeuis
127. | IIOH® mMasbno 251, 50ry Llecpa HimeuunH Llecpa Himeuun 3MiHY | TRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta 6e3 UA/9126/01/01
Ty6i, no 1 Ty6i y ApLUHaAMITT a ApuHaiimiTTenb Ha thapmakoHarnsgy - OHOB/IEHHSA TEKCTY MapKyBaHHS YNaKkoBKu peyenma
KapTOHHIlA KopooLi enb MmMeX i 'm6X i Ko. KI NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii WoA0 3a3HaYeHHS
Ko.KI OAVHWLb BMMIpIOBaHHA y cuctemi Sl
128. | IHBEK TabneTku, BKpUTI Emkyp IHais Emkyp IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/18102/01/01
nNiBKOBOIO dapmacboTi dapmacbioTikasnc 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsamy. peyenmom
060s10HKO0, 600 Kanc Jitg, na BBeieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHuX Npo cuctemy
mr/50 mr/300 mr; no thapMakoHarnsagy (BBeAeHHs y3ara/ibHeHUX faHuxX Npo cuctemy
30 TabneTtok y hapmakoHarnagy, 3miHa ynosBHOBaXKeHoI 0cobu, BiANOBiAa/IbHOI
naacTMKOBOMY 3a 3filicHeHHs1 hapmakoHariagy; KOHTakTHOI 0cobu 3
hnakoHi, o thapmakoHarnagy 3asBHUKa Ans 34iicHeHHsA papmakoHarnsgy B
MICTUTb KOHTEliHEp 3 YKpaiHi, K0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
cunikarenewm; no 1 Bi4NOBiAa/IbHOI 3a 34jICHEHHST hapmakoHarnsgy (Bkaoyaroum
donakoHy B KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
KapTOHHIA ynakoBL,i cucTemu gpapMakoHarnsay) - 3MiHa ynoBHOBaXKeHO! 0cobu
3asiBHMKA, BignoBigasibHOI 3a chapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Neha Vala. 3MiHa KOHTaKTHUX
[AaHVX yNoBHOBaXeHOI 0Co6M 3asBHKa, BifnoBifabHOT 3a
hapMakoHarnsg
129. | IHAOMETAL, cynosuTopii no 50 mr AT Bonrapis AT "Cothapma” Bonrapi BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | TNy - 3a UA/10242/01/01
NH no 6 cynosuTopiis y "Codcpapma" A AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
CO®PAPMA cTpuni; no 1 ctpuny 3asBHMKa (BNacHvKa peecTpauiiHoro NocBif4YeHHs) 3MiHa

B KapTOHHIi navui

HaliMeHyBaHHs Ta aApecy 3asiBHUKA aHrNilicbKO MOBO. 3MiHU
| TNy - AgMiHIiCTpaTUBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusi NPoBaMKEHHS Aisi/IbHOCTi BUPOGHMKa/imnopTepa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
rOTOBOrO /IiKaPCbKOro 3acoby, BK/OYaUM LiNlbHULi BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOSIIO AKOCTI. (HiSNbHICTb, 3a
AKy Bignosifae BUPOOHMK/IMNOPTEP, BKIHOYAOUM BUNYCK Cepiit)
3MiHa HanMcaHHs HaliMeHyBaHHs Ta agpecu Micus
NPOBAaKEHHS Ais/IbHOCTI BUPOGHUMKA /13 aHrNiincbKo MOBOHO,
6e3 3MiHn Micua BUpOBHMLTBA
130. | IHCTrPA TabneTku, BKpUTI Emkyp IHAis Emkyp IHAjsA BHECEHHS 3MiH 10 peecTpavyjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/16990/01/01
nNiBKOBOIO dapmacboTi dapmacbioTikanc 3MiHM Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom
060n0Hkot0, No 50 Kauic JItg, nrg BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cMcTemy
mr; no 30 TabneTok dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucTemy
y N1acTUKOBOMY thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
KOHTelHepi, no 1 3a 3ilicHeHHSs hapmakoHarsgy; KOHTakTHOi 0cobu 3
nnacTyKoBoMy dhapmakoHarnsgy 3asaBHUKa A1 3AiicHeHHs hapMakoHarnagy B
KOHTEliHepy y YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOi ocobu,
KapTOHHI ynakosLi Bi4NOBiAa/IbHOI 3a 34jiCHEHHS hapmakoHarnsgy (Bkaoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsg,
MponoHoBaHa pepakuist: Dr. Neha Vala. 3MiHa KOHTaKTHUX
[aHuX YyNoBHOBaXKEHOT 0CO6U 3as1BHYKA, BifnoBiganbHOI 3a
papmakoHarnsg
131. | IHOAHPUKC cycneHsis (DTPa- nakcoCmit Benuvka nakcoCMmIiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/16235/01/01
FEKCA™I/INF HBV-IPV) gns KnsiiH BpuTtaHis Bionogxikans C.A. peknacudikauis Tectis 3 “IPC” Ha “Quality Release” abo peuyenmom
ANRIX iH’exuin no 0,5 mn (1 Ekcnopt “Process measurement” Ta “Quality Release” Ha “IPC — Process
HEXA™ [03a) Ta nioginisar Nimiten monitoring (PM)” nig, yac BUPOGHMLTBA Ta KOHTPOSIKO AKOCTI
KOMBIHOBA (Hib); 1 nonepeaHbO npaBLLEeBOro KOMMOHEHTY, SIKUIA BUKOPUCTOBYETLCS B SIKOCTI
HA HanoBHEHMN 6inka-Hocis gitoyoi peyonHm Haemophilus influenzae tuny b;
BAKLUVHA 04HOPAa30Buii 3MiHu | TUNy - 3mMiHa nocunadb 3 Ph. Eur. Ha In-house gns
ana wnpuy, (no 0,5 mn (1 cupoBuHm Calcium chloride dihydrate npu BUpo6HMLTBI
MPO®INTAKT [03a)) y KOMMNIEeKTi 3 npaBLLEBOr0 aHATOKCUHY, KW BUKOPUCTOBYETHLCH B SKOCTI
KU ABOMa rosikamu Ta 6inka-Hocis gitoyoi pevoBuHu Haemophilus influenzae Tuny b;
LONDTEPII, onakoH 3 3MiHu | TUny - 3mMiHa nocunaxb 3 Ph. Eur. Ha In-house gns
MPABLSA, niogpinizatom (Hib) cmposuHu Disodium hydrogen phosphate 12hydrate npun
KALLUTHOKY ana 1 nosu, wo BMPOGHULTBI NPaBLEBOro aHaTOKCKHY, SIKMIA BUKOPUCTOBYETbLCS
(ALUENONAP | 3miwyloTbes nepeq, B AIKOCTI Gisika-Hocis ajtovoi pevoBrHn Haemophilus influenzae
HWUIA BUKOPUCTaAHHAM Tuny b; 3miHn | TMNy - 3miHa nocunaHe 3 Ph. Eur. Ha In-house
KOMMOHEHT | (wnpwy, 3 ronkamu Ons cuposrHK L-Cystine, sika BUKOPUCTOBYETLCA A5
), FENATUTY | 3axkpuTi rymoBuMu NpUroTyBaHHA NOXMBHUX cepenosuLy (Preculture medium,
B, KoBnavkamu); aBi Latham medium) gns Bupo6HMLTBa NpaBLEBOro aHaTOKCUHY,
noniomMien rosikn (o4Horo AKNIA BUKOPVCTOBYETLCS B IKOCTi Bi/lka-HOCIS Ajto40i pevyoBUHM
TYTA po3mipy), Wwnpu, Ta Haemophilus influenzae Tuny b
3AXBOPIOB h1akoH repmMeT1yHO
AHb, 3anakoBaHi y
3BYAHUKOM | nnacTukoBwii
AKNX € KOHTeliHep; no 1 abo
HAEMOPHIL no 10 nnacTUKoBmux
us KOHTEliHepiB Yy
INFLUENZAE | KapTOHHIli Kopobui;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
TAMNY B 1 nonepeAHbLO
HanoBHeHW
0HOPAa30BMWiA
wnpwuy, (no 0,5 mn (1
[03a)) Y KOMMNEeKTi 3
[BOMa rosikamu Ta
chnakoH 3
niocpinizatom (Hib)
ansa 1l nosu, Wwo
3MiLyOTbCA Nepes,
BUKOPVCTaHHAM
(wnpwy, 3 ronKkamu
3aKpuTi FyMOBUMM
KoBraykamu); ABi
rosiku (ogHoro
po3mipy), LWnpuy, Ta
dhnakoH repMeTUHHO
3anakoBaHi y
nNacTyKoBuii
KOHTeliHep; no 1 abo
no 10 nnacTukosmnx
KOHTEliHepIB y
KapTOHHI Kopoo6Li
132. | IHOAOUNA Tabnetku no 20 AnbneH HimeyuunH [Joiiue Xomeonari- Himeyun BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 6e3 UA/6740/01/01
Tabnetok y 6nictepi; dapma a YHioH OXY- Ha 3MmiHu 3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema peyenma
no 2 abo 3 6nictepu 6X ApuHaiimiTTens KOHTeliHep/3aKynopoBasibHW 3aci6. 3MiHa po3mipy ynakoBKu
Y KapTOHHIl kopoobLi v6X & Ko. KT, roTOBOrO JliKapcbKoro 3acoby (3MiHa KiflbKOCTi 0ANHWLb
HimeuunHa (Hanpwknag TabneTok, amny TOLLO) B yNakoBLi:) - 3miHa y
abo JianasoHi 3aTBepoKEHNX PO3MIpIB YNaKOBKW - BBEAEHHS
[Op. T'yctaB KnsiH [0[aTKOBOro po3Mipy ynakoBKu fikapcbkoro 3acoby Ne40
v6X & Ko. KT, (20x2): no 20 TabneTok y 6nicTepi; No 2 6icTEPN Y KAPTOHHINA
HimeyunHa Kopoo6Li Ansa BupobHuka Ap. Nyctas KnsiiH TmM6X & Ko. KT,
HimeuunHa. MNMepBuHHE NakyBaHHSA (bnicTep) 3anunwaeTbcs 6e3
3MiH, 3 BigMOBiZHMMN 3MiHAMM A0 p. «YNaKkoBKa». 3MiHV BHECEHI
B pO34in "YnakoBka" B iIHCTPYKLiIO A4/19 MEAUYHOTO 3aCTOCYBaHHS
nNikapcbKoro 3acoby y 38"A3Ky 3 BBEAEHHSAM 404aTKOBOI
YNakoBKK, SIK HACNIAOK - 3aTBEPAKEHHA TEKCTY MapKyBaHHSA
[04aTKOBOI YNakoBKY Nikapcbkoro 3acoby
133. | KAPBETOLUM PO34NH A5 iH'EKLIN, TosapuncTBO Ykpaina TOB "®apmiges” Natsis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/16148/01/01
H 100 mkr/mn no 1 mn 3 3MiHM Woao 6e3nekn/eheKkTUBHOCTI Ta chapmakoHarnagy - peyenmom
y thnakoHi; no 4 a6o 06MEXEHO OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby 3
5 chnakoHi y Bignosigasib BHECEHHAM iHchopMmav,ii LWoA0 3a3HaYeHHS OAUHUL
KapTOHHI navwi HiCTIO BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 10 po3ainy
«POKET- «MapkyBaHHs1» MKA /13; 3anponoHoBaHo: Po3gin MKA
DAPM>» «MapkyBaHHs» 3riJHO 3aTBEPA)KEHOrO TEKCTY MapKyBaHHS.

TepMiH BBEAEHHS 3MiH - TPOTAroM 6 MicauiB nicas
3aTBEPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
134. | KAPAIO- rpaHynmno 10 ry MpAT YkpaiHa MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/8454/01/01
rPAH neHani "HaujioHanb [omeonaTnyHa 3MiHV Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy. peuenma
noniMmepHomMy a6o Ha Cninka" BBeneHHs1 abo 3MiHM A0 y3araslbHEHUX JaHWX NPO cUcTeMy
donakoHi 3 kpuwkot, | Fomeonatuy dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucremy
y nayui 3 kKapToHy Ha Cninka" thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! 0cobu, BiAnoBifanbHOT
3a 3[jicHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnagy 3asBHuUKa A5 34iicHeHHA ddapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0co6u,
BiNOBIgaNbHOI 3a 3filiCHEHHS hapmakoHarnsay (Bkaoyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YyMOBHOBaXXEHOI 0CO6M 3as1BHYVKA, BiAMnoBiAa/IbHOT 3a
3pificHeHeHs hapmakoHarnsagy
135. | KAPAITAB IC | Ta6bnetku; no 10 ToBapucTBO Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 6e3 UA/14659/01/01
TabneTtok y 6nictepi; 3 [04aTKOBOK 3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peuyenma
no 1 6nictepy B [04,aTKOBOIO BiANOBIAA/LHICTIO y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
naJui; no 6 Bignosigans "IHTEPXIM" niKkapcbKoro 3acoby (36iNbLIeHHs TepMiHy NPUAATHOCTI FOTOBOro
TabneTtok y 6nictepi HICTHO nikapcbKkoro 3acoby) - [1s1 TOproBoi ynakoBku (MiATBEPAKYETLCS
"IHTEPXIM" [aHVMU peanbHOro vacy) 36ibLeHHs TepMiHy NpUAATHOCTI
roTOBOrO JliKapcbkoro 3acoby. 3aTBepKeHo: 2 poku
3anponoHoBaHo: 3 poku 3MiHN BHECEHO B IHCTPYKL,ilO ANA
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby B p. "TepMiH
npugartHocTti".
136. | KAPAITAB® TabneTkun, BKpUTI TosapucTBO Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 6e3 UA/15572/01/01
IC ®ITO nNiBKOBOK 3 [,0[aTKOBOKO 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peuyenma
060/10HKOI0 M0 10 [04aTKOBOKO BiANOBIAA/ILHICTIO y TEpMiHax NpuaaTHOCTI abo ymMoBax 36epiraHHs roToBOro
Tabnetok y 6nictepi; | Bignosiganb "IHTEPXIM" nikapcbKoro 3acoby (36inbLUeHHss TeEpMiHY NpuaaTHOCTI rOTOBOro
no 1 6nictepy B HiCTIO nikapcbkoro 3acoby) - 15 Toprosoi ynakoBky (MigTBEPAKYETLCA
nauui "IHTEPXIM" OaHUMK peasibHOro yacy) 36iNbLUeHHA TepMiHy NpUAAaTHOCTI
rOTOBOrO /liKapCbKoro 3acoby. 3aTBepaxeHo: 2 PoKu
3anponoHoBaHo: 3 PokM 3MiHU BHECEHO B iHCTPYKLiO AN1s
MeAMYHOI0 3aCTOCYBaHHS Nikapcbkoro 3acoby B p. "TepMiH
npugatHocTi".
137. | KBEPTUH TabneTku XyBasbHi My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/0119/02/01
no 40 wmr; no 10 akuioHepHe akuioHepHe 3MiHV Woao 6e3nekun/edhekTUBHOCTI Ta chapMakoHarnsay. 3miHu peyenma
TabneTok y 6nicTtepi; | TOBapuUCTBO TOBapuCTBO y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS HOBOrO
no 3 6nictepu B "HaykoBo- "HaykoBo- TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepaKeHOMY
nauuj; no 90 BUPOGHNUNIG BUPOGHNUUIA LIEHTP nokasaHHi) 3MiH1 BHECEHO [0 IHCTPYKUIT AN MeANYHOro
Tabnetok y LEeHTp "BopLuariBcbknii 3acTOCyBaHHS MikapCcbKoro 3acoby Ao po3giny "MokasaHHs" Ta
KOHTeliHepax; no 90 "BopLuariscb XiMiKo- K HacnNifoK [0 po3ainis "dapmakosnoriyHi BNacTuBoCTi.
Tabnetoky KWW Ximiko- chapmaL,eBTUYHUIA dapmakoguHamika" Ta "Crocié 3actocyBaHHa Ta Ao3u'.
KOHTelHepi; no 1 hapmaueBT 3aBog" MpeacTaBneHi 3miHN B iHhopmavii 3 6e3neku Lo40 BHECEHHS
KOHTEliHepy B nauLli NYHWIA 3MiH Ta [JONOBHEHb Ha NiAcTasi pe3ynbTaTiB KiHIYHOro
3aBog" AocnimxkeHHs, Mnady ynpasniHHA pusukamun sepcis 1.4.
BBefeHHs 3MiH MPOTAroM 3-X MicsILiB MiCNs1 3aTBEPAKEHHS.
138. | KETOPOJAK NopoLLOK Yemo IcnaHis Kimika CiHTeTika, IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu Il Tuny - - UA/14632/01/01
Yy (cybeTaHuis) y 16epika, C.A. C.A. OHoBNeHHss DMF: 3anponoHoBaHo Version TB0-QS5- Ed.01-EP-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
TPOMETAMI NoABINHMX SEPTEMBER 2020. BHeceHHs 3MiH 0 po3giny 3.2.S.2.
H nonieTnIeHoBuUxX Manufacture, a came: npuBeAeHHSA ONNCy BUPOGHMYOTo npoLiecy
naketax gns [0 Aito4oro BUPO6HMLITBA Ta OHOB/IEHHS BiAMNOBIAHMX PO3AiniB
thapmaLeBTUYHOro DMF (po3gin 3.2.S.1.1. Nomenclature: BBEJ€HO YyTOUHEHHS
3acTocyBaHHs woao Hassu A®| BignosigHo MoHorpadisim USP ta Ph.Eur.;
po3gin 3.2.5.3. CHARACTERIZATION: oHoBfeHa iHthopmavis
LLIOZ0 CUHTE3Y Ta BUXigHUX PEYOBWH, PO3UYMHHVKIB Ta
HeopraHiyHux cnonyk; posgin 3.2.S.4.3. Validation of analytical
procedures: BBegeHo BanifauiiiHi metoam wopo Ph.Eur.
pomiwok C Ta D; oHoBneHo cepTudikaTty sikocTi s Adl Ta
pedhepeHCcHMX cTaHAapTiB; OHOBMEHa iHdhopMaLisa Wwoa0
nakyBaHHA cybcTaHLil Ta AaHi Woao cTabinbHOCTI) 3rigHO 3
Ail04M BUPOBGHMLTBOM Ta 3 CyYaCHUMMU BUMOramu LWoA0 AKOCTI.
Hisiknx 3MiH Wwoao Cneuundikauii Ta METOAIB KOHTPOSO
34ilicHeHo He 6yno
139. | KWCNOTA pO34MH Ans TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/18142/01/01
CAnuunoB 30BHILUHLOIO "papma Yepkac" 3MiHU Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peuenma
A 1% 3acToCyBaHHA, Yepkac" OHOB/IEHHSI TEKCTY MapKyBaHHs1 YNakoBKM /iKapCbKOro 3acoby 3
cnupToBuii 1 % no BHECEHHSAM iHchopmaL,ii LWoA0 3a3HaYeHHS OAUHUL
25 mn abo no 40 mn BMMIpIOBaHHA y cuctemi Sl
y thnakoHax
140. | KITPYQA® KOHUeHTpaT Ans Mepk Lapn LLiseiiuapi | KosaHc /labopatopi3 | Benuka BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3mMiHu | Tuny - 3a UA/16209/01/01
pO34uHy OoNns i Joym IOEA A Nimiteq (KosaHc), BpuTaHi 3MiHUM 3 AkocTi. ADl. CTabinbHicTb. 3MiHa nepiogy NOBTOPHUX peyenmom
iHdpy3iiA, 25 mr/mn, X Benvika bputaHis a/ BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs APl (3a
no 4 mn (KoHTpOnb AiKOCTi Ta | IpnaHgis | BiACYTHOCTI y 3aTBEpMAXXEHOMY [OCbE cepTudikara BifgnoBigHOCTI
KOHUeHTpaTy y TeCTyBaHHs / €Bponeiicbkii hapmakonei, Lo BK/IoYaE nepiog NoBTOPHOr0
donakoHi; no 1 ctabinbHocTi); MC[, | Higepna BMNPOGYBaHHS) (Nepios NOBTOPHOrO BUNPOGYBaHHsS/Nepios,
hnakoHy 3 IHTEepHeLwHN Haw/ 36epiraHHs) - 36inblUeHHs abo BBeAEHHS nepiogy NOBTOPHOroO
npenaparom B M6X/MC/A Ipnangis | Benbrisa BMNpo6yBaHHs/nepiody 36epiraHHA Ha OCHOBI pe3ynbTaTiB

KapTOHHIlA KopooLi

(BpiHHi), IpnaHgis
(KOHTpO/Ib AKOCTI Ta
TecTyBaHHSA
cTabinbHocTi); MC[,
IpnaHgis (Kapnoy),
IpnaHgis (BUpOGHWMK
Hepo3acoBaHol
NpoAyKLii, KOHTPO/b
AKOCTI Ta
TecTyBaHHS
cTabinbHOCTI,
nepBuHHe
nakyBsaHHs); H.B.
OpraHoH,
Higepnanamn
(KOHTpPO/Ib SIKOCTI Ta
TecTyBaHHs
CTabiNbHOCTI);

LocChimKeHb Y peasibHOMY Yaci - 36i/1bLUEHHS TePMiHY
npugatHocTi A®I nembponizymaby (npu 36epiraHHi npu -40 °C) 3
48 micauis Ao 60 micAuiB, Ha OCHOBI 60-MiCAYHUX AaHUX
CTabiNbHOCTI y peasibHOMY Yaci: 3anponoHoBaHo: 60 MicauiB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
HysicaH 'mM6X,
Himeuunna
(TecTyBaHHsA
cTabinbHOCTI);
LWepiHr-Mnay Jlabo
H.B., Benbris
(BTOPUHHE
nakyBaHHs, 403BiN
Ha BUNYCK cepii)
141. | KOAE®EMON | cupon, no 100 mn ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/12779/01/01
H a6o no 200 mny 3 06MeXeHO nogaHHa Hosoro CEP Ne RO-CEP 2016-295-Rev 02 ansa A®I| peyenmom
thnakoHi; no 1 obmexeHor BiANOBIAA/LHICTIO Kogeiny dpocchaTy remirigpary Bif HOBOro BupobHuka Macfarlan
th/1aKoHy i3 MipHOIO Bignosigasib "XapkiBcbke Smith Limited, CnonyyeHe KoponiBcTBo (ginbHuua Annan) o
noxkoto abo HiCTIO hapmavueBTUYHE BXe 3arBepmkeHoro Macfarlan Smith Limited, CnonyyeHe
CTakaH4MKoOM y "XapkiBcbke niANPMEMCTBO KoponiscTBo (ginbHnusa Edinburg), ik Hacnigok 3smiHu y
KOpOO6Lii 3 KapTOHY thapmaueBT "300poB's Hapoay" cneumdikauii Ta MeTogax KoHTposiio APl 3a nokasHUKOM
nyHe «3aIULLKOBI KifTbKOCTi OpraHiuHMX PO3YUHHUKIB»; 3MiHU | TUNy -
nignpveMcTs noJaHHsA OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponeicbkiii
0 "3p0poB'a hapmakonei Ne R1-CEP 1999-053-Rev 03 (3aTBEpaXeHo: R1-
Hapoay" CEP 1999-053-Rev 02) ans gjtovoi peyosrHn Codeine
phosphate hemihydrate Big BXxe 3aTBepAXeHOro BUPOGHMKa
Macfarlan Smith Limited, CnonyueHe KoponiBcTso (ginbHMLSA
Edinburg)
142. | KONNEAAH Kpanni opaJibHi, YOPNA TypeyuunH YOPAA MEANUNH | Typeyuun BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/16448/01/01
po34uH, no 10 mny MEOVUWVH a INIAY CAH. BE Ha 3MiHM Woao 6e3nekn/eheKkTBHOCTI Ta chapmakoHarnagy - peyenmom
donakoHi INAY CAH. TIOXK. A.LL. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby 3
KpanenbHuui; no 1 BE TIK. BHECEHHAM iHchopmav,ii LWoA0 3a3HaYeHHS OAUHULb
donakoHy B A.LL. BMMIpIOBaHHA y cuctemi Sl. BBejeHHs1 3MiH NpoTAroM 6-Tu
KapTOHHIlA KopooLi MicAILiB Nicns 3aTBEpPAKEHHS
143. | KOPOAPOH® | po3uvH gns iH'ekuii, TOB Ykpaina CaHocpi BiHTpon dpaHuis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasis: BUNpaB/ieHO 3a UA/3683/01/01
50 mr/mn; Ne 6: no 3 "CaHoi- IHoacTpia TEXHIYHY NOMUJIKY B TEKCTi MapKyBaHHS NepBUHHOI yrnakosku J13. peyernmom
M1 B amnysi; no 6 ABeHTIC 3AMPOMNOHOBAHO: 2. KITIbKICTb AIK0YOI PEYOBUHU
amnyn B NosliMepHux YkpaiHa" AmiogapoH 50 mr/m1. 3a3HaveHe BMNpaB/IEHHs BiANOBIAAE
YyapyHkax y apxiBH/M MaTepianam peecTpaLiiiHoro gocbe
KapTOHHI KOpo6Li
144. | KCAPENTO® | TabneTku, BKpUTI Baiiep Al HimeuyunH Baiiep AT, Himeuun BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3MiHu Il Tuny - 3a UA/9201/01/04
nNiBKOBOO a HimeuuunHa (ans Ha/ 3MiHU Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy. 3MiHu peyenmom
06010HKO0, MO 2,5 BCbOr0 BUPOOGHNYOrO ITanisa Y KOPOTKi/i XapaKTepuCTULLi /likapCbKoro 3acoby, TeKcTi

Mr, no 14 tabnetok
y 6nictepi; no 1 abo
4 6nictepu B
KapTOHHIW navu,i

npouecy); baiiep
Xerckep
MaHydhakTypiHr
C.P.N., Itania (gns
BCbOro BUPOOHNYOro
npotecy);
LLteremaHH

MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeANYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMU AaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU
AaHVMK Ta fjaHumy 3 dhapmakoHarnsagy - 3MiHM BHECEHO [0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "®apmMakosnorivyHi BNacTMBOCTI". BBeeHHS 3MiH
npoTAroM 3 micsliB nicns 3aTBepikKeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

JNoHdhepnakyHr &
NoricTiwep Cepsic
e.K., HimeuunHa
(oA BTOPUHHOrIO
nakyBaHHs)

145.

KCOD/TY3A

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 20
Mr, no 2 abo no 4
Tabnetkn y 6nictepi,
no 1 6nictepy y
KapTOHHIW nayu,i

®.XothbdpmaH
H-N19 Poww
nra

LLsenuapi
b

BUMYCK cepil
roToBOro
niKapcbKoro 3acoby:
®.XothpmaHH-/15
Pow NTa,
Lseiiyapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BK/THOHAI0UM
BMNPOGYBaHHSA
KOHTPOJIIO AKOCTi B
npoueci
BVMPOGHMLTBA:
LLlapn KopnopelilwuH,
CLUA;
BMPOGHMLTBO
nNiKapcbKoro 3acooby,
BK/THOHAI0YUM
KOHTPO/1b B MPOLLECI
BUPOGHMLTBA,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
npv BUNYyCKy Ta
CTabiNbHOCTI:
LioHori ®apma Ko.,
nra. Cetcy MnaHT,
AnoHis

LLiBeliya
pisi/
CLA/
AnoHis

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis: 3MiHu | Tuny -
3MiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
y TEpMiHax NpuaaTHOCTI a6o ymMoBax 36epiraHHs roToBOro
niKapcbKoro 3acoby (36iNbLIeHHs TepMiHY NPUAATHOCTI FOTOBOro
nikapcbkoro 3acoby) - 15 Toprosoi ynakoBky (MigTBEPAKYETLCA
OaHUMU peasibHOro Yacy) - 36i/bLUeHHS TEPMiHY NPUAATHOCTI
roToBOro Nikapcbkoro 3acoby Ha migcTasi pe3ynbTaris
[OCNigpKEHHS cTabiNbHOCTI. 3aTBEPAXXEHO: 2 POKU.
3anponoHoBaHo: 3 poku. BBeeHHS 3MiH NpoTAroM 6 micAuis
nicns 3aTBepkKeHHs

3a
peyernmom

UA/18056/01/01

146.

KCOD/Y3A

TabneTku, BKpUTI
nNiBKOBOIO
o60onoHkoto, no 40
mr, no 1 a6o no 2
Tabnetkn y 6nictepi,
no 1 6nictepy y
KapTOHHI navw,i

. XodhdpmaH
H-J19 PoLu
nrp,

LLiBefiuapi
A

BMNYyCK cepii
roToBOro
nikapcbKoro 3acoby:
® . XohpmaHH-/15
Pow NTa,
Llseiuapis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BK/THOHAI0UM
BMNPOGYBaHHSA
KOHTPO/IO SIKOCTi B
npoueci
BUPOGHMLTBA:
LLlapn KopnopeliluH,

LLiBelina
pisi/
cuA/
AnoHisa

BHECEHHS 3MiH 10 peecTpaLiiiHiX maTepianis: 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
y TEpMiHax NpUAaTHOCTI abo yMOBax 36epiraHHs rOTOBOr0
nikapcbKoro 3acoby (36i/bLUeHHsI TepMiHy NpuAaTHOCTI FOTOBOro
nikapcbkoro 3acoby) - [ns Toprosoi ynakoBku (NiATBEPAKYETLCSA
OaHVMU peanbHOro vacy) - 36i1bLeHHA TepMiHy NpUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby Ha niacTasi pe3ynbTaTiB
LocnimKeHHs cTabiNbHOCTI. 3aTBEPAXEHO: 2 POKN.
3anponoHoBaHo: 3 poku. BBeAeHHS 3MiH NpoTArom 6 MicsuiB
nicnsa 3aTBepKeHHs

3a
peyenmom

UA/18056/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
CLUA;
BUPOBHULTBO
nNiKapcbKoro 3acooby,
BK/THOHAI0UM
KOHTPO/1b B MPOLLECI
BVMPOGHMLTBA,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npy BUNYCKy Ta
CTabiNbHOCTI:
LioHori ®apma Ko.,
nra. Cetcy MnaHT,
AnoHis
147. | KCODNY3A® | Tabnetku, BKPUTI ®.XochbcpmaH | LUBeiiuapi BMNYyCK cepil Lleiiua BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a UA/18056/01/01
nNiBKOBOIO H-J1a Poww A roToBOro pisi/ AZMiHICTpaTMBHI 3MiHU. 3MiHa Ha3BW JliKapCbKOro 3acoby - peyenmom
obonoHkoto, no 20 nTg nikapcbKoro 3acoby: CLUA/ 3MiHEHO Ha3BY Nikapcbkoro 3acoby (3aTBepakeHo: Kcodhnysa,
Mr, o 2 a6o no 4 & . XohpmaHH-/15 AnoHis 3anponoHoBaHo: Kcodny3a®). BBefeHHA 3MiH NpoTArom 6
Tabnetkn y 6nictepi, Pow Nrg, MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM || TUNy - 3MiHK Woa0
no 1 6nictepy y LlBeiiuapis; 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnagy. 3MiHu y
KapTOHHI navui nepBuHHe Ta TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOrO
BTOPVHHE TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepAKeHOMY
nakyBaHHs, nokasaHHi) - 3MiHM BHeCeHO A0 IHCTpyKLii NS MeguyHoro
BK/IKOYa04YM 3acTOoCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy "MokasaHHsa", a
BMNPOGYBaHHSA TakoX, K Hacnifok, Ao po3ginis "®apmakonoriyHi BNacTueocCTi",
KOHTPOJIH0 SIKOCTi B "Oco6nmBOCTI 3acTocyBaHHS", "Cnoci6 3acTocyBaHHs Ta go3un",
npoueci "Aitn", "Mo6ivHi peakuii”. BBeAeHHA 3MiH NPOTArom 6 MicsiLis
BMPOGHMLTBA: nicnsa 3aTBepmKeHHst; 3MiHu |l Tuny - 3MiHM Woao
Lapn KopnopeiiluH, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3MiHM y KOpoTkil
CUA; XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
BMPOGHMLTBO IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
nikapcbKoro 3acooby, OaHUMU 3 KOCTI, AOKNIHIYHUMMN, KAIHIYHUMY aHVMKU Ta AaHUMK
BK/THOHAI0UM 3 (hapmMakoHarnsgy - 3MiHM BHeCEeHO [0 IHCTPYKLUii Ans
KOHTPO/Ib B NPOLECi MeZMYHOro 3aCTOCYBaHHA MikapcbKoro 3acoby [0 po3Ainis
BVMPOGHMLTBA, "MpoTunnokasaHHa”, "OcobaMBOCTI 3aCTOCyBaHHS",
BMNPOGYBaHHSA "Mepepo3yBaHHsa", "Mo6iYHI peakuii”. BBeeHHA 3MiH NpOTSArom 6
KOHTPO/IHO AKOCTI MiCALIB MiCNSA 3aTBEPL)KEHHS
npv BUNYCKy Ta
cTabifibHOCTI:
LioHori ®apma Ko.,
Ntpa. Cetcy Mnawr,
AnoHis
148. | KCOPNY3A® | TabneTtku, BKPUTI & . XotpdpmaH | LUseiiuapi BUMYCK cepil Lseiiua BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/18056/01/02
NNiBKOBOIO H-/19 PoLwu A roToBOro pis/ AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
060/10HKO10, M0 40 nTp, niKapcbKoro 3acoby: cuwA/ 3MiHEHO Ha3BYy fikapcbKoro 3acoby (3aTBepakeHo: Kcodunysa,
mr, no 1 a6o no 2 & . XohchmaHH-/15 AnoHis 3anponoHoBaHo: Kcodnysa®). BBefeHHs 3MiH NpoTsrom 6
Tabnetkn y 6nictepi, Pow NTpa, MicAILiB MicNs 3aTBEPKEHHS; 3MiHW || Tuny - 3MiHW WoA0
no 1 6nictepy y LBeiiyapis; 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy. 3miHn y
KapTOHHIW nauui NepBUHHE Ta TepaneBTUYHMX NOKa3aHHAX (404aBaHHA HOBOTO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
BTOPWHHE TepaneBTUYHOTO MoKa3aHHs abo 3MiHa y 3aTBepKeHOMY
nakyBaHHs, nokasaHHi) - 3MiHW BHeCeHO A0 IHCTPYKUii A1 MeguyHoro
BK/IHOYaAOUN 3acTOoCyBaHHSA NikapcbKkoro 3acoby Ao po3ainy "MokasaHHsa", a
BMNPOGYBaHHSA TakoX, K HacnigoK, Ao po3ainis "®apmakosoriyHi BNacTueocCTi",
KOHTPO/IO SIKOCTi B "Oco6nmBOCTI 3acTocyBaHHS", "Cnoci6 3acTocyBaHHs Ta fo3un",
npoteci "AiTn", "Mo6iuHi peakuii”. BBeAeHHSA 3MiH NPOTArom 6 MicsLiB
BMPOGHMLTBA: nicnsa 3aTBepMKeHHs:; 3MiHu |l Tuny - 3MiHM WoAao
LLlapn KopnopelilwuH, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y KopoTkili
CLA; XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
BMPOGHMLITBO IHCTPYKLT AN MEANYHOTO 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMM
niKapcbKoro 3acooby, OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU JaHUMU Ta JaHuMU
BK/IIOYaA0UN 3 thapmakoHarnsgy - 3MiHu BHeceHo [0 IHCTpykuji Ans
KOHTPO/Ib B MPOLECi MeZMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby [0 po3Ainis
BMPOGHMLTBA, "MpoTunokasaHHA", "Ocoba1BOCTI 3aCTOCYBaHHA",
BMNPOGYBaHHSA "Mepepo3ysaHHs", "MobiuHi peakuii”. BBeAeHHSA 3MiH NpoTArom 6
KOHTPO/IH0 SKOCTI MiCALIB MiCN1A 3aTBEPKEHHS
npv BUNYyCKy Ta
CTabiNbHOCTI:
LLioHori ®apma Ko.,
nra. Cetcy MnaHT,
AnoHis
149. | KIOPNE], TabneTku, BKpUTI Crpaiiac IHais CTPANAC ®PAPMA IHais BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/17463/01/01
nNiBKOBOIO Papma CAMEHC NIMITE[, 3MiHU Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy - peuyenmom
060/10HKO10, Mo 400 CalieHc OHOB/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKM /iKapCbKOro 3acoby 3
Mr, Mo 28 TabneTok NimiTen BHECEHHSAM iHhopmaL,ii LWoA0 3a3HaYeHHS OAUHULB
y thnakoHi, no 1 BUMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH 10 po3ainy
hnakoHy y «MapkyBaHHa» MKA N13. 3anponoHosaHo: 3rigHo
KapTOHHIA Kopoo6Li 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH-
NPOTAroM 6 MiCALiB NicNa 3aTBepAKeHHs
150. | KIOPNEAQ-NN TabneTkun, BKpUTI Crpaingc IHAis CTPANAC ®PAPMA IHAjisa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3mMiHu | Tuny - 3a UA/17464/01/01
NNiBKOBOO $apma CAMEHC NIMITES, 3MiHM Woao 6e3nekn/eheKkTUBHOCTI Ta chapmakoHarnagy - peyenmom
06010HKO0, No 90 CalieHc OHOBJ/IEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
mr/400 wmr, no 28 Nimiteq BHECEHHAM iHchopmav,ii LWoA0 3a3HaYeHHS OAUHUL
TabneTok y priakoHi, BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 10 po3ainy
no 1 chnakony y «MapkyBaHHs1» MKA /13. 3anponoHoBaHo: 3rigHO
KapTOHHI KopoobLi 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH-
NPOTAroM 6 MiCALB NiCNA 3aTBePIKEHHS
151. | NATOMPOCT | kpanni ouHi, 50 CaH IHais CaH IHais BHECEHHS 3MiH [J0 peECTpaLjiiiHUX MaTepianiB: BUNPaB/EHHS 3a UA/16258/01/01
PT MKr/MA, N0 2,5 Mn'y dapmacbioT dapmacbloTUKas TEXHIYHOT NOMW/KN B TEKCTI MapKyBaHHA ynakosku /13. peyernmom
hnakoHax Nel nKan IHpacTpi3 fTg, BTopuHHa ynakoska; 3ANPOMNOHOBAHO: 2. KinbKicTb gito4ol
IHpacTpi3 peyvosuHK NlaTaHonpoct 0,005% Cknag: 1 ma (ml) micTuTtb
NimiTen naraHonpocTy 50 Mkr (ug). 4. flikapcbka doopma Ta KiflbKiCTb

oAunHWLG B ynakosLi Kpanni ouHi 2,5 mn (ml) MepBuHHA
ynakoBka 3AMPOMOHOBAHO: 1. Ha3sa nikapcbkoro 3acoby
NATONPOCT PT
Kpanni oyHi 2,5 mn (ml). 3a3HaveHe BuNpaB/AeHHS BignoBigae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
apxiBHVM mMarepianam peecTpauiiiHoro Jocbe
152. | NATPEH® po34uH ans iHgysili, | TOB "HOpisi- Ykpaina TOB "tOpia-®apm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/6388/01/01
0,5 mr/mn; no 100 Papm"” 3MiHM WoAo 6e3nekn/edpeKkTUBHOCTI Ta thapmakoHarnsgy - 3MiHu peyenmom
mn a6o no 200 mn, BHECEHO Y TEKCT MapKyBaHHS yrnakoBKW ikapCbKoro 3acoby B p.
a6o no 400 mny 7. IHWI OCOBJ/INBI BACTEPEXXEHHSA. TepmiH BBe,eHHS 3MiH
nasLwkax npoTsArom 6 micsilis nicns 3aTBepkKeHHs
153. | NEBEHIYM TabneTku, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [0 pEECTpaLiiiHNX MaTepiasiB: BUNPaBIeHHS 3a UA/16544/01/03
NNiBKOBOO dapmacbioT dapmacbloTukan TEXHIYHOT NOMW/KN B TEKCTi MapKyBaHHA BTOPUHHOI YNakoBKY peyenmom
060/10HKOI0, M0 750 nkan IHgacTpi3 14 N3. 3ANPONMOHOBAHO: 3. MEPENIK JOMNOMDKHUX
mr, no 10 TabneTok IHOacTpi3 PEYOBVIH [lonomikHi pe4oBuHW: x0BTWiA 3axig FCF
y 6nictepi, no 3 abo Nimiten antoMiHieBnin nak (E 110) Ta iHwi. [ns goknagHoi iHdhopmadii
5 6nictepiB y [OVBUCb iHCTPYKLO 4519 MEAWNYHOrO 3aCTOCYBaHHSA. 3a3HayeHe
KapTOHHIlA KopoobLi BMMpaB/IeHHS BiAMOBifa€e apxiBHMM MaTepianam peecTpaviliHoro
[ocbe
154. | NEBEHIYM TabneTkn, BKPUTI CaH IHgis CaH IHais BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB; BUNPaB/IEHHS 3a UA/16544/01/04
NNiBKOBOO dapmacbioT dapmacbloTukan TEXHIYHOT NOMWNKN B TEKCTI MapKyBaHHA BTOPUHHOI YNakoBKy peyenmom
060s10HKOI0, N0 1000 nkan IHpacTpis N4 N3. 3ANPOMOHOBAHO: 3. MEPENIK JONOMDKHUX
mr, no 10 TabneTok IHgacTpi3 PEYOBWVH. 3a3HauyeHe BUNpaB/IeHHs BiAMOBIAAE apXiBHUM
y 6nicTepi, no 3 abo Nimiten MarepianamMm peecTpauiiiHoro Aocbe
5 6nictepiB y
KapPTOHHI KOpoobLii
155. | IEBOKCUME | TabneTku, BKpUTI yYoprPna Benuka yopna MEANUNH | Typeyun BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | TNy - 3a UA/12659/01/01
A NiBKOBOO MEOVUWVH BpuTtaHis ITAY CAH. BE Ha ALMIHICTPaTUBHI 3MiHW. BUnyyeHHs1 BUPOGHNYOI AinbHUL peyenmom
060/10HKO10, N0 500 NIMITEL TIOK. A.LLL. (Brirovaroum ginbHuui ans A®l, npoMixxHOro NpoaykTy abo
Mr 10 7 TabneTok y roToBOro Nikapcbkoro 3acoby, AiNbHULi 4719 NPOBEAEHHS
6nicTepi; no 1 nakyBaHHs1, BAPOOGHWKa, BifiNOBIAAIbLHOMO 3a BUMYCK Cepild, MicLe
6nictepy B NpoBeLEHHS KOHTPO/TIO cepil) abo nocTavanbHrKa BUXIAHOTO
KapTOHHilA KopooLi MaTepiany, peareHTy abo fOMNOMDKHOI PEHOBUHM (AKLLO
3a3HayYeHo y A0CbE) BUMTYYEHHS aslbTEPHATUBHOT BUPOBHUNYOT
OinbHuUi Biodpapma Inay Can. Be Tigx. A.L., TypeuunHa/
Biofarma llac San. ve Tic. A.S., Turkey. BBeeHHs 3MiH
NpoTArom 3-x MicALIB MiC/1A 3aTBEPKEHHS.
156. | IEBO®/OL, TabneTku, BKpUTI TOB YkpaiHa TOB "®apma CtapT" | YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/2397/01/01
WH 250 NNiBKOBOIO "ACIHO 3MiHW BHECEHO A0 IHCTPYKUIT 4151 MEAVYHOIO 3aCTOCYBaHHSA peyenmom
06010HKOt0, N0 250 YKPAIHA" nikapcbKoro 3acoby Ao po3ginis "Ocob6nBOCTi 3aCTOCYBaHHA",
Mr no 5 TabneTtok y "Mo6iyHi peakuiii" LWoA0 6e3nekn 3acTocyBaHHS AjtoyOoi
6nictepi; no 1 peyvoBUHM NEBOM/IOKCALMH, BIANOBIAHO A0 pekoMeHAaLlii
6nicTepy B nauui 3 PRAC. BBegeHHS 3MiH NpoTarom 3-x Micauis nicns
KapTOHY 3aTBePAKEHHS
157. | NEBO®/IOL, TabneTtku, BKPUTI TOB Ykpaina TOB "dapma Ctapt" | YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/2397/01/02
1H 500 NAiBKOBOIO "ACIHO 3MiHM BHECEHO A0 IHCTPYKUIT 4151 MEANYHOTO 3aCTOCYBaHHS peyenmom
060n0HkKot, 500 Mr YKPAIHA" nikapcbKoro 3acoby Ao po3Ainis "Ocob6nBOCTi 3aCTOCYBaHHA",

no 5 rabnetok y
6nictepi; mo 1

"Mo6ivHi peakuii" Woao 6e3neky 3acTocyBaHHSA Aitloyol
pPeyoBMHM NeBOG/IOKCALMH, BIANOBIAHO A0 pekoMeHAaLlii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
6nicTepy B nauui 3 PRAC. BBeeHHs 3MiH NpoTarom 3-x MicauiB nicns
KapTOHY 3aTBEPMAKEHHS
158. | NENEXN KopeHeswuLa no 50 r MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/2129/01/01
KOPEHEBWULL, | a6ono 100 ry dapmaueBT dapmaneBTMYHA 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenma
A naykax 3 BHYTPILLHIM nyHa thabpuka "Biona" OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby Ta
naketom; no 1,5ry habpuka [OOMOBHEHHSA M. 17 iHchopMaLliero NPo HAHECEHHS TOProBoi
hinbTp-nakeTi; no "Biona" Mapku. BBegeHHs 3MiH NpoTsarom 6-Tv MicsAuiB nicns
20 hinbTp-nakeTiB y 3aTBEPKEHHSA
nauuj
159. | NIBNHOMPU Tabnetkun no 20 TOB YkpaiHa TOB YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/16076/01/02
N-H mr/12,5 wr, no 10 "ACTPA®A "ACTPAGAPM" 3MiHM BHECEHI [0 iHCTPYKUiT 415 MeNYHOro 3acTocyBaHHs peyenmom
TabneTtok y 6nictepi; PM" niKapcbKoro 3acoby y po3ainu: "OcobanBocCTi 3aCTOCyBaHHA",
no 1 a6o no 2, abo "MoGiyHI peakujii" Bi4NOBIAHO A0 OHOBEHOI iHhopmauii 3
no 3 6nictepu y 6e3neku Ailo4oi pevoBMHH TigpPOXI0poTiasna,
Kopobui
160. | MISNHONPU Tabnetku no 10 TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/16076/01/01
n-H mr/12,5 wr; no 10 "ACTPA®A "ACTPA®PAPM" 3MiHW BHECEHI [0 iHCTPYKUiT 415 MeNYHOro 3acTocyBaHHs peyernmom
Tabnetok y 6nictepi; PM" nikapcbKkoro 3acoby y po3ginn: "OcobamMBOCTi 3aCTOCyBaHHS",
no 1 a6o no 2, a6o "MoGiyHI peakuji" Bi4NOBIgHO 40 OHOB/EHOI iHhopmauii 3
no 3 6nictepu y 6e3neku Aito4oi pevoBUHH TigpOXI0poTiasng,
KopoobLi
161. | JIOKPEH® TabneTku, BKpUTI YEMNADAP | HimeuumH CAHO®I BIHTPOIN | dpaHuis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiiB: 3MiHa 3asBHMKa 3a UA/4199/01/01
060/10HKO10, M0 20 M a IHOACTPIA - TYP3 (BnacHvKa peecTpauiiHoro NocBigYeHHs): BBeeHHS 3MiH peyenmom
mr, Ne 28 (14x2): no ApuHaiMITT NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHSA. 3MiHK | Tvny -
14 TabneTok y enb Mm6X 3miHu Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay.
6nictepi; no 2 BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
6nictepu B dhapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHnx nNpo cUCTemy
KapTOHHI KopoobLi thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBIAa/IbHOI
3a 3ificHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmMakoHarnsgy 3asBHuKa Ansi 34iiicHeHHs hapmakoHarnsgy B
YkpaiHi, SIKLLO BOHA BigMiHHA Bif YNOBHOBaXKEHOT 0Co6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS (hapMakoHarnsgy (Bkuvaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BigNoBigasibHOI 3a thapMakoHarnsag. Aitoya pefakuis
— KniwmnH AHTOH MukKonaiioBuy.
MponoHoBaHa pepakuis — Dr. Juliane Niessen- Erkel. BeegeHHs
KOHTaKTHOI 0COGU YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BiZJNOBIAaNbLHOI 3a 3AjiCHEHHSs hapmakoHarnagy B YkpaiHi.
MponoHoBaHa pepakuis — BiTkoBcbka TeTsHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHO! 0cobu, BiANoBiAabHOI 3a
dhapmakoHarnsg. 3MiHa micLe3HaxomKeHHs MacTep-taiina
cuctemy dhapmakoHarsag Ta noro Homepy. 3miHa micus
3[iICHEHHS1 OCHOBHOI AiANIbHOCTI 3 hapMakoHarsay.
162. | MACTO- rpaHynmno 10 ry MpAT Ykpaina MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/3825/01/01
rPAH neHani "HaujioHanb [omMeonaTnyHa 3MiHM LWoa0 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
nonimMepHomy, no 1 Ha Cninka" BeeeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux Npo cuctemy
neHasy B navj Fomeonatuy dhapmakoHarnsgy (BBefeHHs y3araibHeHUX faHux npo cucTemy
Ha Cninka" hapmakoHarnagy, 3miHa ynoBHOBaXXeHoi 0cobu, BiANOBIAa/IbHOI
3a 3[jiicHeHHA hapMakoHarnsay; KOHTaKTHOI 0coou 3
dhapmakoHarnsgy 3asaBHUKa AN 3aiicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO0 BOHA BiMiHHA Bifi yNOBHOBaXKEHOT 0CObMU,
BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnagy (Bkaovaum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemMu chapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnx
YNOBHOB&XEHOI 0CO6Y 3asBHMKa, BigNOBifaIbHOT 3a
3pificHeHeHs papmakoHarnsgy
163. | MEBEBEPUH | nenetu (cy6ctaHuis) AT Ykpaina OCMO®APM C.A. Lseiua BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3minu | Tuny - - UA/15419/01/01
Yy y nakeTax noAgiliHux "®apmak” pist AZMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
FAPOXNMOPU | nonieTnneHoBmnx 3asBHMKa (B1lacHMKa peecTpauiiHoro noceigveHHs) 3miHa
A ons HaliMeHyBaHHS Ta afpecu 3asiBHMKa (B/lacHMKa peecTpaLiiiHoro
thapmaLeBTUYHOro nocBigyYeHHs)
3aCcTOCyBaHHAN BBeAeHHS 3MiH NPOTAroM 6-Tu MICSAILIB MiCNs 3aTBEPAKEHHSA
164. | MEAITAH kancynu no 100 mr, AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/12318/01/01
no 10 kancyny "®papmak” 3MiHM Woao 6e3nekn/eheKkTUBHOCTI Ta chapmakoHarnagy - peyenmom
6nictepi; no 3 3amiHa po3gainy «padiyHe ohopMIEHHS YyNakOBKU» Ha PO34in
6nicTepn y nauuj 3 «MapkyBaHHs» MKA /13; 3anponoHosaHo: MAPKYBAHHA
KapToOHy 3rifiHO 3aTBEpKEHOr0 TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHSM
iHchopmauii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBaHHS y CUCTEMI
Sl. BBe/eHHA 3MiH NPOTAroM 6-TW MicsALIB NicNsA 3aTBEPAKEHHS
165. | MEOITAH kancynun no 300 mr, AT YKpaiHa AT "®dapmak” YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/12318/01/02
no 10 kancyny "dbapmak” 3MiHK Woa0 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - peuyenmom
6nicTepi; no 3 abo 6 3amiHa po3giny «padiyHe 0hopM/IEHHS YNakoBKU» Ha PO34in
6nicTepis y nayui 3 «MapkyBaHHA» MKA /13; 3anponoHosaHo: MAPKYBAHHA
KapTOHY 3rifiHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3 BHECEHHAM
iHchopmaLii LLWoA0 3a3HAYEHHS OAUHULL BUMIPIOBAHHSA Y CUCTEMI
S|. BBeEHHS 3MiH MPOTATOM 6-TK MICALIB NiC/1A 3aTBEPAKEHHS
166. | MEAITAH kancynu no 400 mr, AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/12318/01/03
no 10 kancyny "®apmak” 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta chapmakoHarnagy - peyenmom
6nicTepi; no 3 3amiHa po3giny «[pacdiyHe ohopMIEHHS YNakoBKM» Ha PO34in
6nictepy y nauui 3 «MapkyBaHHsA» MKHA /13; 3anponoHoBaHo: MAPKYBAHHA
KapToHy 3rifHO 3aTBEPAKEHOI0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Woa0 3a3HaYeHHSA OANHULb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeJeHHS 3MiH NPOTAroM 6-TW MicsILiB Nicns 3aTBEPAKEHHS
167. | MEAPON Tabnetku no 4 wmr; NeANIEP CWA Mdpaiizep ITanisa ITanisa 3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta 3a UA/2047/02/01
no 30 TabneTok y IHK. C.p.n. hapmakoHarnagy. BeefeHHa abo 3miHu [0 y3arasibHEHUX SaHUX peyenmom

thnakoHi; no 1
chnakoHy B
KapTOHHIlA KOpooLi

npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHEHNX AaHnX
npo cucTemy dpapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0ocobu 3 chapmakoHarnsay 3asBHVKa ANs 34iNCHEHHSA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

chapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMNOBHOBaXXeHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnsagy (BKIovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cucteMu dhapmakoHarnsagy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3asBHVKA, BiANOBifaIbHOT 3a 3AiACHEHHS
hapmakoHarnagy: MponoHosaHa pefakuis: bapbapa [le
Beprapgi/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXEHOI 0CO6M 3asBHVKA, BiANOBifaIbHOT 3a 3MiICHEHHS
hapmakoHarnsgy

168.

MEAPON

TabneTkn no 16 mr;
no 10 TabneTtok y
6nictepi; no 5
6nicTtepiB y
KapTOHHIlA KOpooLi

NOANIEP
IHK.

CLWA

Mdpaiizep ITanisa
C.p.n.

ITanis

BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy (BBefieHHs y3araslbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 3ilicHeHHs hapmakoHarasgy; KOHTakTHoOi 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicCHeHHA ddapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkayaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHoi 0cobu
3asBHVIKa, Bi4NOBiAaNbHOI 3a 34jiICHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a5BHMKA, BiANOBIAANBLHOI 3a 3fiiCHEHHA chapmakoHarnsgy

3a
peyenmom

UA/2047/02/02

169.

MEAPON

TabneTkn no 32 mr;
no 10 TabneTtok y
6nictepi; no 2
6nictepu y
KapTOHHIlA KopooLi

MNOANIEP
IHK.

CLWA

Mdpaiizep ITanisa
C.p.n.

ITanisa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny -
3MiHu Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo cucTemy
thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiANoBifanbHOT
3a 3filicHeHHSs thapMakoHaragy; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHUKa A1 3aiicHeHHA hapMakoHarnagy B
YKpaiHi, KLL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy (Bkuvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-chaiina
cucTemn ghapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0cobu
3aABHVIKa, Bi4NoBiAaNbHOT 3a 34jiCHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHMKA, BiANOBIAANLHOI 3a 3AiiCHEHHS chapmakoHarnsgy

3a
peyenmom

UA/2047/02/03

170.

MENINPAMIH
®

TabneTku, BKpUTI
NiBKOBOO
060/10HKO0, N0 25
Mr no 50 TabneTok y
CKNSAHOMY (p/1aKOHi;
no 1 chrakoHy B
KapTOHHIlA KopooLi

3AT
PapmaLesT
NYHWIA 3aBOS

Eric

YropumHa

3AT
dapmaleBTUYHNMIA
3asopg ElC

YropLum
Ha

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasiB: BUNpaBieHO
TEXHIYHY MOMW/IKY B TEKCTI MapKyBaHHS BTOPUHHOT yNakoBKK
nikapcbKkoro 3acoby. 3anponoHoBaHo: 3. MEPEJIK
OOMNOMDPDKHNX PEHOBWH fonoMixHi pe4oBUHU: MarHito
CTeapart, KpoCrnoBifioH, TaslbK, MOBIAOH, NaKTO31 MOHOrigpar,
rinpomenosa, 3anisa okenam (E 172), AMmeTukoH. Ans
[eTtanbHoi iHdopmauii AWB. IHCTPYKUIO 4715 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby. 3a3HayeHe BUNpaBieHHs

3a
peyenmom

UA/0320/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
BiANOBIAa€E MaTepianam peecTpauiiHoro Aockbe
171. | MEHOBA3WH | po3uvH gns TOB Ykpaina TOB "®dapma YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/17573/01/01
30BHILUHLOTO "Ppapma Yepkac" 3MiHM WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnsgy - peyenma
3aCTOCYBaHHS, Yepkac" OHOBJIEHHA TEKCTY MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby 3
cnupToBuiA, no 40 BHECEHHSAM iHGhopMaLlil LWOA0 3a3HAYEHHS OAVNHULL
mn abo no 100 mny BMMIptOBaHHA y cuctemi Sl
chnakoHax,
3aKynopeHmx
npobkamu i
KpviLLKamun B
KapTOHHMX KOPOGKax
3 KAPTOHHUM
niggoHom abo 6e3
HbOrO
172. | MEPANIC® cnpeii HasaslbHUiA, AopaH- Xopsaris Appan-TaneHcbkunin Xopsari BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/17378/01/01
IHTEHC/B po34uH no 10 mny [aneHcbkuit Na6opaTopiit 4.4. A 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy. peuyenma
onakoHi Nel 3 Na6opatopi BBeneHHs1 abo 3MiHU A0 y3arasibHeHUX AaHWX NPO cucTemy
[03younm na.n. thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX aHux npo cuctemy
NpUCTPOEM dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu, BifnoBiAabHOI
3a 3fiiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asBHuka Ans 3aiicHeHHa dpapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHS hapmakoHarnsgy (Bkovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLLeHHI macTep-dalina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6Y YNOBHOBaXKEHOI 0CO6Y 3asiBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg B YkpaiHi
173. | MEPONEHEM | nopoLwuok Ans MicTtpan AHrnisA ALUC JOB®AP ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/16112/01/01
- BICTA npuroTyBaHHA Kenitan C.N.A, ITania 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peyenmom
PO34nHy Ans MeHepxmeH (BUpOGHMLTBO Ta BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA" MKA /13"
iH ekuili no 500 mr, 1 T NimiTeq, KOHTPO/b AKOCTI 3anponoHoBaHo: MapkupoBska. CornacHo yTsepxaeHHoMy
a6o 10 dhnakoHis 3 CTEPUIIBHOI CyMiLLli); TEeKCTY MapKMpoBKN. OHOBJIEHHA TEKCTY MapKyBaHHA yrnaKoBKu
NMOPOLLKOM Y ALC LOB®AP NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmauil WoA0 3a3HaYEHHS
KapTOHHIlA KopooLi C.N.A,, ITania OAVHULb BUMIPIOBAHHA Y cUCTEMI S|, @ TaKoX YTOYHEHHS
(Bpo6HMLTBO, iHchopMmaLii Ta KOpUryBaHHA HanMcaHHA CiB y po3ginax
nepBuHHE Ta MapKyBaHHs. BBeAEeHHS1 3MiH MPOTAroM 6-Tu MicsAUiB nic/is
BTOPWHHE 3aTBepPMAKEHHS
nakyBaHHs,
KOHTPO/1b AKOCTI,
BUMYCK cepil)
174. | MEPOIMNEHEM | nopoLuok Ass Mictpan AHrnis ALC NOB®AP ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3mMiHW | TNy - 3a UA/16112/01/02
- BICTA NPUroTyBaHHS Kenitan C.N.A., ITanisa 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
pPO34unHy Ana MeHexmeH (BMPOGHMLTBO Ta BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKSA /13"
iH ekuili no 1000 wr, T NimiTeq, KOHTPO/b SKOCTI 3anponoHoBaHo: MapkupoBska. CornacHo yTBepXxaeHHOMY

1 a60 10 dp1akoHiB 3

CTEepPW/IbHOI CyMilli);

TEKCTY MapK1PoBKU. OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
MOPOLLKOM y ALIC JOBDAP nNiKapcbKoro 3acoby 3 BHECEHHSAM iHthopMawii LLoA0 3a3HauYeHHs
KapTOHHilA KopooLi C.N.A,, Itania OAVHULb BUMIPIOBaHHA Y cUCTEMi S|, @ TakoX YTOUYHEHHS
(Bpo6HMLTBO, iHchopMmaLii Ta KOpPUryBaHHA HanMcaHHA CAiB y po3ginax
nepBrHHE Ta MapKyBaHHsl. BBeAeHHS1 3MiH NpOTArom 6-Tu MicAuiB nicns
BTOPWHHE 3aTBEPMAKEHHS
nakyBaHHs,
KOHTPO/b AKOCTI,
BUNyCK cepii)
175. | METAMIH® TabneTtkn TOB YKpaiHa TOB "KYCYM YKpaiHa BHECEHHS 3MiH A0 peecTpaLiliHnx martepiasnis: 3miHu | Tuny - 3a UA/11506/01/01
SR NPOJIOHroBaHOI fji "KYCYM PAPM" 3MiHu Wwopao 6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsagy. 3miHm peyenmom
no 500 mr no 7 PAPM" Y KOPOTKilA XapaKkTepucTuLLi slikapcbkoro 3acoby, TeKcTi
Tabnetok y 6nictepi, MapKyBaHHS Ta iHCTPYKUiT 418 MEANYHOrO 3aCTOCYBaHHS
no 4 6nictepu B reHepuyHuX/ribpnaHnx/6ionodibHNX nikapcbkux 3aco6is nicns
KapTOHHIA ynakoBL,i; BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar (3miHa He
no 15 tabnetok y noTpebye HafaHHs XOL4HUX HOBMX A0AATKOBUX AaHNX) 3MiHU
6nicTepi, no 2 abo 6 BHECEHI [0 iHCTPYKLiT 4719 MeAMYHOro 3acToCyBaHHS
6nictepiB y NiKapcbKoro 3acoby y po3ainm “MNokasaHHA" (YTOYHEHHS
KapTOHHI/ ynakosL,i iHchbopmawii), "OcobnmBoCTi 3acTocyBaHHS", "3acToCcyBaHHsA y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHSA Ta o3un", "MobivHi peakuii” 3rigHO 3 iHhopmMavieto
LLIOA0 MEANYHOrO 3aCTOCYBaHHA peddepeHTHOro NikapcbKoro
3acoby (MHOKODAX XR, TabneTkun nponoHroBaHoi Aji, no 500
Mr). BBejeHHs1 3MiH NPOTAroM 6-TW MICALIB Nic/A 3aTBEPAXKEHHS
176. | METOTAB Tabnetku no 2,5 wr; Megak HimeuunH Brpo6HWK, LWo Himeuun BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/11318/01/01
no 30 a6o 100 le3enbliad a Bignosigae 3a Ha nogaHHs oHoBneHoro CepTudiikaTy BignoBigHOCTI €EBponeichkiii peyenmom
TabneTok y hNakoHi; T dotop MapKyBaHHs hapmakonei R1-CEP 2000-024-Rev 05 (nonepeaHs sepcis R1-
no 1 chnakoHy B KniHiwe nepBUHHOT CEP 2000-024-Rev 04) Bif BXe 3aTBEPAKEHOTO BUPOOHMKA
naui Lneuiansnp ynakoBKW, BTOPUHHE EXCELLA GMBH, HimeuunHa ans A®| meToTpekcary; 3MmiHu |
enapare nakyBaHHs, TUNY - NOAAaHHA OHoBieHoro CepTudikaty BignoBigHOCTI
M6X KOHTPO/b/BMNPOGYB €poneiicbkii hapmakonei R1-CEP 2000-024-Rev 06
aHHA cepii Ta 3a (nonepepHs Bepcis R1-CEP 2000-024-Rev 05) Big BXxe
BUNYCK cepi: 3aTBepAxeHoro Bupo6Hnka EXCELLA GMBH, HimeuyunHa gns
Megak esenbwadT A®| meTOoTpekcarty; 3MiHu | TUMY - NOJaHHSA OHOB/IEHOIO
otop KAiHiwe CepTudpikaTy BignoBigHOCTI €EBponeiickkiii hapmakonei R1-CEP

Lneujansnpenapar
e M6X, HimeuuunHa;
Brpo6HWK, LWo
Bignosigae 3a
BMPOGHMLTBO
roToBOI f030BaHOl
hopmu, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
MapKyBaHHs
nepBUHHOT
ynakoBKM,
KOHTPONb/BUNPOGYB
aHHs cepii: Ekcenna

2000-024-Rev 07 (nonepepaHs Bepcis R1-CEP 2000-024-Rev
06) Big BXe 3aTBepAXeHoro Bupo6Hnka EXCELLA GMBH,
HimeuunHa ana A®| metoTpekcary; 3miHu | TMny - nogaHHA
oHoBsieHoro CepTudpikaTty BiANoBiAHOCTI EBpoNeiiChKiit
thapmakonei R1-CEP 2000-024-Rev 08 (nonepegHs Bepcis R1-
CEP 2000-024-Rev 07) Bif BXe 3aTBepXeHOro BUpobHuka ans
A®| meTOTpeKcaTy BHAC/iLOK 3MiHN Ha3BM BUPOOHMKA 3
EXCELLA GMBH, HimeyunHa Ha EXCELLA GMBH & Co. KG,
HimeuunHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
Mm6X, HimewunHa
Bupo6HuK, Lo
BiAnosigae 3a
MapKyBaHHsI
nepBUHHOI
yNakoBKMW, BTOPUHHE
nakyBaHHs,
KOHTPO/b/BUNPOGYB
aHHs cepii: XaynT
Papmva
BondpaTtwayceH
'm6X, HimeyunHa
177. | METOTAB Tabnetku no 7,5 wr; Mepak HimeuunH Brpo6HWK, Wo Himeuun BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny - 3a UA/11318/01/02
no 10 a6o 30 esenbliad a Bignosigae 3a Ha noaaHHa oHoBneHoro CepTudikaTy BignoBigHOCTI EBponeichkiii peuyenmom
TabneTok y priakoHi; T dhrop MapKyBaHHs thapmakonei R1-CEP 2000-024-Rev 05 (nonepegHs Bepcis R1-
no 1 dpnakoHy B K/iHiLe nepBUHHOT CEP 2000-024-Rev 04) Bif BXe 3aTBepXEHOro BUPOOHMKa
nauui Lnevuiansnp yNakoBKW, BTOPUHHE EXCELLA GMBH, HimeuunHa ansa A®l meToTpekcary; 3MmiHu |
enapare nakyBaHHs, TUMY - NOAAHHA OHOBNeHoro CepTudikaty BiAMNOBIAHOCTI
M6X KOHTPO/b/BMNPOGYB €Bponeiicbkint hapmakonei R1-CEP 2000-024-Rev 06
aHHA cepii Ta 3a (nonepepzHs Bepcis R1-CEP 2000-024-Rev 05) Big BXe
BWMNYCK cepil: 3arBepmxeHoro BupobHnka EXCELLA GMBH, HimeuwunHa gns
Megpak esenbwadT A®| meTOoTpekcarty; 3MiHu | TUMY - NOJaHHS OHOB/IEHOTO
dotop KniHiwe CeprtudpikaTy BignoBigHOCTI €EBponeiickkiii hapmakonei R1-CEP

LLineuianbnpenapar
e M6X, HimeuunHa;
Bupo6HuK, Lo
Bignosigae 3a
BMPOGHMLTBO
roToBOI [030BaHOI
dopmu, NepBrHHE
Ta BTOPUHHE
nakyBaHHs,
MapKyBaHHs
nepBUHHOI
ynakoBKu,
KOHTPO/1b/BMNPOGYB
aHHs cepii: Ekcenna
vM6X, HimeuunHa
Brpo6HWK, LWwo
BignoBigae 3a
MapKyBaHHs
NnepBUHHOT
yMakoBK1, BTOPUHHE
nakyBaHHs,
KOHTPO/1b/BMNPOGYB
aHHs cepii: XaynT
Papma
BondgpatwayceH

2000-024-Rev 07 (nonepegHs Bepcis R1-CEP 2000-024-Rev
06) Big, BXe 3aTBepAyKeHoro BnupobHrka EXCELLA GMBH,
HimeuunHa ana APl metoTpekcarty; 3miHu | Tuny - nogaHHs
oHoBsieHoro CepTudpikaTty BiANOBIAHOCTI EBPONECHKIi
thapmakonei R1-CEP 2000-024-Rev 08 (nonepefHs Bepcis R1-
CEP 2000-024-Rev 07) Bif BXe 3aTBep)KEHOro BUPo6HMKa A/1A
A®| meTOTpeKcaTy BHAC/IAOK 3MiHN Ha3BM BUPOOHMKA 3
EXCELLA GMBH, HimeuunHa Ha EXCELLA GMBH & Co. KG,
HimeuunHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
rm6X, HimeyunHa
178. | METOTAB Tabnetku no 10 mr; Mepak HimeyuunH Bupo6HuK, Lo Himeyuu BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/11318/01/03
no 10 a6o 30 lesenbwady a Bignosigae 3a Ha noAaHHa oHoeneHoro CepTtudikaTy BifnoBigHOCTI €EBponeicbkii peyenmom
TabneTok y priakoHi; T dhrop MapKyBaHHs thapmakonei R1-CEP 2000-024-Rev 05 (nonepegHs Bepcis R1-
no 1 cpnakoHy B KniHiwe nepBUHHOT CEP 2000-024-Rev 04) Bif BXe 3aTBEpKEHOI0 BUPOOHMKA
nauuj LWneujansnp YMNaKoBKW, BTOPUHHE EXCELLA GMBH, HimeuunHa gns A®| meToTpekcarty; 3minu |
enapate nakyBaHHs, TUMy - NOAAHHSA OHoBNeHoro CepTudikaty BiAMOBIAHOCTI
M6X KOHTPO/b/BUNPOGYB €Bponeiicbkilt hapmakonei R1-CEP 2000-024-Rev 06
aHHA cepii Ta 3a (nonepepHs Bepcis R1-CEP 2000-024-Rev 05) Big, Bxe
BWMNYCK Cepil: 3aTBepmxeHoro BupobHuka EXCELLA GMBH, HimeuyunHa ans
Mepak esenbliadt A®| meTOoTpekcarty; 3MmiHu | Tuny - NoAaHHA OHOBJ/IEHOTO
dhrop KniHiwe CeprtuchikaTy BignoBigHOCTI €Bponeiicbkiii hapmakonei R1-CEP
LLineujansnpenapat 2000-024-Rev 07 (nonepegHs Bepcis R1-CEP 2000-024-Rev
e M6X, HimeuunHa; 06) Big BXe 3aTBepAxeHoro BupobHnka EXCELLA GMBH,
Brpo6HWK, LWwo HimeuunHa gns A®| metoTpekcary; 3MiHu | TUny - nogaHHs
BiAnoBigae 3a oHoBsieHoro CepTudpikaTty BiANOBIAHOCTI EBpONEChKiit
BUPOBHULTBO hapmakonei R1-CEP 2000-024-Rev 08 (nonepeaHs sepcia R1-
roToBOI [,030BaHOI CEP 2000-024-Rev 07) Bif BXe 3aTBEpXEHOro BUPOOHUKa Ans
dhopmu, nepBuHHE A®| meTOTpeKcaTy BHAC/iAOK 3MiHN Ha3BW BUPOOHMKA 3
Ta BTOPUHHE EXCELLA GMBH, HimeuunHa Ha EXCELLA GMBH & Co. KG,
nakyBaHHs, HimeuunHa
MapKyBaHHS
nepBUHHOI
ynakoBKu,
KOHTPO/b/BMNPOGYB
aHHsA cepii: Ekcenna
'm6X, HimeuunHa
Brpo6HWK, LWo
Bignosigae 3a
MapKyBaHHs
nepBUHHOI
yNakoBKKW, BTOPUHHE
nakyBaHHs,
KOHTPO/b/BMNPOGYB
aHHsA cepii: XaynT
Papma
BondpatwayceH
mM6X, HimeuunHa
179. | MET®OPMIH- | TabneTkun, BKpUTI TeBa 13painb AT YropLum BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/12382/01/01
TEBA NNiBKOBOO dapmaueBTi dapmaLeBTUYHMI Ha/ nogaHHA Hosoro CepTtudpikaty R1-CEP 2004-124-Rev 05 Big peyenmom
060/10HKO10, M0 1000 Kan 3aBog, TEBA, I13pains/ BXe 3aTBepaKeHoro BupobHuka Granules India Limited ansa
mr no 10 TabneTok y IHaacTpi3 YropLmHa Yecbka 4ito40i pevoBUHM MeTOPMIHY rigpoxnopuay sk Haciaok:
6nicTepi; no 3 nra. (nepBuHHa Ta Pecny6n [oaaBaHHsa BUPo6HMYOT ainbHuui A®l GRANULES INDIA
6nictepu y Kopobui BTOPVHHA yNakoBkKa, ika

KOHTPO/1b AKOCTi Ta
[03BiN Ha BUANYCK
cepiii); Tesa
PapmaueBTikan

LIMITED 15 A/1, I.D.A., Phase Ill, Jeedimetla, Quthbullapur
Mandal, Medchal-Malkajgiri District India-500 055 Hyderabad,
Telangana; gofaHo 3BT ynpasniHHA pUsnkamu LWog0
eNeMeHTHUX AOMILLOK Y BignosigHocTi 3 ICH Q3D; 3miHa
Cneuyudikauii/MeTogiB BUNPO6yBaHHS 3a MOKa3HWKOM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
IHpacTpis N14., 3a/IMLLKOBI PO34MHHKKM (MeTaHon (kracc 2) He 6inblue 750 ppm)
13painb
(BUpPOGHMLTBO 3a
NMOBHUM LMK/IOM);
TeBa Yex IHaacTpi3
c.p.0., Yecbka
Pecny6nika
(B1pOGHMLTBO
Hepo3acoBaHol
NpOAYKLii, KOHTPO/b
SAKOCTI)
180. | MMPOCUBAH | KoHueHTpart A/1A TosapuncTBO Ykpaina TOB "®apmiges” Natsis BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/16409/02/01
po3unHy ons 3 3MiHM Woao 6e3nekun/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
iHdpysiiA, 37,5 Mr/5 06MeXeEHO OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro 3acoby 3
M1, MO 5 My Bignosigasib BHECEHHAM iHthopmav,ii LWOAO 3a3HaYEHHA OAUHULb
thnakoHi; no 1 HiCTIO BVMIiptOBaHHSA y cuctemi Sl. BHeceHHs 3miH fo po3giny
donakoHy y "POKET- «MapkyBaHHs1» MKA /13; 3anponoHoBaHo: Po3ain MKA
KapTOHHI Kopobui PAPM" «MapkyBaHHs» 3riJHO 3aTBEPA)KEHOrO TEKCTY MapKyBaHHS.
TepmiH BBEAEHHS 3MiH NPOTAroM 6 MicAuiB nicns 3aTBepokKeHHs
181. | MIJIbFTAMA® TabneTtku, BKPUTI BbopBar HimeyuunH MayepmaHH- Himeyun BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/8049/01/01
o060n0Hkot0, No 15 dapma a Apurarimutens KI Ha 3MiHY WoAo 6e3nekn/ehekTBHOCTI Ta chapmakoHarnsgy - peyenma
Tabnetok y 6nictepi, v6X i Ko. 3amiHa po3giny «padiyHe 0hopMIEHHS YNakoBKU» Ha PO34in
no 2 abo 4 6nictepu KIr «MapkyBaHHs» MKA /13; 3anponoHoBaHo: MapkyBaHHS. 3rifHO
Y KapTOHHIli kKopoobui 3aTBEPKEHOro TEKCTY MapkyBaHHA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmaLii WoA0 3a3HaYEHHS OANHULb BUMIPIOBAHHS Y CUCTEMI
Sl
182. | MIHTEIPA Tabnetku, Wo MpAT Ykpaina PoHTic Xennac peuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/18061/01/01
aucnepryloTeca B "®apmaLeBT Megikan eHg, 3MiHU WoAo 6e3nekun/ehekTUBHOCTI Ta chapmakoHarnagy - peyenmom
POTOBIli NOPOXXHWHI, nyHa chipma dapmacboTikas OHOB/IEHHSI TEKCTY MapKyBaHHSs1 yNakoBKM JiKapCbKOro 3acoby 3
no 10 mr, no 10 "fapHuua” Mpopaxtc C.A. BHECEHHSAM iH(hopMaLil LWOoA0 3a3HAYEHHS OAVNHULb
Tabnetok y 6nictepi, BMMIiptoBaHHA Y cuctemi Sl. BBefieHHA 3MiH npoTsrom 6-Tu
no 3 6nictepu B MiCSILiB MicNsi 3aTBEPAKEHHSI
nauui
183. | MIHTErPA Tabnetku, Wo MpAT Ykpaina PoHTic Xennac peuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/18061/01/02
AucnepryoTeea B "®GapmaueBT Megikan eHg, 3MiHY WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnagy - peyenmom
POTOBI NOPOXHWHI, nyHa chipma dapmacbloTikan OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW JlikapCbkoro 3acoby 3
no 15 wmr, no 10 "fapHuua" Mpopaxtc C.A. BHECEHHSAM iHGhopMaLil LWOoA0 3a3HAYEeHHS OAVNHULb
Tabnetok y 6nictepi, BMMIiptoBaHHA Y cuctemi Sl. BBeeHHs 3MiH npoTsirom 6-Tu
no 3 6nictepu B MiCALIB MiCN1A 3aTBEPKEHHS
nauui
184. | MIHTEIrPA TabneTtku, Lo MpAT Ykpaina PoHTic Xennac Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/18061/01/03
OMcnepryoTbcs B "PapmaueBT Megikan eHg, 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta thapmakoHarnsgy - peyenmom
POTOBI NOPOXHWHI, n4yHa chipma dapmacbloTikan OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW JlikapCbkoro 3acoby 3

no 30 mr, no 10

"fapHuua”

Mpogaktc C.A.

BHECEHHSAM iHdhopMaLlil LWOA0 3a3HAYEHHS OAVHULIb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
Tabnetok y 6nictepi, BMMIiplOBaHHSA y cuctemi Sl. BBegeHHs 3MiH npoTsirom 6-Tu
no 3 6nictepu B MicAILiB Nicns 3aTBePIKEHHS
nauuj
185. | MI®OPTUK TabneTkun, BKpUTI HosaprTic LLsenuapi HosapTic ®apma Lseiua BHECEHHS 3MiH 10 peecTpavliiHuX maTtepianis: 3MiHu | Tuny - 3a UA/8947/01/02
060/10HKOI0, dapma Al A LTeliH AT, pisi/ 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. |  peyernmom
KMLLKOBOPO34YUHHI N0 LLseiiuapis; Himeyuu 3amiHa ab0 BBeeHHS [0AATKOBOI Ai/IbHULi BUPOOHULTBA ANs
360 mr, no 10 HoBapTic ®apma Ha/ YacTuHM abo BCbOr0 BMPOBHMYOrO NPoLEeCy roTOBOMO
Tabnetok y 6nictepi; MpopakwH MvéX, CnoBeHi nNiKapcbKoro 3acoby ([inbHWULSA AN BTOPUHHOTO NakyBaHHS) -
no 12 6nictepis y HimeuuunHa; A [ofaBaHHs aflbTePHATUBHONO BUPOOHUKA, BiANOBILaIbHOIO 3a
KOpOO6Li 3 KapTOHY nepBuHHE BTOPUHHE NakyBaHHA Jlek dapmacbioTukasic 4.4., BUpobHuya
nakyBaHHs, AinbHnuAa Nenpasa, CnoseHia. BeegeHHs 3MiH npoTtsrom 6
BTOPVHHE MiCALiB NicNa 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHW 3 AKOCTI.
nakyBaHHs, BUMYCK ["oTOBWIA Nikapcbknii 3aci6. 3mMiHM y BUpOOHULTBI. 3amiHa abo
cepii: BBE/EHHS A0AATKOBOI AiNIbHULI BUPOOHMLTBA AN YacTUHY abo
Nexk BCbOr0 BUPOBHMYOro NPOLLECY roTOBOrO NiKapcbKoro 3acoby
dapmacbloTUKanc (AiNbHUUSA ANA NEPBMHHOIO NakyBaHHS) - fO4aBaHHSA
A.4., BAPOGHMYa a/lbTePHaTUBHOIO BUPOOHYKA, BifNOBIJa/IbHOTO 38 NepBUHHE
AinbHuus Nenaasa, nakyBaHHs Jlek ®apmacbloTukasic A.4., BUpo6HUYa AiNbHNLA
CnoBeHis NeHpasa, CnoseHis. BBegeHHA 3MiH NpOTAroM 6 MicAuis nicas
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA BUPOGHKKA, Lo
BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepir) - He BkItovaoun
KOHTPO/1b/BMNPOBYBaHHSA cepii - AoAaBaHHSA aflbTEePHATUBHOIO
BMPOGHWKA, BiAMNoBigasIbHOro 3a BUMYyCK cepii Jlek
dapmMacbloTUKasIC A4.4., BUpobHWYa AinbHuua JleHaasa,
CnoBeHis. BBefeHHs 3MiH NpOTAroM 6 MicAuiB nicns
3aTBEPMAKEHHS
186. | MI®OPTUK TabneTtku, BKPUTI Hosapric LLiBeiiuapi HosapTic ®apma LLseiiua BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3MiHu | Tuny - - UA/10098/01/01
060/10HKOI0, dapma Al A LTelH AT, pisi/ 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
KMLLKOBOPO34YUHHI N0 LLiBeiiuapis; Himeuun 3amiHa abo BBeAEeHHA A0AATKOBOI Ai/TbHMLi BUPO6HMLTBA A5
180 wr, in bulk: no HosapTic ®apma Ha/ YacTuHu abo BCbOro BUPOBHMYOro NpoLecy roToBoro
10 TabneTok y MpopgakwH MméX, CnoBeHi nNikapcbKoro 3acoby (A4iNbHWULA AN BTOPUHHOTO NakyBaHHS) -
6nicTepi; no 12 HimeuunHa; a [0faBaHHsA anbTepHaATMBHOIO BUPOOHNKA, BiANOBiAaIbHOIO 3a
6nictepis B nepBrHHe BTOPVHHE NakyBaHHSA Jlek apmacbloTUKac 4.4., BUpobHuya
ynakosLi; no 90 nakyBaHHs, AinbHuus NleHgasa, CnoseHis. BBeAeHHS 3MiH npoTarom 6
yMakoBOK y KOpo6Lyi BTOPVHHE MiCALiB NicNa 3aTBEPKEHHS; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
3 KapTOHY nakyBaHHs1, BUMYCK [OTOBWIA NikapcbkuMii 3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo
cepii: BBE/EHHS A04ATKOBOI AiNIbHULI BUPOBHULTBA AN YacTUHY abo
Nek BCbOr0 BMPOGHMYOr0 NPOLLECY roTOBOrO NiKapCbKoro 3acoby
dapmacbloTukanc (4inbHWUA NS NEPBUHHOMO NakyBaHHA) - A0AABaHHSA

4.4, BUpobHnya
AinbHnua Nlenaasa,
CnoseHis

anbTepHaTUBHOIO BUPOGHWMKA, BignoBigaIbHOr0O 3a NepBrHHE
nakyBaHHs Jlek ®apmMacbloTukasc A.4., BUpoGHUYa AiNbHNLA
NeHpaBa, CnoseHisi. BBegeHHS 3MiH NpoTArom 6 Micauis nicns
3aTBEPAKEHHS; 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBWUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYHTbCA BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTi rOTOBOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA BUPOGHKKA, WO
BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepir) - He BkItovaoum
KOHTPO/b/BUNPOBYBaHHSA cepil - AoAaBaHHsA aflbTEPHATUBHOIO
BMPOGHMKA, BifMNoBigaIbHOTo 3a BUMYCK cepii Jlek
dapmMacbloTUKauIC A4.4., BUpobHMYa AinbHuua JleHaasa,
CnoBeHis. BBefieHHs 3MiH NpPOTAroM 6 MicALiB nicns
3aTBEPMAKEHHSA
187. | MI®OPTUK TabneTku, BKPUTI HosapTic LLiBeiiuapi HosapTic ®apma LLiseiiua BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu | Tuny - - UA/10098/01/02
060/10HKOI0, dapma Al A LTelH AT, pisi/ 3MiHu 3 sKocTi. FoTOBWIA NikapCbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
KVLLKOBOPO3YMHHI N0 LLiBeiiuapis; Himeuun 3amiHa abo BBeAeHHA f0AATKOBOI Ai/bHMLi BUPO6HMLTBA A5
360 wmr in bulk: no 10 HosapTic ®apma Ha/ YacTuHu abo BCbOro BUPOBHMYOro NpoLecy rotToBoro
Tabnetok y 6nictepi; MpopgakwH MméX, CnoseHi nNikapcbKoro 3acoby (A4iNbHWULA 415 BTOPUHHOTO NakyBaHHS) -
no 12 6nictepis B HimeuumnHa; A [0faBaHHsA anbTepHaTVMBHOIO BUPOOHNKA, BigNoBiAaIbHOTO 3a
ynakosLi; no 45 nepBuHHe BTOPWHHE NakyBaHHSA Jlek apmacbloTUKac 4.4., BUpobHuya
yMakoBOK y KOpo6Lyi nakyBaHHs, AinbHuus NleHgasa, CnoseHis. BBeAeHHS 3MiH npoTarom 6
3 KapToHY BTOPUHHE MiCALIB MiCNA 3aTBEPAKEHHS; 3MiHW | TUMY - 3MiHM 3 AKOCTI.
nakyBaHHs1, BUMYCK [OTOBWIA NikapcbkuMii 3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo
cepii: BBE/EHHS A04ATKOBOI AiNIbHULI BUPOBHULTBA 419 YacTuHM abo
Nexk BCbOr0 BMPOOGHMYOrO NPOLLEeCY roTOBOrO /iKapCbKoro 3acoby
dapmacbloTukanc (8inbHWUA AN NEPBUHHOMO NakyBaHHA) - A0AaBaHHSA
4.4, BUpobHnya anbTepHaTUBHOIO BUPOGHMKA, BignoBigaIbHOTO 3a NepBUHHE
AinbHuua Nlenaasa, nakyBaHHs Jlek ®apmacbloTukasic A4.4., BUpoGHUYa AiNbHNLA
CnoseHis NeHpaBa, CnoseHisi. BBeeHHSA 3MiH NpoTArom 6 Micauis nicns
3aTBEPAKEHHS; 3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBUI
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO0 CTOCYITbCA BUMYCKY Cepil Ta KOHTPO/O SKOCTi FOTOBOrO
NiKapcbKoro 3acoby (3amiHa abo fofaBaHHA BUPOGHNKA, L0
BiANOBIAAaE 3a BBE3€EHHS Ta/abo BMNyck cepii) - He BkIoyatoumn
KOHTPO/b/BMNPOBYBaHHA cepii - 4o0AaBaHHA anlbTepHaTUBHOIO
BMPOGHWKA, BiAMNOBifa/IbHOTO 3a BUMYCK cepii Jlek
dapmMacbloTUKauIC A4.4., BUpobHMYa AinbHnua JleHaasa,
CnoBeHis. BBeeHHsA 3MiH NpOTArom 6 micsAuiB nicns
3aTBEPKEHHS
188. | MI®OPTUK TabneTku, BKpUTI Hosapric LLiBefiuapi HosapTic ®apma LLseiiua BHECEHHS 3MiH 10 peecTpaLiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/8947/01/01
060/10HKOI0, dapma Al A LTeliH AT, pisi/ 3MiHu 3 siKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. peuyenmom
KMLLKOBOPO34YMHHI N0 LLiBeliapisi; Himeyun 3amiHa ab0 BBeAEHHS OAATKOBOI Ai/IbHULi BUPOBHULTBA ANs
180 wmr, no 10 HosapTic ®apma Ha/ YyacTuHM abo BCbOro BUPOGHNYOro nNpoLiecy roToBoro
TabneTtok y 6nictepi; MpogakiwiH M6X, CnoseHi NiKapcbKoro 3acoby (A4iNbHULA AN BTOPUHHOIO NakyBaHHS) -
no 12 6nictepis y HimeuunHa; ] [0faBaHHS aflbTEPHATUBHOIO BUPOOHUKA, BigNOBILa/IbHOMO 3a
KOpOOGLIi 3 KAPTOHY nepBuHHe BTOPVHHE NakyBaHHA Jlek dapmacbloTUKauc 4.4., BUpobHuya
nakyBaHHs, ainbHuusa NleHpasa, CnoseHis. BBegeHHs 3MiH npoTaroM 6
BTOPVHHE MiCALIB NiCNSA 3aTBEPAYKEHHS; 3MiHM | TUNY - 3MiHM 3 AKOCTI.
nakyBaHHs, BUMYCK [oTOBWIA Nikapcbknii 3aci6. 3mMiHM y BUpo6HULTBI. 3amiHa abo
cepit: BBEEHHS [OAATKOBOI AifIbHUL BUPOOHMLTBA A4/151 YacTuHu abo
Nex BCbOr0 BMPOBHMYOrO NPOLECY rOTOBOTO J1iKAPCbKOro 3acoby
dapmacbloTUKanc (8inbHWUA NS NEPBUHHOMO NaKyBaHHA) - A0AaBaHHA

40.4., BUpo6Huya
AinbHWUsA NleHaasa,

aNbTepHaTVBHOTO BUPOGHMKA, BiANOBILA/ILHOMO 3@ NEPBUHHE
nakyBaHHs1 Jlek @apmMacbioTukac 4.4., BUpo6HUYa AinbHULS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
CnoBeHisi NenpgaBa, CnoseHis. BBegeHHs 3MiH MpPOTAroM 6 MicAuiB micns
3aTBEPAKEHHST; 3MiHN | TURY - 3MiHK 3 AKOCTI. [OTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa iMNopTepa/3miHu,
LLIO CTOCYOTbCA BUMYCKY Cepil Ta KOHTPOJIH0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA BUPOGHKKA, WO
BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepii) - He Bkaovaoun
KOHTPO/b/BMNPOOYBaHHSA Cepii - 0AaBaHHA a/lbTepHaTUBHOIO
BMPOGHMKa, BIAMNOBIA&/ILHOIO 3a BUMYCK cepii Jlek
dapmacbloTvKanc 4.4., BUpobHuya ainbHuus JleHaasa,
CnoBeHis. BBefeHHs 3MiH NpOTAroM 6 MicAuiB nicns
3aTBEpPAXEHHS
189. | MOKCUD/OK | TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/17766/01/01
CAUVH o6onoHkoto, no 400 "TexHonor" BBeleHHs AoaatkoBoi ynakoBku Ne 10 (10 x1) y 6nicTepi, B peyenmom
Mmr; no 5 a6o no 7, naJui 3 kapToHy ans N3 MokcudhnokcaumH, TabneTku, BKPUTI
a60 no 10 TabneTok 060/10HKO0, M0 400 Mr, 6€3 3MiHN NEPBUHHOIO NaKyBa/IbHOro
y 6nicTepi; no 1 marepiany, 3 BignoBiZHMU 3MiHAMW Y PO34iNi «YnakoBka»
6nictepy B naui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nadui 3 KApTOHY
190. | MOKCUDMOK | po3uuH ans iHgysii, TOB «TeBa Ykpaina AT dapmareH peuis BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/15803/01/01
CALUWVH- 400 mr/250 mn, no YkpaiHa» 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta thapmakoHarnsgy. 3MiHa peyenmom
TEBA 250 Mn 'y hNakoHi; Y KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
no 1 a6o no 5, a6o MapKyBaHHS Ta iIHCTPYKLT 415 MeWNYHOro 3aCTOCYBaHHA Ha
no 12 dnakoHiB y nigcTasi perynsipHO OHOBJ/IHOBAHOIO 3BiTY 3 6e3neKkun NiKapcbkoro
Kopobui 3acoby, abo AoC/iAKeHb 3 6e3MneKn 3aCTOCYBaHHS NiKapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo Sk pe3ynbTaT OLiHKK
3BiTY 3 AOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NAaHy
neaiatpnyHux gocnimpkeHs (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVWM OPraHoMm) - 3MiHW BHECEHi [0
IHCTPYKUII 418 MeQUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
po3ainu: "OcobnnBOoCTi 3acTocyBaHHA", "T06GIYHI peakui™
BiANOBIAHO A0 OHOBIEHOT iHGhOpMaLi 3 6e3neku Aitoyol
peyoBUHW. BBeeHHS 3MiH NpoTAroM 3-x MicsAuiB nicns
3aTBEPKEHHS
191. | MOKCUD/OK | nopoLuok How Na6c IHais How Na6c MeT. /T4, IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | TUny - - UA/12133/01/01
CALUVHY (cy6eTaHuin) y MeT. NiTA. AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
MNAPOXNMOPWU | nopgiiHux MicLst MPOBaPKEHHS AiNIbHOCTI BUPOGHKMKA (BKItOHAOUn, 3a
Jil nosnieTuIeHoBMX Heo6XiAHOCTI, MicLie NPOBELEHHSI KOHTPO/IKO SKOCTI), abo
naketax ans BMacHvka mactep-ghaiina Ha A®l, abo nocTayasibHMKa
BMPOGHMLTBA Adl/BnxigHOro MaTepiany/peareHTy/MPOMIKHOTO NMPOAYKTY, L0
CTepu/ibHUX Ta 3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HA4YEHO Y A0CbE
HecTepu/bHUX Ha nikapcbkuii 3aci6) 3a BigCcyTHOCTI cepTudiikarta BifnoBigHOCTI

nikapcbknx oopm

€BponelicbKili hapmakonei y 3aTBepakKeHoMy 40Cke, abo
BMPOBHMKA HOBOI AOMOMiXHOI PEYOBUHU (SIKLLO 3a3HAYeHO y
[0CLE) 3MiHa aapecn BUPo6HMKa APl (MoKcHMdhaoKcaLUmHy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
rigpoxnopuay) How fla6e MNeT. N74., IHAiA, 6€3 3MiH1 Micus
BMPOGHMULITBA
192. | MOMETA30OH | nopoLuok AT YKpaiHa CumbaiioTek IHais BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: BUNPaBIEHHS - UA/6204/01/01
Y ®YPOAT (cybcTaHuis) B "®apmak” dapmaneb lMpisat TEeXHIYHOT NOMUIIKU, Sika Gyna fonyLeHa Npy BHECEHHI 3MiH, B
MIKPOHI3OB | nonietnieHoBmnx Nimitep MKSA 13, a came: KOpeKTHe 3a3HaYeHHs1 Ha3BW po3ainy
AHUIA naketax BknageHux "YnakoBka". [MponoHOBaHa pefakLisi TEXHIYHOT MOMUIIKM
B aJIlOMiHieBi abo BiAMNOBIga€e MaTepianam peecTpauiiHoro Aocke (apxiBHAM
noninponisieHoBi mMartepianam).
KOHTeliHepu MponoHoBaHa pegakuis. Ynakoska. B nonieTnneHoBux naketax
BKMa[EHNX B a/IlOMiHIEBI @60 NONINPONiNEHOBI KOHTEHEPY
193. | MOHTEMAK TabneTkun, BKPUTI Makneogc IHAin Makneopc IHAia BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHW | TNy - 3a UA/15178/01/01
10 NAiBKOBOIO PapmacbioT PapmacboTuKanc 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy - peyenmom
060/10HKO0, No 10 nkanc Nimiten OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
Mmr; no 10 TabneTok Nimiten BHECEHHSAM iHGhopMaLLil LLOA0 3a3HAYEHHS OAVNHULb
y 6nicTepi; no 3 BMMIiptOBaHHA y cuctemi Sl. BHeceHHst 3miH fo po3giny
6nictepu y «MapkyBaHHs» MKA /13. 3anponoHoBaHo: MAPKYBAHHA
KapTOHHIiA ynakoBL,i 3rigHO 3aTBEep)KEHOro TEKCTY MapkyBaHHsA. TepMiH BBeAeHHs
3MiH - NPOTAroM 6 MICALIB MiCNSA 3aTBEPAKEHHS
194. | MOP®OIHIE | kpucTaniyHwii MpAT Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - - UA/13847/01/01
BA Cl/lb MOPOLLIOK "®apmaLeBT obmexeHoto 3MiHU 3 AkocTi. APl BUpobHULTBO. 3MiHU B NpoLieci
TIA3OTHOI (cybeTaHuis) y nyHa chipma BiANOBIAA/IbHICTIO BMpo6HULUTBa AP| (HE3HAYHa 3MiHa Y NpoLEeci BUpobHMLTBa
KUCNOTU naketax "fapHuua” "®APMXIM" A®I) - 3anponoHoBaHili peaakLii onucy TeXHOONYHOro npoLiecy
nonieTuIeHoBmx AeTani3oBaHo npoLec cuHTe3y MopgoniHieBOi coni Tia3oTHOI
ans KMCOTU, ONTUMI30BAHO BUKOPUCTAHHA OPraHiYHNX PO3UYUHHWKIB,
hapMaLeBTUYHOIO BHEeCeHi 3MiHM B cneuudikauii Ha CMpoBUHY Ta f04aHO
3acTocyBaHHA cneumdikauito Ha Hepo3sdhacoBaHWit NPOAYKT
195. | MYKO®DANDbK | rpaHynu, 3,25T/5T, [Op. danbk HimeuyunH [Op. danbk dapma Himeuun BHECEHHS 3MiH 10 peecTpavyjiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/6104/01/01
AMNENBbCUH no 5r rpanyny $apma a v6X, HimeuunHa Ha 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peuenma
nakeTi; no 20 6X (BignoBifasnbHWiA 3a OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby 3

nakeTiB y KaPTOHHIi
KopooLi

BWMNYCK Cepiii
KIHLLeBOro NpoayKTy
Ta anbTepHaTUBHE

BTOPWHHE
nakyBaHHs);
KaraneHt
HimeyunHa
LopHaopd Mm6X,
Himeuunna
(BMPOGHYK
[o30BaHol hopmu,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs);
JNlingodhapm 'méX,

BHECEHHSAM iHhopMmaL,ii LWoA0 3a3HaYeHHS OAUHULD
BMMIipIOBaHHA y cuctemi Sl
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
HimeyunHa
(BUpPOGHYK
BiNOBigaNbHWIA 3a
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI.);
NosaH ®apma M'vbX,
Himeuunna
(BMPOGHYK
[o030BaHol hopmu,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs)
196. | HArAOK HacToka MAT YkpaiHa MAT "Tanuuchapm” YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/14428/01/01
HACTOWIKA (cybcTaHuis) B "Tannudap 3MiHM 3 AKkocTi. A®l. Cuctema KoHTeliHep/3aKkynoproBasibHuWi
60oukax nonimepHNX M" 3aci6. 3miHa y 6e3nocepefHiii ynakosLi A®| - BHECEHHS 3MiH 0
ans marepianis peecTpauiiHoro focbe, 3 BiANOBIAHUMY 3MiHAMY A0
thapmaLeBTUYHOro p. «YnakoBka» MKA /13, a came yTOUHEHHS OMNMCy ynakoBku (6e3
3acTocyBaHHs 3a3HavYeHHs KOHKPETHOI KiNlbKOCTi cybcTaHLii y 6oukax
nosiMepHnx), 3anponoHoBaHo: B 6oukax nosiMmepHux. Ha 6ouky
HaKNeTb eTUKETKY
197. | HATPIO PO34UH A151 iH'EKLLNA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/6106/01/01
TIOCYNb®AT | 300 mr/Mnno5mnB | "®apmauesT "papmaLeBTUYHa 3MiHY WoAo 6e3nekun/ehekTVBHOCTI Ta chapmakoHarnagy - peyenmom
-A0APHULA amnyni; no 5 amnyn nyHa hipma ipma "OapHuua” OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JlikapCbKoro 3acoby 3
Y KOHTYpHIlA "fapHuua" BHECEHHSAM iHGhopMaLLil LLOA0 3a3HAYEHHS OAVNHULL
YapyHKOBIl BMMIiplOBaHHA y cuctemi Sl. 3amiHa po3giny «IpadivHe
ynakoBLi; no 2 0(hOPM/IEHHS YNAKOBKM» Ha «MapKyBaHHS» B 3aTBEPAKEHNX
KOHTYPHI YapyHKOBI MKA N3. 3anponoHoBaHo: MAPKYBAHHA BignosigHo Ao
yMakoBKU B mauLi 3aTBEPIKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs 3MiH NpoTArom
6-TU MicAUiB NicnA 3aTBEepKEeHHSA
198. | HATYBIOTWUH | Tabnetkn no 10 wmr; AnbneH LLieiiuapi [Op. M'ycTtas KnsiiH Himeyun BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/15961/01/02
no 30 TabneTok y dapma Al A m6X & Ko. KI Ha 3MiHK Woa0 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - peuyenma
6nicTepi; no 1 abo BHECEeHHS 3MiH 10 po3ainy «MapkyBaHHs» MKHA N13:
no 2 6nictepun y 3anponoHoBaHo: 3riiHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
KapTOHHI KOpoOLyi 3MiHV BHECEHi B TEKCT MapKyBaHHS YMaKkOBKW iKapCbKOro
3aco0y WoA0 3a3Ha4YeHHA MiXKHAPOAHUX NO3HAaYeHb OANHULb
BMMIpIOBaHHS
199. | HEBAHAK® Kpanni ouHi, HoBaprTic LLisefiuapi AnkoH-KyBpbop Benebris BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasliB: yTOUHEHHS 3a UA/13522/01/02
cycneHsis, 3 mMr/mn, dapma Al A peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne 485 Bip, peyenmom

no 3 mn 'y doakoHi-
KpanenbHuui "[pon-
TeliHep®"; no 1
h1akoHy B KOPOOGL
3 KAPTOHY

16.03.2021 B npoueci BHeCEHHSA 3MiH (3MiHK, L0 NOTPEdYHTh
HOBOI peecTpauji: JoAaBaHHA HOBOI cunu Aii/po3sedeHHs (3
mr/mn). Pepakuisi B Hakasi: BigcyTHiil. BipHa pegakuis:
UA/13522/01/02.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
200. | HEMPOOUKAN | kancynwu; no 10 TOB "bayw YkpaiHa .. dapma M'méX, ABcTpist BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/5909/01/01
OBIT Kancyn y énictepi; Xenc" ABcTpisi; I'.J1. dapma 3MiHV Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy. peyenmom
no 3 abo no 5 M6X, ABCTpis BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
6nicTepiB B KOPOOL (BMPOGHYK thapmakoHarnagy (BBeAEHHS y3arasibHeHVX aHUX Npo CUcTemy
3 KapTOHY BiANoOBigabHMI 3a thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! 0cobu, BiAnoBifanbHOT
BUMYCK NPOAYKTY) 3a 3fiicHeHHs hapmakoHarnsay; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asBHuUKa A5 34iicHeHHA ddapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0co6u,
BiNOBIgaNbHOI 3a 3filiCHEHHS hapmakoHarnsay (Bkaoyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeH0i 0cobu
3asBHUKA, BiANOBIAaIbHOI 3a thapMakoHarnsg,
MponoHoBaHa pepakuis: Bapmita MaHHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX JaHNX YMOBHOBaXEHOT 0CO6M 3as8BHMKA,
BiANOBIAasIbHOI 3a hapmakoHarnsg. 3miHa Homepa macTep-
thaiina cuctemm chapmakoHarnsgy
201. | HITPOIMNIUE Tabnetku TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/0129/01/01
PUH cy6niHrBaUTbHI NO "MIKPOXIM" "MIKPOXIM" 3MiHM 3 AKOCTI. OTOBWIA NikapCbKMit 3aci6. 3MiHW Y BUPOBHULTBI. peyenma
0,5 wmr, no 40 3miHa po3Mipy cepii (Bk/llo4atoum gianasoH po3mipy cepii)
Tabnetok y 6aHkax roToBOro Nikapcbkoro 3acoby (36inblweHHsa o 10 pasis
MOPIBHSAHO i3 3aTBEPAKEHUM PO3MIPOM) - BBEAEHHSA
[opaTtkoBoro po3mipy cepii '13. 3anponoHoBaHo: 40000 6aHOK
(1 600 000 Tabnetok); 80000 6aHOK (3 200 000 TabNeTOK)
202. | HOKCA®IN® CyCneHsis opasibHa, Mepk Lapn LLsefiuapi BMPOGHUK Kanaga/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/9269/01/01
40 mr/mn; no 105 mn | i Joym IOEA A Hepo3acoBaHol PpaHuis AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
y thnakoHi; no 1 X NPOAYKLUii, NepBUHHE / 3asiBHUKA (BNacHMKa peecTpaLiiHoro noceig4yeHHs) 3MiHa Ha3Bu
th/1akoHy 3 MipHOIO nakyBaHHs: Benbris 3asBHVKa BiANOBIAHO A0 PiLLEHHS KOMMaHii Ta YyTOUHEHHS
NIOXEYUKOI Y MnareoH IHk., afipecu 3asBHUKa 419 NPUBEAEHHS Y BiAMNOBIAHICTL A0
KapTOHHIlA KopooLi KaHaga; OHOBJ/IEHOIO BUTAry 3 TOProBoro PeecTpy KpaiHu 3asaBHUKa.
BTOPVHHE BBefeHHs1 3MiH NpoTArom 6-T1 MicALIB MiCAA 3aTBEPMAKEHHS.
nakyBaHHs1, BUMYCK 3MiHa 3asBHIKa (BNacHMKa peecTpaviiHoro nocBigYeHHs)
cepit: (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
CEHEKCI HSC - BBefeHHs1 3MiH NpoTArom 6-T1 MicALIB MiCAA 3aTBEPMAKEHHS.
EPYBI/Ib CEHT
KNEP, ®paHuis;
LepiHr-Mnay /la6o
H.B., benbris
203. | HO-NAT TabneTkn, BKPUTI ToBapucTeo YKpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/17026/01/01
060/10HKO10, 20 Mr; 3 06MEXEHOI BHECEeHHs 3MiH 40 MeTogiB BunpobysaHHa A®I CungeHadiny peuyenmom
no 10 Tabnetok y 06MEeXeHoH BiANOBIAA/TLHICTIO unTpart, BupobHuuTea HETERO DRUGS Limited, 3okpema:
6nictepi, no 9 Bignosigans HaykoBo-BMpO6GHUYa 3a3HavYeHHs MeToAMKN BUNPOBOYBaHHS 3a NOKa3HWKOM
6nicTepiB y nayui 3 HICTIO ipma "MIKPOXIM", "3aIMLWKOBI PO3YMHHUKIL".; 3MiHW | TUMY - BHECEHHS 3MiH 40
KapToHY HaykoBo- YkpaiHa (topnanyHa MeTogis BunpobyBaHHa A®I CungeHadiny uutpar, 3okpema:
BMPOGHMYA ajgpeca Ta BW/TyYEHHS MOBHOIO ONUCY NPOBEAEHHSA METOANKN
ipma nab6opartopis BMNPOOYBaHHS 3a NOKa3HMKOM “"Mikpo6ionoriyHa unctoTa”; 3miHm
«MIKPOXIM Pi3nKo-XimiyHOro | TNy - BHECEHHS 3MiH A0 MeToziB BUNpobyBaHHs AdI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

»

aHanisy Ta
KOHTpO/0
BMPOGHULITBA;BUPOO
HV4a AinbHUUS (BC
cTagji BUpo6HNYoro
npouecy);
naboparopis
6ionoriyHoro
aHanisy)

CwngeHadiny uutpaTt, 30kpema: NpuBeAeHHs Y BiANOBIAHICTb A0
BUMOT MOHorpadii EP: - 3a Noka3HMKOM "PO34YMHHICTb"-
3a3HayeHHs feTalbHOro onncy MeToAVKV BUNPOGYBaHHS; - 3a
nokasHukom " lgeHTndikauisi" - 3a3HayeHHs feTasbHOro onucy
METOAMKM BUNPOOGYBaHHS (MeTog AbcopbuiiHa
CneKkTpodhoTOMETPIs B iH(PpaUYepPBOHIii 06/1aCTi) - AOAABaHHSA
BiANOBIAHOrO MeTOAy BMNPOGYBaHHSA 3a NokasHUKOM “[omiluka
E"; - npuBegeHHss METOANKN BUNPOOYBaHHS 3a NOKa3HNKOM
"CynpoBigHi AoMmilukK" BignoBigHO MoHorpadii EP; - BunyyeHHs
MEeTOAVK/ BUNPOGYBaHHSA 3a NoKa3HUKOM "Baxki meTanu"; - 3a
nokasHukom "CynbgpatHa 301a" - 3MiHM B MeToaMLUi
BMNPOOGYBaHHS; - 3a NokasHNKOM "KiflbkicHe BU3HAYEHHA" - 3MiHa
MeTOAVKN BUNPOBYBaHHS; 3MiHW | TUMNY - BHECEHHS 3MiH [0
Creundikanii A®l CungeHadpiny umTpat, 30kpema: npuBeeHHs
Yy BiANoOBIgHICTb A0 BUMOr MoHorpadii EP: - yTouHeHHs kpuTepiis
NPUAHATHOCTI 3a NOKa3HMKOM "laeHTudikalis”; - gogaBaHHA
KOHTPO/I0 3a nokasHuKoM "Jomiwika E" 3 BignosigHUMmn
KPUTEPISIMY NPUAHSATHOCTI; - 3@ NOKa3HUKOM "CynpoBigHi
OOMILLKM" - 3MiHA KpUTepii NPUAHATHOCTI BiANOBIAHO MOHOrpadil
EP; - BUNy4YeHHA KOHTPOJIIO 3a MoKa3HMKOM "Baxki metann”;
3MiHV | TUNY - BHECEHHSA 3MiH f0 Creumndikadii AdI
CunpgeHadiny uutpart, BupobHuytea HETERO DRUGS Limited,
30Kpema: BBeeHHS 10AaTKOBOro NokasHuka "3ainLLKoBi
PO3YMHHMKM" 3 BiANOBIAHUMMN KPUTEPIAMU NPUAHATHOCTI.
MponoHoBaHa peaakuis 3a/IMLWKOBI PO3YNHHUKM MeTaHon
AueTtoH MeTtuneHxnopuz Tonyon He 6inbwel000 ppm, He
6inbwe 3000 ppm, He 6inbLe 300 ppm, He GinbLie 890 ppm

204.

OMHAJAPEH®
250

pO34uH oniliHKi Ans
iH'ekyiit; no 1 mny

amnyni; no 5 amnyn
Y KapTOHHIli kopobLi

TOB "bayw
Xenc"

YKpaiHa

dapmsaBog Enbda
AT.

Monba

BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny -
3MiHU BHECEHO B IHCTPYKLIit0 418 MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sgainis "OcobaMBOCTI 3aCTOCyBaHHA",
"[iTn" (yTOYHEeHHS) BigNOBiAHO A0 OHOB/EHOI iHhopMaLii 3
6e3nekn 3acTOCyBaHHA fil04MX peyoBUH. BBeAeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS

3a
peyenmom

UA/5204/01/01

205.

OPrin®

TabneTku, BKpUTI
06010HKOt0, N0 500
Mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI ynakosL,i

KYCYM
XENTXKEP
MBT NTA

IHAjA

KYCYM XENTXKEP
neT NT[,

IHAjia

BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny -
3MiHU 3 SIKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Y BUPOOHULITBI.
3MmiHa po3mipy cepii (BKIOYaoun gianasoH po3mipy cepii)
roTOBOrO Jlikapcbkoro 3acoby (36inblueHHst go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
[04aTKOBOro po3Mipy cepii roTOBOro JlikapCbKoro 3acoby ans
BMPOGHMYOT AinbHnli KYCYM XENTXKEP NBT NTA, wo
po3TawoBaHa 3a agpecoto Mnot Ne M-3, IHgop Crewen
IkoHOMiK 3oyH, ®eirs-Il, Mitamnyp, AicT. Axap, Magxbs MpageLy,
Min 454774, Ingis. 3anponoHoBaHo: 100 000 Tabnetok; 700 000
TabneTok

3a
peyenmom

UA/7654/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
206. | OTPUBIH cnpeii HasaslbHUIA, FCK LLiseiuapi 'CK KoHcblomep LLseiiua BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/5206/02/01
[o30BaHuit 0,1 %; KoHcblomep A Xenckep C.A. pis 3MiHV Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy. peuenma
no 10 mny Xerckep BBeneHHs1 abo 3MiHM A0 y3araslbHEHUX JaHWX NPO cUcTeMy
noniMepHomy C.A. dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucremy
hnakoHi 3 thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! 0cobu, BiAnoBifanbHOT
posnuaoBavem; no 3a 3fiicHeHHs hapmakoHarnsay; KOHTakTHoi ocobm 3
1 donakoHy B thapmakoHarnagy 3asBHuUKa A5 34iicHeHHA ddapmakoHarnsgy B
KapTOHHIlA KopooLi YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0co6u,
BiNOBIgaNbHOI 3a 3filiCHEHHS hapmakoHarnsay (Bkaoyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeH0i 0cobu
3asBHUKA, BiANOBIAaIbHOI 3a thapmakoHarnsag;:
MponoHoBaHa peaakyis — Ap. AeHc-Ynbpix LtermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHWUX
yNOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a hapmakoHarnsg,
3MiHa HoMepy Ta MicLe3HaxoMKeHHs macTep-hainna
207. | NAKNITAKCE | koHUeHTparT ans MicTtpan AHrniA AkTasic ITanis ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/13988/01/01
N-BICTA pO3YuHy AN Kenitan C.n.A. 3MiHa y MeToamLi BUnpobyBaHH:A «bakTepianbHi eHA0TOKCUHN», peyenmom
iHcpy3iiA, 6 Mr/mn no MeHemkmeH a came, 3miHa meTogy «MeToa D-XpOMOreHHWn MeToa» Ha
5 mn (30 mr) abo no T NimiTeq, «MeTog B. l'esib-TpoM6 MeTOZ;: KiflbKicHe BUNPOGYBaHHS»; 3MiHU
16,7 mn (100 wr), | TMNy - 3miHa y MmeToauLi BUNPobyBaHHs «laeHTudikauis Ta
abo no 25 mn (150 BMICT MakniTakceny», a came fofaBaHHs KOMoHkn Scorpio PFP
mr), abo no 43,33 250x4,6 MM 5 MKM 00 BXe 3aTtBepakeHoi Supelcosil LC-F
M1 (260 mr), abo no 250x4,6 MM 5 MKMm
50 mn (300 mr) y
donakoHi; no 1
chnakoHy B
KapPTOHHIi KOpooLii
208. | NAHAALON Tabnetku wunydi; no | FnakcoCmit Benuvka nakcoCmiTKnaiH Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/2691/02/01
EKCTPA 2 Tabnetkn y KnsaH BpuTaHis [aHrapsaH flivites, / Tpevis 3MiHW WoA0 6e3nekn/edpeKTNBHOCTI Ta hapMakoHariagy. peyenma
6araToLuapoBomy KoHcblomep IpnaHgin; ®amap BBeieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
cTpuni; no 6 cTpunis Xenckep A.B.E. AHTOCa hapMakoHarnsaay (BBeAeHHs y3arasibHeHUX faHnuX Npo cuctemy
Y KapTOHHIll kopoobLyi; (FOK) nnaHT, Mpewis thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coby, BiANOBiAa/IbHOI
no 4 TabneTkn y Tpenginr 3a 3fiiCHeHHs dhapmakoHarnsgy; KOHTakTHOI ocobm 3
bararoLlapoBomMy Nimiten thapmakoHarnagy 3asiBHUKa A1 34iicHeHHA hapmakoHarnsgy B
CTpuni; no 3 cTpunm YkpaiHi, KLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0CobMU,
Y KapTOHHiIli kopobui BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy (Bka4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemn hapMakoHarnsigy) - 3MiHa ynoBHOBaXKeHOT 0Co6u
3asBHVIKa, BifNoBigasIbHOT 3a hapMakoHarnsag;:
MponoHosaHa peaakuis — [ip. MeHc-Ynbpix LiTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHnx
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,
3MiHa HOMepy Ta MiCLLe3HaxX0KEHHs1 MacTep-haiina
209. | NEHIUWMIIH G | nopoLwok aAns CaHpo3 ABCTpIst CaHpo3 'mo6X- ABCTpIst BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/3977/01/01
HATPIEBA PO34MHY ANs iH'EKLLN M6X TexOnc 3MiHW BHECEHO A0 IHCTPYKUii ANsi MeAMYHOro 3acToCcyBaHHs peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
Clfnib no 1 000 000 MO; nikapcbKoro 3acoby Ao po3zinis "Oco6nBOCTI 3aCTOCYBaHHSA",
CAHAO3® 100 dpnakoHis 3 "Mo6iuHi peakuii" BigNOBIAHO A0 OHOB/EHOI iHChopMalLii 3
NMOPOLLKOM Y 6e3nekn 3acTocyBaHHs fjilo40i pe4yoBMHU. BBeAEHHSA 3MiH
KapTOHHI/ KopoobLi NpPOTAroM 6-TU MiCALIB MiCNs 3aTBEPMKEHHS
210. | NENCAH Kancynu m'ski no 10 Nab6opaTopii PpaHuis BUPOBHULTBO PpaHuin BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 3MiHu Il Tuny - 6e3 UA/3558/02/01
Kancyn y énicrepi; Posa- Hepo3sdacoBaHoi 3MiHK 3 AKocTi. ADl. BupobHuLTBO. 3MiHa BUPOGHMKa peyenma
no 3 6nictepn y diTochapma npoAykKujii: BVIXiZLHOro/NpoMKHOro NMpoAyKTy/peareHTy, Lo
KapTOHHIlA KOpooLi Nab6opaTopii ManeHik BVKOPUCTOBYIOTLCSA Y BUpOoGHMYOMY npoueci A®I, abo 3miHa
BepHiH, ®paHuis; BMPOGHMKa (BK/IIOYaoUM, e HeobXifHO, MicLe NpoBeAeHHs
nepBrHHA Ta KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudpikata
BTOPVHHA yNakoBkKa, BiANOBIAHOCTI EBponeiickkili hapmMakonei y 3aTBepaKeHoMy
KOHTPO/b AKOCTI: [ocbe)(BBEAEHHS HOBOrO BUPOOHUKa AP 3 HagaHHAM MacTep-
Na6opaTtopii Maiioni thaiina Ha A®I) - BBeZleHHS 40AAaTKOBOTO BUPOGHMKA - KOMNaHil
CniHgnep, ®paHuis; M2I SALIN, France ans fito4oi pe4oBrHY reaiiasyseHy 3
BignoBigabHMIA 3a HaJaHHAM mMacTep-ghalisia Ha gilovy peyoBUHy (3aTBepaAXKEHO
BWMNYCK Cepil: MERCK Limited, INDIA)
Na6opaTopii Po3a-
ditochapma,
PpaHujs
211. | NEP'ETA® KOHUeHTpaT ans ® . XocpcpmaH | Leiiuapi Pow fiarHocTuke Himeyun BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/13062/01/01
PO3YuHy Ans H-/19 PoLu A v6X, HimeuunHa Ha/ 3MiHY WoAo 6e3nekn/ehekTBHOCTI Ta chapmakoHarnsgy - peyenmom
iHdpysiii no 420 nrp, (B1pOGHNLTBO LLseiiua OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JlikapCbKoro 3acoby 3
Mmr/14 mn; no 14 mn Hepo3acoBaHol pis BHECEHHSAM iHGhopMaLLil LLOA0 3a3HAYEHHS OAVNHUL
y donakoHi; no 1 npoAykKLii, nepsuHHe BMMIiptOBaHHA Y cuctemi Sl. BBegeHHs 3MiH npoTsirom 6-Tu
donakoHy y nakyBaHHs, MiCALiB Micns 3aTBePIKEHHS
KapTOHHIlA KopooLi BMNPOGYBaHHS
KOHTPO/O SIKOCTI);
® . XohpmaHH-/15
Pow NTa,
LLiBeiuapis
(BTOpUHHE
nakyBaHHs1, BUMYCK
cepii)
212. | NEPTYCUH cupon, no 50 r abo TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasliB: yTOUHEHHS 6e3 UA/8883/01/01
no 100 r y donakoHi "TepHodap ynakoBku B Hakazax MO3 Ykpaiuu Ne 2779 Big 02.12.2020, peuyenma
cknsiHomy; o 1 m" Ne 399 Big 05.03.2021 B npoueci BHeCEeHHs 3MiH (1. 3MiHu |

dhnakoHy B nauui 3
KapToHy; no 100 r
a6ono200ry
donakoHi
nonimepHomy; no 1
donakoHy
nosniMepHoMy B
nauuji 3 KapToHy; No
50ra6ono 100 ry
hnakoHax CKAsTHNX

TMNYy - 3MiHW 40 cneuudikauii Ta meTogis koHTposto M3 Ta
BifNoBIAgHI po3ainu cneumdikadii Ha HeposdacoBaHuii NPOAYKT
3a nokasHukamu: - «KinibkKicHe BU3HaYeHHS TUMO» 3MiHa
MeToAy TUTPYBaHHA Ha GiflbLL TOUHWIA -
CNeKTPOhOTOMETPUYHNIA, a TaKoX peAakLiiiHi npaBku Ta
npvBeAeHHs Ha3B PeakTVBIB i PO3UMHIB [0 CyYacHUX BUMOT. -
«lgeHTudikauis», «BmicT eTaHony», «Cyxuii 3a/IMLLOK»,
«MikpobonoriyHa YACToTa» pefakLiiiHi NpaBk1 Ta NPUBEAEHHSN
Ha3B PeakTuBIB i PO34YMHIB A0 CyvyacHUX BUMOr. CynyTHS 3MiHa -
3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikauii Ta/abo
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JliKapcbKo20
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Ymosu
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Howmep
peecmpayiliHo2o
nocsio4eHHs1

[ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby - 3MiHW 3 AKOCTI.
[0TOBWIA Nikapcbkunii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHN
BMNPOGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBEHUX Y
cneumdikauisix, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco0by; 3MiHu | Tuny - 3MiHK 0 cneundikauii Ta MeTofiB
KOHTpON0 AD| 3a nokasHukamu: - «KifibKicHe BU3HAUYEHHS
TUMOJT» 3MiHa METOAY TUTPYBaHHS Ha BislbLL TOYHUIA -
CNeKTpohOTOMETPUYHNIA, a TakoX peAakLiiiHi npasku Ta
npuBeEHHS Ha3B PeakTUBIB i PO3YMHIB 0 Cy4acHUX BUMOT. -
«laeHTudikalis», «Bmict eTaHony», «Cyxuil 3aMLLIOK», «Baxki
meTanu», «MikpobonoriyHa umctToTa» pefakuiiiHi npaBkv Ta
NpuBEEHHSA Ha3B PEaKTUBIB i PO3UMHIB 40 CyHaCHWUX BUMOT.
CynyTHS 3miHa - 3MiHK 3 AkocTi. ADI. KoHTponb Adl. 3miHa 'y
napameTpax cneuudikauii Ta/abo JONYCTUMUX MEX,
BM3HauYeHNX y cneuudikauisx Ha A®l, abo BUXigHUIA/NPOMIXHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYHOTLCS Y NPoLeCi
BUPo6HMLTBA AD| (iHLWi 3MiHM) Ta 2. 3MiHW | TUNY - 3MiHK WOA0
6e3nekn/edekTnBHOCTI Ta hapmakoHarnsagy (iHLwi 3MiHK) - 3MiHK
BHECEHI B TEKCT MapKyBaHHS yNakoBKM iKapCbKOro 3acoby
OO0 3a3HaYeHHS MiXXKHAPOAHMX NO3HAYeHb OANHMULIb
BMMIptOBaHHSA. BHECEHHA 3MiH A0 po3giny «MapkyBaHHsA» MKA
N3: 3anponoHoBaHo: Po3gin «MAPKYBAHHSA» BignosigHo fo
3aTBEPKEHOrO TEKCTY MapkyBaHHs. BBeieHHs 3MiH NpoTArom
6-Tv MicALIB NicNA 3aTBEPKEHHSN.). Pefakuis B Hakasi: cupor,
no 50 r a6o no 100 r y chriakoHi cknsHoMy; no 1 doniakoHy B navi
3 KapToHy; no 200 r y chnakoHi noniMepHomy; no 1 cdnakoHy
nonimepHoOMy B nauLi 3 kKapToHy; no 50 r aéo no 100 r y
dhnakoHax cknsHux. BipHa pegaxkuifi: cupon, no 50 r a6o no
100 r y donakoHi cknsiHomy; no 1 cpnakoHy B nauui 3
KapToHy; no 100 r a6o no 200 r y chsiakoHi nonimepHomMy; no
1 chnakoHy noniMepHoMy B nadui 3 KapToHy; no 50 r aGo no
100 r y cpniakoHax CKNSAHUX.

213.

MIPALETAM

PO34NH A8 iH'EKLINA
200 mr/mMmAno 5 mn B
amnyni, no 10 a6o
100 amnyn B nauui 3
KapToHy; No 5 mn B
amnyni; no 5 amnyn
B 6icTepi; no 2
6nicTepy B nav,i 3
KapTOHY

MpuBatHe
akKujioHepHe
TOBapWCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapuCTBO

"Mlekxim-Xapkis"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny -
noAaHHs OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI EBponeichkiii
thapmakonei Ne R1-CEP 2004-083-Rev 06 (3atBepgxeHo: R1-
CEP 2004-083-Rev 05) ons 4ito4oi peyoBrHU nipauetamy Big
BXe 3aTBepaxeHoro BupobHuka NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED, Kutaii
(3aTBepmxeHo NORTHEAST PHARMACEUTICAL GROUP CO.,
LTD., Kutaii), ik Hacnigok 3miHa agpecu Ta Ha3By BUPOGHMKa
A®I, 6e3 3MiHW Micusi BUPOOHULITBA; 3arnpOonoHOBaHO:
NORTHEAST PHARMACEUTICAL GROUP COMPANY,
LIMITED, China No. 29, Shenxiliu Dong Road, Economic and
Technological Development District, 110 869 Shenyang,
Liaoning Province, China - 3miHu B p. «YnakoBka» (NpuBeAeHHs
no CEP): 3anponoHoBaHo: B noABiliHWXx naketax 3 nonieTusieHy,
AKi BMiLLEHi Y KapTOHHI 6apabaHu, abo B TpMLLApOBOMY
nosieTuaeHoBOMy nakeTi (nonieTuaeH/nonieTuieH

3a
peyernmom

UA/14579/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
6inuiA/nonieTuneH YOpHWUIA) y NOMINPONiIeHOBOMY TKaHOMY
MiLLKY, NOMILLEHOMY B KOPOOGKY 3 roddpoKapTOHYy
214. | NK-MEPL, pO3unH Ns iHQys3il, Mepy, HimeuunH BMPOBHUK rOTOBOrO Icnanis/ BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3miHu | Tuny - 3a UA/9031/02/01
0,4 mr/mn no 500 mn | dapmacbioTi a nikapcbkoro 3acoby: | Himeuun 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
y thnakoHi, no 2 Kauic F'mM6X B. BpayH Megaukan, Ha BHECEHHS 3MiH [0 po3ainy “MapkysBaHHA" MKA N13:
hnakoHn B CA, Icnanis, 3anponoHoBaHo: MapkyBaHHS. 3riHO 3aTBEPAXXEHOr0 TEKCTY
KapTOHHIA KopoobLi BVPOGHMUK, MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKU
BiANoBigabHMIA 3a NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii WoA0 3a3HaYeHHS
BMMYCK cepii: Mepy, OAVHWLb BMMIpOBaHHA y cuctemi Sl
dapma 'mbX i Ko.
KlraA, HimeuunHa
215. | NNETON Tabnetku no 50 mr CEM Kinp AT "Apawvep Monbwa BHECEHHS 3MiH 4,0 peecTpaLiliHnx martepiasnis: 3miHu | Tuny - 3a UA/15004/01/01
no 10 Tabnetok y dapmacboTi dapma” 3MiHu Woao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay. peyenmom
6nictepi; no 3 abo 6 Kauc BBeneHHs1 abo 3MiHU A0 y3araslbHEeHUX AaHWX NPO cucTemy
6nicTepis B Nimiteq thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX aHux npo cuctemy
KapTOHHIA ynakoBL,i thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
3a 3fiiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asBHuka Ans 3aiicHeHHa dpapmakoHarnsgy B
YkpaiHi, SIKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHS hapMakoHarnsgy (Bkaovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLLeHHI macTep-daiina
crucTeMu dpapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI 0cobu
3asBHVIKa, BigNoBigasIbHOI 3a hapMakoHarnsg.
[Litoua pepakuin: Matveev Alexander Vasylovych. MNMponoHoBaHa
pepakuis: Krasheninnikov Anatoly Evgenievich. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHar/iag. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0COGM YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
Bi4NoBigaIbHOI 3a hapMakoHarnsa B YkpaiHi.
216. | NNETON Tabnetkn no 100 wr, CEM Kinp AT "Apavep, MonbLia BHECEHHS 3MiH 4,0 peecTpauiliHnx matepiasis: 3MiHu | Tuny - 3a UA/15004/01/02
no 10 Tabnetok y PapmacboTi Papma” 3MiHK Woao0 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay. peyernmom
6nicTepi; no 3 abo 6 Kanc BeefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
6nicTepiB B NimiTen hapMakoHarnsgy (BBeAEHHS y3arasibHEHNX JaHWX NPO CUCTEMY

KapTOHHIA ynakoBL,i

thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI 0co6y, BiANOBiAa/IbHOI
3a 3fiiicHeHHs dhapmakoHarnsay; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa 405 34iiCHEeHHs hapMakoHarisgy B
YkpaiHi, SIKLLLO BOHa BigMiHHA Bifi yNOBHOBaXKeHOI 0cobu,
BiNOBigaNbHOI 3a 3iliCHEHHS hapmakoHarnsay (Bkioyatoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLleHHI macTep-daiina
cuctemmn chapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0cobu
3a8BHKKa, BiANOBiAaNbHOI 3a thapmakoHarnsag,.

[Litoua pepakuis: Matveev Alexander Vasylovych. MNMponoHoBaHa
pepakuis: Krasheninnikov Anatoly Evgenievich. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0COOU 3asBHNKa,
BignoBigasIbHOI 3a dpapMakoHarnsg. 3mMiHa KOHTaKTHUX SaHnX
KOHTaKTHOI 0COGM YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BiAANOBIAa/IbHOI 3a papmMakoHarnisa B YKpaiHi.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
217. | NOTEHUIANE | TabneTtku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/6415/01/01
060/10HKOI0 1Mo 100 "TexHonor" 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peyenmom
Mr; N0 2 TabneTkn y OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
6nicTepi; no 1 abo 2 BHECEHHSAM iHthopMmaL,ii LWoA0 3a3HaYeHHS OAUHULD
6nictepy y nauui 3 BMMIpIOBaHHA y cucteMi Sl. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
KapToHy; no 1 MiCALIB MiCNA 3aTBEPL)KEHHS
Tabnetui y 6nictepi;
no 1 a6o 2 a6o no 4
6nictepn y nauui 3
KapTOHY
218. | NOTEHUIANE | Tabnetku, BKPUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/6415/01/02
06010HKOt0 Nno 50 "TexHonor" 3MiHM WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnagy - peyenmom
Mr; 1Mo 2 Tabnetkn y OHOBJIEHHA TEKCTY MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby 3
6nictepi; no 1 a6o 2 BHECEHHSAM iHGhopMaLlil LWOA0 3a3HAYEHHS OAVNHULL
6nicTepn y nauuj 3 BMMIpIOBaHHS y cuctemi Sl. TepmiH BBELEHHS 3MiH - NPOTArom 6
KapToHy; rmo 1 MiCALIB MiCNA 3aTBEPKEHHS
Tabnetuiy énictepi;
no 1 a6o 2 a6o no 4
6nicTepn y nauuj 3
KapTOHyY
219. | NPOrMHOPM | kancynu M siki no 3AT JintoBCcbka NNTABOPATOPIOC Icnanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/15254/01/02
FECTA 100 mr no 15 kancyn "®apmnira” Pecny6nik | JIEOH ®APMA, C.A. aaMiHICTpaTVBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHUL peyenmom
M SIKUX y 6nicTepi; a (Bknovatoum ginbHULi ons APl NPOMiXHOIO NPOAyKTY abo
no 2 6nictepu y roTOBOrO /iKapCcbkoro 3acoby, AiNbHWL 415 NPOBEeAEHHS
naui nakyBaHHs1, BUpOGHYKa, BiANOBiAaNIbHOTO 3a BUMYCK Cepiid, Micue
nNpoBefieHHSA KOHTPO/I0 cepil) abo nocTtavyanibHUKA BUXiAHOMO
mMaTepiany, peareHTy abo fOMOMIKHOI PEHOBUHM (AKLLO
3a3HavYeHo y A0CbE) - BUTyYEHHS BUPOOHMYOT AinbHuui ans Adl
MporectepoH «F.I.S. FABBRICA ITALIANA SINTETICI S.p.A.»,
ITanisa
3anponoHoBaHo: «Hubei Gedian Humanwell Pharmaceutical
Co., Ltd.», Kutalicbka HapogHa Pecny6nika
220. | NPOrMHOPM | kancynu M siki no 3AT JInToBCbKa JIABOPATOPIOC Icnanis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/15254/01/01
FECTA 200 mr no 15 kancyn "®apmnira” Pecny6nik | JIEOH ®APMA, C.A. aaMiHICTpaTVBHI 3MiHW. BunyyeHHst BUPOOHNYOT AiNbHUL peyenmom
M SIKUX y 6nictepi; a (Brtovaroun ginbHuui 4na A®l, npoMixXHOro NpoaykTy abo
no 2 6nictepn 'y roTOBOro NikapCcbKoro 3acoby, AifbHWLi 4715 NTPOBEAEHHS
nauui nakyBaHHs, BUpOGHYKa, BiANOBiAaNbHOIO 3a BUMYCK Cepiid, Micue
NpoBefeHHs KOHTPO/IIO cepil) abo nocTavyanbHKKa BUXIAHOTO
mMaTepiany, peareHTy abo fOMOMIKHOI PEHOBUHM (SKLLO
3a3Ha4YeHo y A0CbE) - BUTYYEHHS BUPOOHMYOT AinbHuLi ans Ad|
MporectepoH «F.l.S. FABBRICA ITALIANA SINTETICI S.p.A.»,
ITania
3anponoHoBaHo: «Hubei Gedian Humanwell Pharmaceutical
Co., Ltd.», Kutaiicbka HapoaHa Pecny6nika
221. | NPOrPA®® Kancynu TBepai no AcTtennac HigepnaH AcTtennac lpnaHg Ipnangis BHECEHHS 3MiH A0 peecTpauiiHnX maTtepianis: 3MiHu | Tuny - 3a UA/4994/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
0,5 mr; no 10 kancyn dapma an Ko. NiTg, AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
y 6nictepi; no 5 tOpon B.B. MicLLs MPOBaMKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
6nictepis B NiKapcbKoro 3acoby, BKIOYAKUM AiSbHULI BUNYCKY cepii abo
anoMiHiEBOMY MicLie NpoBEeAEHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
nakeTi; no 1 nakety BiANOBiAae BMPOGHUMK/iMNOPTEp, BK/IOYAKUM BUMYCK Cepili)
B KAPTOHHIlA KOpOGL YTOUHeHHS Ha3BM BUPOOHWMKa, a came: nicna Ko. npubrpaeTtbes
KOMa Ta YTO4YHeHHs agpecu BupobHuka Actennac IpnaHg Ko.
Ntp, Ipnangis, y 38’a3Ky 3 BHeCeHHsAM Eircode (HoBa
HaLjoHa/IbHa cucTeMa NOLTOBUX IHAEKCIB B IpnaHgii). 3MiHn
BHECEHO B iHCTPYKLt0 A1 MEAUYHOIO 3aCTOCYBaHHS LWOA0
HaliMeHyBaHHS Ta MiCLe3Hax0oMKeHHS BUPOOHYMKa 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBefeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepMKeHHs.
222. | NPOrPA®® Kancynu Teepgi no 1 AcTtennac Higepnax AcTtennac lpnaHg Ipnangis BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3miHu | Tuny - 3a UA/4994/02/02
mr; no 10 kancyn y dapma on Ko. NiTg, AZMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
6nictepi; no 5 tOpon B.B. MiCLiA MPOBaMKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
6nicTepis B NiKapcbKoro 3acoby, BKIOYAKUM Ai/bHUL BUNYCKY cepii abo
anoMiHieBOMY MicLie NpoBeAEHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
nakeTi; no 1 nakety BiANOBiAaE BMPOGHMK/IMNOPTEP, BK/IKOYAKUM BUMYCK Cepili)
B KapTOHHIi kopo6Lyi YTOUHeHHS Ha3BM BUPOOHWMKa, a came: nicna Ko. npubrpaeTtbea
KOMa Ta YTO4YHeHHs agpecu BupobHuka Actennac IpnaHg Ko.
Nta, Ipnangis, y 38’a3Ky 3 BHeCeHHsAM Eircode (HoBa
HaLjoHasIbHa cMcTeMa NOLITOBUX IHAEKCIB B IpnaHgii). 3MiHn
BHECEHO B iHCTPYKLito A1 MEAUYHOIO 3aCTOCYBaHHS LWOA0
HaliMeHyBaHHS Ta MiCL,e3Hax0KEeHHS BUPOOHYMKa 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBefeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepKEeHHs.
223. | NIPOrPA®® Kancynv TBepgi no 5 Actennac Higepnax AcTtennac lpnaHg Ipnangis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/4994/02/03
Mmr; no 10 kancyny $apma on Ko. NTg, AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
6nictepi; no 5 HOpon B.B. MiCLi MTPOBaMKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
6nicTepis B NiKapcbKoro 3acoby, BKIOYAKUM Ai/bHUL BUNYCKY cepii abo
aNIOMiIHIEBOMY MicLie NpoBefEeHHSA KOHTPOJIHO AKOCTI. (LiSINIbHICTb, 3a AKY
nakeTi; no 1 nakeTy BiZANOBiAae BMPOGHMK/IMNOPTEP, BK/IOYAKOUM BUMYCK Cepili)
B KapTOHHIi kopo6Lyi YTOUHeHHS Ha3BM BUPOOHWMKa, a came: nicnsa Ko. npubrpaeTtbea
KOMa Ta YTO4YHeHHs agpecu BUpobHuka Actennac IpnaHg Ko.
Ntp, IpnaHgis, y 38'a3Ky 3 BHeCeHHsAM Eircode (HoBa
HaLjoHasIbHa cMcTeMa NOLTOBUX IHAEKCIB B IpnaHgii). 3MiHn
BHECEHO B iHCTPYKLit0 A1 MEAUYHOTO 3aCTOCYBaHHS LWOA0
HaliMeHyBaHHs Ta MiCLe3Hax0KeHHS BUPOBOHYKa 3
BiANOBIAHUMY 3MiHAMYW Y TEKCTI MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-TW MicsiLiB
nicns 3aTBepKEeHHS.
224. | NPOrPA®® KOHLEHTpaT ans AcTtennac Higepnax AcTtennac lpnaHg Ipnangis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHu |l Tuny - 3a UA/4994/01/01
NPUroTyBaHHsA dapma an Ko., ITq, 3MiHW 3 AKOCTi. F0TOBUIA Nnikapcbkuii 3aci6. KOHTpob rotToBoro peyenmom
po3unHy gns tOpon B.B. nikapcbKkoro 3acoby. 3miHa napameTpiB cneumdikaliin Ta/abo

BHYTPILUHbOBEHHOTO

[0NYCTUMMUX MeX rOTOBOrO iKapCcbKoro 3acoby (BUTyYeHHs!
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
BBefleHHs, 5 mr/mn; NMOKa3HUKa, KN MOXe MaTu iICTOTHWIA BN/IMB Ha AKICTb rOTOBOTO
no 1 mn B amnyni; nikapcbKoro 3acoby) - Buny4eHHs i3 cneumaikauii M3 kinbkicHe
no 10 amnyny BM3HaYeHHA TayToMepHUx cnonyk | ta ll, Ak Bu3HavaroTbCA npu
NIacTuKOBIl NpoBefieHHi BU3HAYEHHS CTOPOHHIX AOMiLOK. TayTomepm | Ta ll
YapyHKOBIl CMIBICHYIOTb 3 TaKPOJ/1IMyCOM B PO34YMHi Ta PO3rNsfaloTbCs K
ynakosui; no 1 €KBIBaUIEHTU fil040i peyoBUHU. BBEAEHHSA 3MiH NPOTAroM 6-Tn
ynakoBLii B MiCALIB MiCN1A 3aTBEPKEHHS
KapTOHHI naywi
225. | NIPOMEAON PO3YNH A5 iH'EKLIN, AT Natsis AT "I'piHgekc", Natsis/ BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/15324/01/01
KAJLIEKC 20 mr/mnno 1 mn B "Kanuyekc" NatBis (BUPOGHWK, CnoBay 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnagy. peyenmom
amnyni; no 5 amnyn AKWIA BignoBigae 3a ynHa BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
B KOHTYPHiIlA KOHTPO/1b hapMakoHarnsay (BBeAEHHS y3arasibHEHNX faHWX NPO CUCTeMy
YapyHKOBIli ynakoBLj cepii/sBunpobyBaHHs) thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0co6w, BiANOBiAa/IbHOI
(nigaoHi); no 1, 2 ; AT "Kanuekc", 3a 3[jlicHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
a60 20 KOHTYPHUX Natsis (BUPOGHMK, hapmakoHarnagy 3assHuka Ans 3aiicHeHHa dpapmakoHarnsagy B
YapyHKOBUX SKWiA BignoBigae 3a YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
ynakoBOK (Niga0oHIB) Bunyck cepii); XbM BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkovaoum
B Nnauuj i3 KapToHy ®apwma c.p.o., KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-daiina
CnoBayuuHa (BCi cuctemu chapmakoHarnsgy) - 3MiHa KOHTaKTHOT ocobum
cTagjii BUpo6HNYoro YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
npouecy, Kpim thapmakoHarnag B Ykpaini. NMponoHosaHa pegakuis: MapTuHuyk
BWMYCKy cepil) Oner BonogmmmnpoBmy. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI
0Cco6M YNOBHOBaXEHOI 0CO6M 3asiBHMKA, BiANOBiAabHOI 3a
hapmakoHarnag, Ykpaii
226. | MPOCTATOH | rpaHynimno 10ry MpAT Ykpaina MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/3827/01/01
neHani "HaujioHanb [omeonatnyHa 3MiHu Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy. peuenma
nosiMmepHomy; no 1 Ha Cninka" BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX JaHWX NP0 cUCTeMY
neHasty B navj 3 Fomeonatuy dhapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo cucTemy
KapToHy Ha Cninka" thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiANoBifanbHOT
3a 3filicHeHHs thapMakoHaraagy; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHUKa A1 3aiicHeHHA hapMakoHarnagy B
YKpaiHi, KLL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bka4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-chaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BigMnoBiAa/IbHOT 3a
3filicHeHeHs dpapmakoHarnsay
227. | NIPOCTATO® | HacToiika cknagHa TOB YKpaiHa TOB "HaykoBo- YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/4204/01/01
IT no 100 mny 6aHu,i "HaykoBo- BMpPOGHMYA 3MiHM Wo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy - 3MiHu peuyenma
CKMAHIN; o 1 6aHu BMPOOHMYa thapmaueBTUYHa BHECEHi B TEKCT MapKyBaHHS yrnakoBKW MikapCbKoro 3acoby
B nauyj; no 100 mny | chapmauesT KoMmnaHia "EVM" LLI0A0 3a3HAYEHHS OUHULIb BUMIPIOBAHHSA y cucTeMi Sl.
6aHUi MoNiMepHil; nyHa BBegeHHs 3MiH NpoTArom 3-x MicsLiB Nicns 3aTBEPAKEHHS
no 1 6aHui B nauuj; KOMNaHis
no 100 mn y "EAM"
doNnakoHi

noniMepHomy; no 1
donakoHy B nauui
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
228. | NIPOTA®AH® | cycneHsis gns A/T HoBo [Janis A/T Hoso Hopagick, [Oanis/ BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/2700/01/01
HM iH'ekuiin, 100 MO/mn, Hopgaick [aHisi (BUpOGHMK ®paHuia | 3MiHK 3 AkocTi. A®I. MNpoekTHUIA NPOCTIp Ta NicnspeecTpavinHunii peyenmom
no 10 mn y doiakoHi, 01151 MapKyBaHHA Ta NPOTOKO/ YNpas/liHHA 3MiHaMU. BNpoBagkeHHs 3MiH, Lo
no 1 dpiakoHy B yMakoBKM (hN1aKoHiIB, nepegb6ayeHi y 3aTBepAXxeHOMY NPOTOKOI yNpaBAiHHA 3MiHaMK
KapTOHHIlA KopooLi BTOPVHHOIO (BNpoBaKeHHA 3MiHN A1 6i0N0riYHOro/iMyHO10r4YHOro
nakyBaHHs); AIT NikapcbKoro 3acoby) - OHOB/IEHHS NPOLIECY OYULLIEHHS aKTUBOI
Hoso Hopagaick, cybcTaHUii /T1ACHKOro iHCyiHy (eTan 6-13) 3 METOK CMPOLLEHHS
[JaHisa (BUpo6HUK npoLecy Ta 3MeHLLEHHS BTPYYaHHS /TI0ACHKOT0 YMHHMKA
Hepo3acoBaHoro
NPOAYKTY,
HarnoBHEHHS B
dNakoHu, nepemMHHa
ynaKkoBKa, KOHTPO b
AKOCTi Ta
BiNOBigaNbHWIA 3a
BWMNYCK Cepiii
KiHLLeBOro
npoaykTy); Hoso
Hopgaick
MpoatokcboH CAC,
®paHLin (BUPOOHUK
NpoAyKuii 3a NOBHUM
LIMKI0M)
229. | NPOTE®NA3 | cynosuTtopii, no 5 TOB "HBK Ykpaina TOB "HBK YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3miHu | Tuny - 3a UA/4220/02/01
1A® cynosunTopiiB no 3 1 "Ekochapm” "Ekochapm”, 3MiHM Yy MeTogax BUNpobyBaHHs fjtoyoi pevoBnHN Heodnasng, peyenmom
y 6nictepi, no 1, abo YkpaiHa; TOB rYCTWIA eKCTPaKT, a caMe: - NoKa3HUK «laeHTudikawlis»

2, abo 3 6nictepn y
nauuj 3 KapToHy

"®apmekc pyn"

[0MOBHEHO BUNPobyBaHHAM Ha h1iaBoHOigM meTogom 2.2.25.
AbcopbuiiiHa cnekTpodhoToMeTpis B yNbTpadioneToBil i
BUAMMIM 061acTAX; - 3a NOKA3HUKOM «laeHTudikauis» npu
NpOBeEHHI AKICHMX peakLiii yTOYHEHO Konip ocady Ta
3a6apB/IeHHsI PO3UMNHY; - 3@ MOKA3HUKOM «KiflbKiCHe BU3HAYEHHS.
CnupT eTUI0BUIA» 3MIHEHO METO/, BUNPOOYBaHHSA (3aTBEPLKEHO:
2.2.28. l'asosa xpomatorpacis; 3anponoHosaHo: 2.9.10. BmicTt
eTaHony i ankoronemeTpuryHi Tabnuui (Metog A,
NiKHOMETPUYHMUIA)); - 38 NOKA3HUKOM «KinbKicHe BU3HAYEHHS.
®naBoHOIAM» 3MiHW A0 MeToAMKM (NpoboniAroToBKa, NOPSAAOK
npoBefeHHs aHanisy, hopMyIn PO3PaxyHKy); - 3a NOKa3HMKOM
«MikpobionoriyHa YucToTa» BBEAEHO aslbTEPHATUBHY METOAUKY
3i 3MiHOK NPOGONIArOTOBKM (3 BUKOPUCTAHHAM TUMOBOI
HeMTpasli3ytoyoi pignHm); 3mMiHu | TUNy - NpMBeAEHHS NapaMeTpiB
TEXHO/OrYHOro Npouecy y BiANOBIAHICTL i3 NapameTpamu
TEXHO/I0MYHOr0 NpoLEecy oaepxaHHs cybcTaHuil Heodnasig, a
came 3MiHW pexrmy BUpo6HULTBA Ha cTagisax «[epwa cTagis
ynaproBaHHs» Ta «[jpyra cTagist ynapoBaHHs»; 3MiHu | Tuny -
BU/yYEHHS i3 cneyudikauii cybctaHuii Heodnasig, ryctuii
EKCTPaKT, NOKa3HWKIB «Baxki MeTanun» Ta «Kap6oHOBI KNCNOTU»
AK TaKWX, L0 BU3HAYAIOTLCA Y BUXIAHOMY NPOAYKTI
MpoTedhnasig, pigknin eKCTPakT; 3mMiHW | TMNy - BHECEHHS 3MiH A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1

p. CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6 API
Heocbnasia, rycTuii ekcTpakT, a came BUyHeHHS MepBUHHOT
YNakoBKN — EMHOCTI i3 TEMHOIO CKNa; 3MiHW | TUMY - BHECEHHSA
3MiH Y cneuudikalito Ta METOAM KOHTPO/IH0 Ha AOMOMIKHY
peyoBuHy ByTunrigpokciaHizony (npueBefeHo A0 BUMOT YAHHOIO
BuAaHHa JOY/ED): no nokasHuKa «lgeHTudikauis» gogaHo Tect
Ha AKICHY peakLjito 3 po34HOM TECTOCTEPOHY MPOMioHaTy B
eTaHoni (96%) i po3unHoM HaTpito rigpokcmay (C) Ta Ha saKicHY
peakLjto 3 pO34MHOM aMiHOMIPa3osIoHY | PO3UMHOM Kaulito
thepuuiaHigy (B), Ta nokasHrK «Ko/bOpoBICTb PO3UUHY»; 3MiHW |
TUNY - B METOAAX KOHTPO/IIO AKOCTi fONOMDKHOI PEYOBUHM
«MonieTnneHrnikonb-400» B METOANL BU3HAYEHHS
MiKpOG6IO/IOriYHOT YACTOTY A0AaHO ONWC NiArOTOBKM
BMNPO6OBYBAHOrO 3paska; 3miHu | Tuny - cneumdikauito Ta
MEeTOAM KOHTPOSIO AKOCTi AOMNOMIXHOI PevyoBUHN
«MonieTnneHnrnikons-400» npuBegeHo A0 BYUMOT YAHHOIO
BuAaHHA APY/EP, a came: y cneyudikadito Ta metoam
KOHTPO/I0 Ha JOMOMKHY peqyoBuHy «lonieTuneHrnikons 400x»
[0[aHO NOKa3HUKN «ETUNEHTNIKOMb | AIETUNEHTNIKOMb» Ta
«ETnneHokeung, i giokcaH»; A0 nokasHuka «laeHTudikauis»
[0AaHO TECT Ha AKICHY peakLiito 3 CipYaHoo KUC/IOTO Ta
po3unHom pTyTi (I1) xnopuay; 4o nokasHuka «B’a3kicTb» AogaHo
TeCT Ha AMHAaMIYHY B'A3KICTb; 3MiHM | TUNY - 3MiHWU B MeToAax
KOHTPO/II0 Ha JOMOMDKHY peyqoBUHY «[onieTuneHrnikonb-1500»:
B aHasliTUYHI MeToAuLi 3a nokasHUkoM «MikpobionoriyHa
yncToTa» [oAaHO ONMC MiAroTOBKM BUNPOGOBYBAHOIO 3paska,;
3MiHM | TUNy - cneundikalito Ta METOAN KOHTPOSTHO SKOCTI
[OMOMDKHOT peyoBuHY «[onieTuneHnrnikonb-1500» npvBegeHo
[0 BMMOT YMHHOrO BUAaHHA APY/EP: y cneumdikauito Ta
MeTOAM KOHTPOJIO Ha JOMNOMIKHY peHoBUHY «llonieTuneHrnikons
1500» AoaaHo NokasHWKN «ETnNeHoKeug, i giokcaH» Ta
«TemnepaTypa TBEpPAHEHHS», a TaKoX A0 NoKasHUKa
«laeHTucikalis» AoAaHO TECT Ha SKICHY peakLito 3 cipyaHoo
KMCnoTor Ta po3yunHom pTyTi (1) xnopuay Ta A0 nokasHuka
«B’A3KICTb» TECT Ha AMHAMIYHY B’A3KICTb; 3MiHW | TUNYy - y
cneumdikaLito Ta METOAN KOHTPOJIIO Ha AOMNOMIKHY PEHOBUHY
«[onieTnneHnrnikons-4000» AoAaHO NokasHWKK «ETuneHokeng i
fiokcaH» Ta «TemnepaTtypa TBEPAHEHHS», & TakoX [0
nokasHuka «laeHTudikayisa» 4ogaHo TECT Ha SKICHY peakLito 3
cipuaHoIo KMCMoTo Ta po3unHom pTyTi (I1) xnopuay Ta go
nokKasHuka «B’A3KiCTb» TECT Ha AMHaMIYHY B'A3KICTb; 3MiHU |
MRy - cneuudikaLito Ta METOAN KOHTPOSIIO SAKOCTI AOMNOMIXHOT
peyoBuHN «lonieTUneHnrnikonb-4000» npvBeAeHO [0 BUMOT
UYMHHOro BUAaHHAa APY/Ed: MokasHuK «laeHTudikauis»: gogaHa
AKICHa peakuis; fAoAaHi NOKasHWKK: «[uHamivyHa B'A3KIiCTb» B
cKknafi nokasHuka «B'askicTb»; «Temnepartypa TBepAHEHH:»;
«ETnneHokeng Ta giokcaH"; 3miHv | TUny - 4OA4AHO KOHTPO/b
NPOMIXHOro NPOAYKTY — Cyno3uTopHOi Macwy (cneuudikauiio Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

MeTOAM KOHTPO/THO 3 BCTAHOB/IEHVMU PEKOMEHA0BaHUMM
ymMoBamu 36epiraHHs Cyno3uTOpHOT Macu: «Ipu nocTiiHomMy
nepemillysaHHi, npu Temnepartypi Big +51 °C go + 55 °C,
npoTArom 2 fAi6»); 3mMiHu | TNy - BHECEHHS 3MiH A0
crneuudikavii/MeToaiB KOHTPOSIO AKOCTI, a came A0 po3ainy
«Onuc»; 3minu | TUNYy - cneuudikaviio Ta MeToan KoHTponto MN3
[OMOBHEHO NOKa3HUKOM «KiNbkiCHE BU3HAYEHHS.
ByTunrigpokciaHizon» Ta 40 nokasHuka «laeHTudikadis.
®naBoHOIAW» BBEAEHO fofaTkoBuli meTof 2.2.25. A6cop6LiiHa
cnekTpodhOoTOMETPISA B yNbTPadioneTosili i BUAMMIN 061acTsx;
3MiHUW | TUNY - BHECEHHS 3MiH 40 MeToAiB KOHTPOO /13 — 3MiHK
aHasiTUYHIK MeToAwLi 3a NokasHukoM «MikpobionoriyHa
yncToTa» ([o4aHo OnMc NiAroTOBKM BUNPOOOBYBaHUX 3pas3kiB);
3MiHK | TUny - 3 cneumdikayii Ha 13 BUAYyYeHO NOKa3HUKK
«OAHOopIgHICTb», «CepeaHa Mmaca», a Takox po3fain
«OfHopigHiCTb Macu» (A®Y 2.9.5.) 3amiHEHO Ha po3ain
«OHOPIAHICTb Macu 418 OAUHUL [030BaHOr0 NiKapcbKoro
3acoby» (AdY 2.9.5.); 3MiHu | TUNY - BHECEHHSA 3MiH 80
cneuudikayii gitoyoi peyoBuHM Heodhnasmg, rycTuii eKCTpakT, a
came n. «laeHTugikaLis» (4ONoBHEHO BUNPOGYBaHHAM Ha
thnaBoHoigM MeTofom 2.2.25. Abcop6LiiHa cnekTpocoToMeTpis
B y/bTpadioNneToBii i BUAMMIN 061acTax; yTo4HeHOo Konip ocagy
Ta 3a6apB/ieHHsA PO34MHY NPU NPOBEAEHHI AKICHUX peakwiit), M.
«Mikpo6ionoriyHa uncToTa» (BkasaHi Kputepii NPUAHATHOCTI);
3MiHuM |l TMNy - 3MiHa Ha3BM NokasHuka «[ycTMHa» Ha «BigHocHa
rycTHa» Ta 3MiHa MEeTOAMKN Ta KpUTepiiB NPUAHATHOCTI
BULLe3a3HAYeHOro nokasHuka y cneuudikadii ana cybcraHuii
Heodhnasia, ryctuii ekcTpakT

230.

MPOTEX

TabneTtku, BKPUTI
060/10HKOI0, M0 250
mr no 10 TabneTok y
6nictepi; no 5
6nicTepis y nayui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 50 a6o no 100
6nicTepiB y Kopobui
3 KApPTOHY

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnsgy -
OHOBJIEHHA TEKCTY MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby 3
BHECEHHSAM iHGhopMaLlil LWOA0 3a3HAYEHHS OAVNHULL
BMMIpIOBaHHS y cuctemi Sl. TepmiH BBELEHHS 3MiH - NPOTArom 6
MiCALIB MiCNA 3aTBEPKEHHS

3a
peyenmom

UA/14127/01/01

231.

NYNbMIKOPT
TYPBYXANE
P

MOPOLLIOK AN
iHranauin, 200
MKr/no3a, no 100
[03 Y N1acTMKoBOMY
iHranaTopi, no 1
iHranaTopy B
KapTOHHI KopoobLi

AcTpa3eHek
a Ab

Lsewis

AcTpa3eHeka Ab

LLiseuis

BHECEHHS 3MiH 40 peecTpauliinHMxX MmaTepiasiiB: yTOUHEHHSA
[03yBaHHSA Ta peecTpauiiHoro Homepa B Hakazax MO3
YkpaiHun Ne 2338 Big 15.10.2020, Ne 2779 Big 02.12.2020, Ne
2931 Bif 16.12.2020 B npoueci BHECEHHS 3MiH (3MiHW | Tuny -
3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHM) - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA /13 :
3anponoHoBaHo: MapKyBaHHS 3rifHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHs. 3aTBepKEHHS aflbTEPHATUBHOIO TEKCTY
MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby i3 3a3Ha4yeHHsIM

3a
peyerimom

UA/5552/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
MDKHaPOAHUX NO3HAYEHb OAUHULL BUMIpOBaHHSA. BBeaeHHs
3MiH NPOTAroM 6 MicALiB Nicna 3aTBepAXeHHs.). Pefakuis B
Hakasi: NopoLLoK ANs iHransayii, 100 mkr/go3a no 200 fo3 'y
NIacTMKOBOMY iHranaTopi, No 1 iHranATopy B KAPTOHHI KOpo6Li.
BipHa pegakuis: nopoluok Ans iHransauiin, 100 mkr/gosa no
200 f03 y nnacTuKoBoMmy iHranAaTopi, no 1 inranatopy B
KapTOHHI KOpPoO6L,i, HOMep peecTpauiliHOro NocBiA4YeHHs -
UA/5552/02/01 Ta nopoluoK Ans iHransauiii, 200 mkr/gosa, no
100 f03 y nnacTUKOBOMY iHransaTopi, no 1 inranatopy B
KapTOHHI KOpPoO6L,i, HOMep peecTpauiiiHOro NocBiA4YeHHs -
UA/5552/02/02.
232. | NYNbMIKOPT | nopoLuok ans AcTpa3eHek Lsewjs AcTpa3eHeka Ab Lsewis BHECEHHS 3MiH 40 peecTpavliinHMx MmaTepiasiiB: yTOYHEHHSA 3a UA/5552/02/01
TYPBYXANE iHranaujn, 100 a Ab [03yBaHHA Ta peecTpaliiiHoro Homepa B Hakazax MO3 peyenmom
P MKr/go3a no 200 o3 YkpaiHu Ne 2338 Big 15.10.2020, Ne 2779 Big 02.12.2020, Ne
y N1IaCTUKOBOMY 2931 Bif 16.12.2020 B npoueci BHECEHHA 3MiH (3MiHW | Tuny -
iHransTopi, no 1 3MiHM Woao 6e3neku/ehekTnBHOCTI Ta chapmakoHarnagy (iHuwi
iHranaTopy B 3MiHM) - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHsA» MKHA /13 :
KapTOHHI KopoobLyi 3anponoHoBaHO: MapkyBaHHs 3rifgHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHS. 3aTBepMKEHHS a/lbTEPHATVIBHOIO TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby i3 3a3HayeHHAM
MiXXHapPOAHMX NO3HAaYeHb OAMHULb BUMIpIOBaHHS. BBeageHHs
3MiH NpoTArom 6 micsALiB NicnsA 3aTBepAKEHHS.). Pefakuis B
Hakasi: NopoLoK AN iHransuyii, 100 mkr/go3a no 200 go3 'y
NAacTMKOBOMY iHranaTopi, No 1 iHranaTopy B KApPTOHHIA KOpo6Li.
BipHa pefakuis: nopowok Ans iHranauiin, 100 mkrigosa no
200 003 y N1acTUKOBOMY iHranaTopi, no 1 iHranAatopy B
KapPTOHHIl KOpPOOGL,i, HOMep peecTpawiliHOro NOcBiA4YeHHs -
UA/5552/02/01 Ta NnopoLuoK Ans iHransuiii, 200 mkr/go3a, no
100 fo3 y nn1acTUKOBOMY iHransaTopi, no 1 iHranatopy B
KapPTOHHIl KOpPOGL,i, HOMep peecTpawiliHOro NocBiA4YeHHs -
UA/5552/02/02.
233. | PAHITUANH TabneTkun, BKPUTI TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3mMiHW | TNy - 3a UA/9934/01/01
0600HKot0, N0 150 "KYCYM PAPM" 3MiHM WoAo 6e3nekun/ehekTVBHOCTI Ta chapmakoHarnsgy - peyenmom
mr no 10 TabneTtok y OAPM" OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY JlikapCbKoro 3acoby 3
cTpuni, no 2 aéo 10 BHECEHHSAM iHGhopMaLLil LLOA0 3a3HAYEHHS OAVNHULL
CTPUNIB Y KAPTOHHIM BMMIpIOBaHHS y cuctemi Sl. TepmiH BBEAEHHSA 3MiH: NPOTArom 6
ynaxoBLii MiCALiB 3 AaTh 3aTBEPXKEHHS
234. | PE3OMNOBIH | po3uuH Ans iH'eKuild, TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | Tuny - 3a UA/13033/01/01
1500 MO (300 mkr "BIODAPMA MNNIA3MA" AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby - 3MiHa |  peyenmom
iMyHOr 106y niHy) Mo MNA3MA" (BpOGHMLTBO, Ha3Bu nikapcbkoro 3acoby. 3ATBEPIXKEHO: IMYHOI TOBY/IH
1 mnBamnyni, no 1l nepsuHHe AHTWPE3YC RhO (D) NFOANHW IMMUNOGLOBULINUM
abo 3, abo 5 amnyn nakyBaHHs; ANTIRHESUS Rh0 (D) HUMANUM 3AMNPOMNOHOBAHO:
B nauuii BTOPVHHE Pe3orno6iH Rhesoglobin TepMiH BBeAeHHS 3MiH - NpoTsirom 6
nakyBaHHs, BUMYCK MicSLiB NicNs 3aTBEPAXKEHHS.
cepiin)
235. | PE3OIMNOBIH | po3unH ans iH'ekuild, TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - 3a UA/13033/01/02
1500 MO (300 mkr "BIOPAPMA MJIASMA" AfMiHiCTpaTnBHi 3MiHWU. 3MiHa Ha3BW NliKkapcbkoro 3acoby - 3MiHa | peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
iMyHOr106yniHy) no MNAA3MA" (BpOGHMLTBO, Ha3BWu nikapcbkoro 3acoby. 3BATBEPIXKEHO: IMYHOI TOBYNIH
2 mn B amnyni, no 1 nepBuHHe AHTUPE3YC RhO (D) NFOANHN IMMUNOGLOBULINUM
abo 3, abo 5 amnyn nakyBaHHS; ANTIRHESUS Rh0 (D) HUMANUM 3AMPOMNOHOBAHO:
B nauuj BTOPUHHE Pe3orno6iH Rhesoglobin TepmiH BBeAeHHS 3MiH - MpoTAarom 6
nakyBaHHs1, BUMYCK MiCALIB NiCNa 3aTBEPOXEHHS.
cepiit)
236. | PENNATAN KOHLeHTpaT Ans Laviep IpnaHgis Laiep Ipnangis BHECEHHS 3MiH 10 peecTpavyjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/15890/01/01
pO34nHy aons dapmacboTi dapmacbloTikan3 [04aHHA HOBOro BUNPOGYBaHHS «APiGHUIA MULLAYNIA BipyC» peuyenmom
iHcpy3in, 1 mr/mn no Kaui3 Ipnangisa Nimiteq, (Minute Virus of Mice (MVM)) B SIKOCTi HOBOrO TEXHOJIOMYHOIO
3,5 M1 KOHUEeHTpaTy IpnaHgis IpnaHgjs BMNpo6YyBaHHSA nig yac BUpobHuuTBa Adl. Kputepii
y thnakoHi, no 1 NimiTen (BignoBifanbHWii 3a NPUAHSATHOCTI BCTAHOBJIEHI — «HE BUSIBJIEHO; 3MiHU | TvNy -
chnakoHy B BUMYCK cepii) BUyYEHHS BUNPOBYBaHHSA «NOCUIeHa B npenapari 380poTHa
KapTOHHIA Kopoo6Li TpaHckpunTasa» (product-enhanced reverse transcriptase
(PERT)), W0 3aCTOCOBYETLCA B NpoLieci BUpobHuuTea Adl;
3MiHY | TUMY - BHECEHHS 3MiH 4,0 BUNPOOYBaHHSA Ha CTOPOHHI
areHTu (Adventitious Agents Testing (AAT)), W0 3aCTOCOBYETLCA
B npoveci BupobHuutea A®| .3amiHa OAHIEl 3 HOTUPLOX
KMNITUHHWX NiHIA, WO BUKOPUCTOBYIOTLCA Nif, Yac BUNPOBYyBaHHSA
in-vitro AAT, a came 3amiHa kniTuH Hela knituHamm CHO Ta
CKOPOYEHHS TPUBA/TOCTI KiIbKICHOTO BU3HaYeHHs 3 28 aHiB fo 14
OHIB
237. | PE®PAKTO niodpinizar ana MOAN3EP CLIA BMPOGHMLTBO IcnaHis/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/15929/01/02
AdD pO34nHy ons EVY.CL.MIL. niocpinizaty 3a Himeyun 3MiHU Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsmy. peuyenmom
iH ey no 500 MO, KOPMOPEN NOBHUM LMK/IOM; Ha BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX JaHWX NP0 CUCTEMY
1 dpnakoH 3 LUH KOHTPO/b SIKOCTI dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX faHux npo cucTemy

niocpinizatom y
KommnnekTi 3 1
nonepegHL0
HanoBHEHNM
LUNPULLOM 3
PO34YMHHMKOM MO 4
M/ (HaTpito xnopua,
(9 mr/mn), Boga ans
iH ekuin), 1
ajanTepom ans
thnakoHy, 1
cucTeMoro ans
iHdpys3ii, 2
TamnoHamm 3i
cnupTom, 1
nnactnpem ta 1
Map/ieBo0
noAyLLIEYKOIO B
KapTOHHIlA KopooLi

PO3UMHHKKA (OKpPIM
LOCAISKEHHST CUN
TEPTS NOPLUHSA),
BTOPVHHE
nakyBaHHs
PO34MHHMKA Y Habip
3 npenapaTowm;
BiANOBiAaIbHMI 3a
BUNYCK cepii: Baet
dapma C.A, IcnaHis;
anbTepHaTuBHa
nab6oparopis gns
TecTyBaHHS
npenapary 3a
MOKa3HNKOM
"CTepwbHICTb":
Na6opatopis
Bionab, C.J1.,
Icnanis;
BMPOGHMLTBO
PO3YMHHVKA B
LUNPYLAX, KOHTPO/Ib

thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOI
3a 3filicHeHHs chapMakoHaragy; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa A1 3aiicHeHHs hapMakoHarnagy B
YKpaiHi, IKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkauvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0cobu
3aABHVIKa, BigNoBiAaNbHOI 3a 34jiICHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAANBLHOI 3a 34iiCHEHHS thapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

AKOCTi PO3YMHHMKA:
BeTTep ®apma-
PepTuryHr NM6X &
Ko. KT, HimeuuunHa;
BUPOBHULTBO
PO34MHHVKA B
LUNp1LAXx, KOHTPO/Tb
AKOCTi PO3YMHHUKA
(okpim gocnimpKeHHs
repMeTUYHOCTI):
BeTtTep ®apma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa;
Bi3yaslbHWiA
KOHTPONb
PO3YMHHNKA,
KOHTPO/b SIKOCTI
PO34nHHYKKa (OKpIM
LOCAIMKEHHSI
repMeTUYHOCTI,
cunm TepTa
nopwHs): Bettep
dapma-dPepTUryHr
'm6X & Ko. KT,
HimevumnHa;
BizyaslbHWiA
KOHTPONb
PO3YMHHNKA,
KOHTPO/b SIKOCTI
PO34MHHMKA
(mocnigxeHHs
repMeTUYHOCTI,
cunm TepTa
NOpLUHSA)):
BeTTep ®apma-
PepTuryHr NrM6X &
Ko. KI', HimeuunHa

238.

PE®AKTO
A®D

niodpinizat ana
PO34unHy Ans

iH ey no 1000
MO; 1 cpnakoH 3
nioghinizatom y
KommnekTi 3 1
nonepegHLo
HanoBHEHNM
LUMPULIOM 3
PO34YMHHMKOM Mo 4
M (HaTpito xnopug

NOANIEP
ENY.CLML.
KOPMOPEN
LLUH

CLIA

BUPOBHULTBO
nioghinizaty 3a
MOBHUM LIK/IOM;
KOHTPONb SIKOCTI
PO34nHHKKa (OKpIM
[OCNIMKEHHS CUn
TepTs NOPLUHS),
BTOPUHHE
nakyBaHHs
PO34MHHMKA Y HabIp
3 npenaparom;

IcnaHis/
Himeuyun
Ha

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHuX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux npo cucTemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOI 0co6U, BignoBigabHOT
3a 3[jlicHeHHa hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuKa 4ns 34jiicHeHHs hapmakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bif yNOBHOBaXKEHOT 0CO6M,
BiANOBIAa/IbHOI 3a 34iliCHEHHS dhapmakoHarnsgy (Bkovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemn gpapMakoHarasay) - 3MiHa ynoBHOBaXKEHO! 0co6u

3a
peyenmom

UA/15929/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1

(9 mr/mn), BOAA oNs BignoBigabHWi 3a 3aABHVKa, BiANOBiJaNbHOI 3a 34jiICHEHHS hapMakoHarsay:

iH ekuin), 1 BUNYCK cepii: BaeT MponoHoBaHa pepakuin: bapbapa [e bepHapai/ Barbara De

ajantepom A/is dapma C.A, IcnaHis; Bernardi. 3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U

thnakoHy, 1 anbTepHaTuBHa 3asBHMKa, BiANOBIAANBHOI 3a 34iiCHEHHS chapmakoHarnsgy

cucTemMoro ans na6opartopisa gns

iHcy3ii, 2 TeCTyBaHHs

TamrnoHamm 3i npenapary 3a

cnmpTom, 1 NOKa3HNKOM

nnactupem Ta 1 "CTepubHICTb":

MapneBoo Na6opatopis

noAyLIeykot B Biona6, C.N.,

KapTOHHIli KopooLi IcnaHis;

BMPOGHMLTBO

PO34MHHVKA B
LUINPYLAX, KOHTPO/Ib
AKOCTi PO3YMHHMKA:
BeTtTep ®apma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa;
BUPOBHULTBO
PO34MHHVKA B
LUNp1LAXx, KOHTPOsTb
AKOCTi PO3YMHHUKA
(okpim gocnimpKeHHs
repMeTUYHOCTI):
BeTTep ®apma-
PepTuryHr NM6XxX &
Ko. KT, HimeuunHa;
BizyaslbHWiA
KOHTPONb
PO3YMHHNKA,
KOHTPO/b SIKOCTI
PO34nHHYKKa (OKpiM
LOCAIMKEHHS
repMeTUYHOCTI,
cunm TepTa
nopwHs): Bettep
dapma-dPepTUryHr
'm6X & Ko. KT,
HimeuunHa;
BizyaslbHWiA
KOHTPONb
PO3YMHHNKA,
KOHTPO/b SIKOCTI
PO34MHHMKA
(mocnigxeHHs
repMeTUYHOCTI,
cumn TepTs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
NOpLUHSA)):
BeTTep ®apma-
PepTuryHr NM6X &
Ko. KI', HimeyunHa
239. | PE®PAKTO niodpinizat ana MOAN3EP CLIA BUPOBHULTBO IcnaHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/15929/01/04
AdP PO34unHY 4118 EVY.CL.ML. niocpinizaty 3a Himeyun 3MiHN WoA0 6e3nekn/edpeKTNBHOCTI Ta hapmakoHariagy. peyenmom
iH ek no 2000 KOPMOPEN NOBHVM LMK/IOM; Ha BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cUcTemMy
MO; 1 donakoH 3 LUH KOHTPONb SIKOCTI chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx npo cucTemy

nioghinizatom y
KomnnekTi 3 1
nonepegHLo
HarnoBHEHNM
LUMPULIOM 3
PO34YMHHMKOM Mo 4
MA (HaTpito xopug,
(9 mr/mn), Boga ans
iH ekuin), 1
ajanTepom ans
thnakoHy, 1
cucTemMoro ans
iHcy3ii, 2
TamrnoHamm 3i
cnupTom, 1
nnactupem ta 1
Map/ieBOI0
noAyLLEYKol B
KapTOHHI Kopoobui

PO34nHHKKa (OKpIM
[OCNIMKEHHS CUn
TepTs NOPLUHS),
BTOPVHHE
nakyBaHHs
PO34MHHMKA Y HabIp
3 npenaparom;
BignoBiganbHWi1 3a
BUNYyCK cepii: Baet
dapma C.A, IcnaHis;
anbTepHaTnBHa
naboparopis ans
TecTyBaHHS
npenapary 3a
NOKa3HNKOM
"CTepubHICTb":
Na6opatopis
Biona6, C./1.,
IcnaHis;
BMPOGHMLTBO
PO34MHHVKa B
LUNpYLAXx, KOHTPOSIb
AKOCTi PO3YMHHMKA:
BetTep ®apma-
depTuryHr rmox &
Ko. KI', HimeuuunHa;
BUPOBHULTBO
PO34MHHVKA B
LUNpMLaXx, KOHTPO/Tb
AKOCTi PO3YMHHUKA
(okpim gocnigpKeHHs
repMeTUYHOCTI):
BetTep ®apma-
depTuryHr rmox &
Ko. KI', HimeuuunHa;
BizyaslbHWiA
KOHTPO/b
PO3YMHHNKA,
KOHTPONb SIKOCTI
PO34mMHHYKKA (OKpIM

hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOI 0co6U, BignoBigabHOT
3a 3[jiicHeHHa hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuka Ans 34iiicHeHHs hapmakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bif yNOBHOBaXKEHOT 0CO6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy (Bkouvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemn ghapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT 0Co6u
3asBHUKA, BiANOBIAA/ILHOI 3a 34iliCHEHHS hapmakoHarnagy:
MponoHoBaHa pepakuin: bapbapa [e BepHapai/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOB&XEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

LOCAIMKEHHSI
repMeTUYHOCTI,
cunm TepTa
nopwHs): Bettep
dapma-dPepTUryHr
'm6X & Ko. KT,
HimeuunHa;
BizyaslbHWiA
KOHTPONb
PO3YMHHNKA,
KOHTPO/b SIKOCTi
PO34MHHMKA
(mocnigxeHHs
repMeTUYHOCTI,
cunm TepTa
NOpLUHSA)):
BeTtTep ®apma-
PepTuryHr NrM6X &
Ko. KT, HimeuunHa

240.

PE®AKTO
A®D

niodpinizat ana
po3unHy ans

iH ey no 3000 MO
y BEpPXHIli Kamepi Ta
PO3UYMHHMK NO 4 My
HVDKHIl kamepi
nonepeAHL0
HarnoBHEHOro
wnpuua Ne 1 pasom
3i CTepuibHUM
Habopom

NOANIEP
ENY.CLML.
KOPMOPEN
LLUH

CLIA

KOHTPO/b AKOCTi Npn
BMNYCKY Cepiil Ta
npu JocCnimKeHHi

cTabinbHoCTI,
MapKyBaHHS,
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii: Baet ®apma
C.A,, IcnaHis;
BUPOBHULTBO
NiKapcbKoro 3acooy,
Bi3yasibHWiA
KOHTPONb

NiKapcbKoro 3acooby,
KOHTPO/Tb AKOCTI:
BeTtTep ®apma-

depTuryHr rmox &

Ko. KI, HimeuunHa;

BizyaslbHWiA
KOHTPONb
nikapcbKoro 3acooby,
KOHTPONb SIKOCTI
nikapcbKoro 3acoby:
BetTep ®apma-
depTuryHr rmox &

Ko. KI', HimeuuunHa;

Bi3yasibHWiA
KOHTPONb
NiKapcbKoro 3acooy,

IcnaHis/
Himeuyun
Ha

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta hapmakoHariagy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHuX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux npo cucTemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOI 0co6U, BignoBigabHOT
3a 3[jlicHeHHa hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuka Ans 34jiicHeHHs hapmakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bif yNOBHOBaXKEHOT 0CO6MU,
BiANOBIAa/IbHOI 3a 34iliCHEHHS dhapmakoHarnsgy (Bkovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemn ghapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a 34iliCHEHHS hapmakoHarnagy:
MponoHoBaHa pepakuin: bapbapa [e BepHapai/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOB&XEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy

3a
peyenmom

UA/15929/01/05
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KOHTPO/b SIKOCTI
niKapcbKoro 3acoby:
Bettep ®apma-
depTuryHr NM6X &
Ko. KI', HimeuunHa;
Bi3yasibHUiA
KOHTPO/b
niKapcbKoro 3acoby:
BeTTep ®apma-
depTuryHr NM6X &
Ko. KI', HimeyunHa

241.

PE®AKTO
AD

niogpinizat gns
po34nHy Ans

iH ekuili no 250 MO,
1 donakoH 3
niodpinizatom y
KOMMekTi 3 1
nonepeAHbL0
HarnoBHEHNM
LUMPULIOM 3
PO3YMHHMKOM Mo 4
M (HaTpito x10pug,
(9 mr/mn), Boga ons
iH eKuin), 1
afanTepom gns
onakoHy, 1
cucTemoro ans
iHcy3ii, 2
TamrnoHamm 3i
cnupTom, 1
nnactupem ta 1
Map/ieBoI0
noAyLLEYKOI B
KapTOHHIA KopoobLi

MOAV3EP
EVY.CLML.
KOPIMOPEW
LLUH

CLWA

BMPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/b AKOCTI
PO34unHHYKKa (OKpiM
[OCNIMKEHHS CUn
TepTs NOpLUHSA),
BTOPWHHE
nakyBaHHs
PO34MHHMKA Y HabIp
3 npenaparowm;
BiANoBigabHMIA 3a
BWMNYCK cepii: BaeT
dapma C.A, IcnaHis;
anbTepHaTNBHa
nab6oparopis gns
TecTyBaHHSA
npenapary 3a
NOKa3HNKOM
"CTepwubHICTb":
Na6opaTopis
bionab, C./.,
IcnaHis;
BUPOBHULTBO
PO34MHHVKA B
LUNpMLaXx, KOHTPO/Tb
AKOCTi PO3YMHHMKA:
Bettep ®apma-
depTuryHr NM6X &
Ko. KI', HimeuunHa;
BMPOGHMLTBO
PO3YMHHVKA B
LUNPYLAX, KOHTPO/Ib
AKOCTI PO3YMHHUKA
(oKpiM poCHimHKEHHSR
repMeTUYHOCTI):
BetTtep ®apma-

IcnaHis/
Himeuun
Ha

BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo cucTemy
chapmakoHarnsgy (BBeEeHHs y3araslbHeHUX JaHux npo cUcTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6w, BiANOBiAa/IbHOI
3a 3iiicHeHHs hapmakoHarnsay; KOHTakTHoi ocobm 3
hapmakoHarnsagy 3asBHuka 415 34iiicHeHHs hapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLLEeHHI macTep-daiina
cmucTeMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOoT 0cobum
3as1BHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS (hapmakoHarnsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHVX YNOBHOBaXEHOI 0CO6U
3asBHUKA, BiANOBIAANLHOI 3a 34iiCHEHHS (hapMakoHarnsgy

3a
peyernmom

UA/15929/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
depTuryHr NM6X &
Ko. KI', HimeuunHa;
Bi3yasibHUiA
KOHTPO/b
PO3YMHHYKA,
KOHTPO/b AKOCTI
PO34unHHYKKa (OKpiM
LOCNIMKEHHS
repMeTUYHOCTI,
cunm TepTa
nopLuHs): BeTtep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuumnHa,;
Bi3yaslbHUiA
KOHTPO/b
PO3YMHHYKA,
KOHTPO/b AKOCTI
PO3YMHHMKA
(BocnimxeHHs
repMeTUYHOCTI,
cunm TepTa
NoOpLUHA)):
Bettep ®apma-
depTuryHr NM6X &
Ko. KI', HimeyunHa
242. | PUH3A® NMopoLUOK AN TOB Ykpaina HOHiK IHAisa BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - bes UA/4336/01/01
xoTcun 3 0OpasibHOro PO34YUHY "[IXOHCOH i dapmacboTrKan 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnagy. peyenma —
BITAMIHOM no 5 r NopoLuKky y J>KOHCOH Nab6opaTtopi3 BBeneHHs1 abo 3MiHU A0 y3araslbHEHUX AaHWX NPo cucTemy Ne 5, Ne 10.
C 3l nakeTuky; no 5 aéo Ykpaina" (BipgineHHs dipmmn thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX aHux npo cuctemy 3a
CMAKOM 10, a6o 25 "x.B.Kemikans eHg thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0cobu, BifnosigancHoi | peyernmom —
AMNENBbCUHA | nakeTukiBy dapmMacbioTVKan3 3a 3[jlicHeHHs chapMakoHarnsay; KOHTaKTHoOI 0cobu 3 Ne 25.
KapTOHHI Kopobui nra.") hapmakoHarnsagy 3asBHuka 415 34iiicHeHHs hapmakoHarnsagy B
YkpaiHi, SIKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0co6wu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-daiina
cucTeMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobum
3as1BHVIKa, BignoBiga/ibHOT 3a hapMakoHarnsg.
MponoHoBaHa pegakuis: ApHaytosa HOnisi JleoHugisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOB&XEHOI 0co6w, BiANOBiAabHOT 3a
hapmakoHarnsg. 3miHa mMicLie3HaxomKeHHs MacTep-chaiina Ta
noro Homepa. 3MiHa MicLs 3AiiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy
243. | PIHASAN® crnpei HasanbHWUiA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3mMiHW | TUNY - 6e3 UA/17751/01/01
EKCTPA nosoBaHuii 0,5 "®apmaueBT "PapmaueBTuyYHa 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy - peyenma
mr/mn, no 10 mny nyHa hipma ipma "OapHuua” OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKY /likapCbKoro 3acoby 3
doNakoHi 3 "dapHnus" BHECEHHSAM iHdhopMaLLil LLOA0 3a3HAYEHHS OAVHULIb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
[03yBa/IbHUM BUMIPIOBaHHA y cuctemi Sl. BBefieHHA 3MiH NpoTArom 6-Tu
Hacocom, o 1 MicAILiB Nicns 3aTBePIKEHHS
h1aKoHy y nayui
244. | POBAXON Kancynu PoBa IpnaHgis KaTtaneHT Himeuun BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/17342/01/01
KMLLKOBOPO34UHHI, dapmacboTi HimeuunHa Egnep6ay Ha/ 3MiHU 3 SIKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHW Y BUPOOHULITBI. peuyenmom
M ski; no 10 kancyn Kauic /114, [xiMBEIy, Ipnangis 3MiHu BUNpobyBaHb abo AONYCTUMMX MEX, BCTAHOB/IEHUX Y
B 6nicTepi, no 5 HimeuunHa cneumdikauisix, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
6nicTepiB B nayyj 3 (BUMPOGHUK, PymyHis/ 3acoby (fofaBaHHA HOBOTO MeToAy BUNPOGYyBaHHSA Ta
KapToHy BiANOBIAaIbHMI 3a Higepna | ponycTyMuX Mex) - BHECEHHS 3MiH LWoA0 BMNpobysaHb /13 nig
HarnoBHEHHSA HAu yac BUPOOHMYOro NpoLecy, 30Kkpema: fofaBaHHS TecTy
kancyn); MN® bE.B. "OnTnyHe 06epTaHHs" 3 BIANOBIAHUMW KPUTEPIAMU NPUAHATHOCTI
(ManydakTypuHr " Big -19,25° go -24° ". BunpobyBaHHs 6yAe NpoBOAUTLCA Nepes,
MakiHr ®apmaka), cTaflieto Kancy/toBaHHs
HigepnaHamn
(nepBuHHa Ta
BTOPVHHA
ynakoBka); PoBa
dapmacbroTikasnc
Nta., lpnaHgis
(BUMPOGHUK,
BiANOBIAaIbHMI 3a
NOBHWIA LMK
BUPOGHUUTBA (KpiM
HarnoBHEHHS
kancyn)); C.K. Csicc
Kanc PymyHis
C.P.J1., PymyHis
(BMPOGHMK,
BiANoBigabHMIA 3a
HaNOBHEHHS Kancy/)
245. | PO3YBACTA | Tabnetku, BKpUTI ToBapucTBO Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/15855/01/01
TUHIC nNiBKOBOIO 3 [04aTKOBOK 3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy. 3MiHu peuyenmom
060/10HKO0, MO 5 Mr | [0AATKOBOO BiANOBIAA/LHICTIO Y KOPOTKi/i XapakTepucTuL,i flikapcbkoro 3acoby, TekcTi
no 10 Tabnetok y Bignosiganb "IHTEPXIM" MapKyBaHHA Ta IHCTPYKLiT A/19 MeANYHOro 3aCTOCYBaHHSA
6nictepi; no 3 HiCTIO reHepuYHMX/ribpraHnX/6ionodibHNX Nikapcbkmx 3acob6iB nicns
6nicTepn y nauui "IHTEPXIM" BHECEHHS TiEl caMoi 3MiHW Ha pediepeHTHUIA Npenapar (3miHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBMX AaHUX) - 3MiHU
BHECEHI [0 iHCTPYKLiT 415 MeAMYHOro 3aCTOCyBaHHS
nNikapcbKoro 3acoby y po3ginum "MNpoTtunokasaHHs", "Blaemogis 3
iHLIMMKW NikapcbkMKM 3acobamu Ta iHLWi BUAmn B3aemogiii",
"Ocob6nmBocTi 3acTocyBaHHA", "MobiuHI peakuii” 3rigHO 3
iHchopmauieto LWoA0 MefMYHOr0 3aCTOCYBaHHSA pedhepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTtkv, BKpUTI N/1IBKOBOO
060/10HKO10, M0 5 Mmr, 10 mr, 20 mr a6o 40 mr). BBegeHHs 3MiH
NpoTAroM 3-X MicsLB NiCNA 3aTBEPAYKEHHS
246. | PO3YBACTA | Tabnetku, BKpUTI ToBapucTBO Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/15855/01/02
TUH IC n/1iBKOBOIO 3 [0[1aTKOBOIO 3MiHM WoAo 6e3nekun/epekTUBHOCTI Ta dhapmakoHariagy. 3MiHu

peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

obonoHkoto, no 10
Mmr o 10 TabneTok y
6nictepi; no 3
6nictepn y nauui

[0AaTKOBOO
Bignosigans
HICTIO
"IHTEPXIM"

BiANOBiAA/IbHICTIO
"IHTEPXIM"

Y KOPOTKii XapakTepucTuL, slikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT AN MeAN4HOro 3acToCyBaHHA
reHepuyHnX/ribpuaHnx/6ionodibHNX nikapcbkmx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHW Ha peddepeHTHUIA Npenapar (3miHa He
noTpebye HafaHHs XXOAHUX HOBUX AOAATKOBMX AaHUX) - 3MiHU
BHECEHI A0 IHCTPYKLiT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ainm "MpoTtunokasaHHs”, "B3aemogis 3
iHLIMMKW NikapcbkMKU 3acob6amMu Ta iHLWi BUAn B3aemogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peakuii” 3rigHO 3
iHchopmavieto LWoA0 MeANYHOr0 3aCTOCYBaHHSA pediepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTtku, BKpUTI N/1IBKOBOKO
060710HKO0, N0 5 mr, 10 mr, 20 Mr a6o 40 mr). BBegeHHs 3MiH
NPOTAroM 3-x MiICSILB MiCNSA 3aTBEPAKEHHS

247.

PO3YBACTA
TUHIC

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, N0 20
Mmr no 10 TabneTok y
6nictepi; no 3
6nictepn y nauui

ToBapucTeo
3
[04aTKOBO
Bignosigans
HICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta hapmakoHarnagy. 3MiHn
Y KOPOTKii XapakTepucTuL slikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT AN MeAn4HOro 3acToCyBaHHA
reHepuyHnX/ribpugHnx/6ionodibHNX nikapcbkmx 3acobis nicns
BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar (3miHa He
noTpebye HafaHHs XOAHUX HOBUX AOAATKOBMX AaHUX) - 3MiHU
BHECEHI A0 IHCTPYKLiT 4718 MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3aim "MpoTunokasaHHs", "B3aemogis 3
iHLUIMMKW NikapcbKMKU 3acobamMu Ta iHLWi BUAW B3aemogiii",
"Ocob6nmBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii” 3rigHO 3
iHchopmauieto LWoA0 MeANYHOrO 3aCTOCYBaHHSA ped)epeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTku, BKpUTI NIBKOBOK
060710HKO0, N0 5 mr, 10 mr, 20 Mr a6o 40 mr). BBegeHHs 3MiH
NpPOTAroM 3-X MiCSLB MiCNA 3aTBEPAKEHHS

3a
peyenmom

UA/15855/01/03

248.

PO3YBACTA
TUHIC

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, N0 40
Mmr no 10 TabneTok y
6nictepi; no 3
6nictepn y nauui

ToBapucTeo
3
[04aTKOBO
Bignosigans
HiCTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOKO
Bi4nNoBIAANbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3neku/ehekTnBHOCTI Ta chapmakoHarnagy. 3MiHu
Y KOPOTKii XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUIT 418 MEANYHOro 3aCTOCYBaHHS
reHepuyHnX/ribpuaHnx/6ionodibHNX nikapcbkmx 3acobis nicns
BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar (3miHa He
noTpebye HafaHHs XOLHVUX HOBUX AOAATKOBUX AaHWX) - 3MiHU
BHECEHI A0 IHCTPYKLiT 4718 MeANYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3aim "MpoTunokasaHHsa", "B3aemogis 3
iHLIMMKW NikapcbKMKU 3acobamMu Ta iHLWi BUAW B3aemogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii” 3rigHO 3
iHbopmauieto WwoA0 MeguyHOro 3acTocyBaHHA pedpepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTku, BKpUTI NAIBKOBOK
060710HKO0, N0 5 mr, 10 mr, 20 Mr a6o 40 mr). BBegeHHs 3MiH
NpPOTAroM 3-x MicsUiB NicNsA 3aTBepAXXeHHS

3a
peyenmom

UA/15855/01/04

249.

PO3YBACTA

TabneTKN, BKPUTI

MpAT

YKpaiHa

MpAT

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3MiHuW | Tuny -

3a

UA/18441/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
TUH- N/1iBKOBOO "®apmauesT "®dapmaneBTuyHa 3MiHM Woa0 6e3nekn/ethekTMBHOCTI Ta hapMakoHarisay. peyenmom
AAPHULA 060/10HKO10, Mo 10 nyHa chipma ipma "OapHuua” BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
Mr; no 10 TabneTok "AapHnua” thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux npo cuctemy
Y KOHTYpHIlA thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0co6w, BiANOBIAA/IbHOI
YapyHKOBIl 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
ynakosLi; no 3 a6o 9 thapmakoHarnsgy 3asBHUKa AN 3ailicHeHHs hapMakoHarnagy B
KOHTYPHUX YkpaiHi, SIKLLO BOHa BigMiHHA Bif YNOBHOBaXKEHOT 0co6Mu,
YapyHKOBUX BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkouvawum
yNakoBOK B naui KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cmucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobm
3asBHVIKa, BigNoBigasIbHOT 3a hapmMakoHarnsg.
MponoHoBaHa pefakuis: Typok B'suecnas B'suecnaBoBuy
250. | PO3YBACTA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny - 3a UA/18441/01/02
TUH- nNiBKOBOIO "®apmaueBT "papmaneBTUYHa 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom
AAPHULUA 060n0HkKot0, No 20 nyHa chipma ipma "AapHuug" BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
mr; no 10 Tabnetok "fapHuua” thapmakoHarnagy (BBeAEHHS y3arasibHeHVX aHux Npo cUcTemy
Y KOHTYpHIlA thapmakoHarnsgy, 3MiHa ynoBHOBavKeHO! 0cobu, BiAnoBifanbHOT
YapyHKOBIl 3a 3[jiicHeHHs hapmakoHarnsgy; KOHTakTHOI 0cobu 3
ynakosLi; no 3 a6o 9 thapmakoHarnagy 3asBHuUKa AN 34iicCHeHHA ddapmakoHarnsgy B
KOHTYPHUX YKpaiHi, AKLL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
YapyHKOBMX BiANOBIAaA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkyaum
yMakoBOK B MayLli KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn dhapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, BigNoBiganbHOT 3a hapmakoHarnsg,
MponoHoBaHa pepakuis: Typok B'auecnas B'suecnasosuy
251. | PO3YNIN® Kancynu Teepai no 3AT YropwmHa 3AT Yropwm BHECEHHS 3MiH j0 peecTpaLiiiHux maTepiasis: 3MiHu Il Tuny - 3a UA/16808/01/01
nnoc 10 mr/10 mr no 10 dapmaLesT dapmaueBTUUHWI Ha OHOB/EHHS MacTep-thaiina Ha APl E3eTumiby BUpOGHMLTBA peyenmom
Kancyn y 6nictepi; WYHWIA 3aBOJ, 3aBog ETIC, «Ind-Swift Laboratories Limited», IHAis 3 Bepcii Ne
no 3 6nictepu y ErIC YropuvHa (NoBHMiA 02AP/EZE/0614/02 Ha Ne 02AP/EZT/0819/08; 3miHwn Il Trny —
KapTOHHI KopoobLi LWKN BUPOGHMLTBA, OHOB/IEHHS MacTep-haiina Ha APl EseTumiby BUpo6HMLTBa
BKJ/THOYAI0UN BUMYCK «MSN Laboratories Private Limited», IHAis 3 Bepcii Ne
cepii); 3AT EB/AP/06/01-14 Ha Ne EB/AP/08/10-17
dapmaueBTUUHWI
3aBog ErIC,
YropuyHa (NoBHMiA
LWKN BUPOGHMLTBA,
BK/THOHAI0UM BUNYCK
cepii)
252. | PO3YNIN® Kancynu TBepgi no 3AT YropwmHa 3AT Yropwm BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHu |l Tuny - 3a UA/16806/01/01
nnroc 40 mr/10 mr no 10 dapmaLesT dapmaLeBTUYHNIA Ha OHOBJIEHHSI MacTep-paiina Ha Ad| EzeTumiby BUpo6HMLTBA peyenmom
Kancyn y 6nictepi; WNYHWIA 3aBOf, 3aBof ETIC, «MSN Laboratories Private Limited», IHAis 3 Bepcii Ne
no 3 6nictepn 'y ETlIC YropwymHa (NoBHWi EB/AP/06/01-14 Ha Ne EB/AP/08/10-17; 3minm Il Tuny -

KapTOHHIlA KopooLi

LMK BUPOGHULTBA,
BK/1HOUAKOUM BUMYCK
cepii); 3AT
dapmMaLeBTUYHWIA

OHOBJ/IEHHSI MacTep-paiina Ha Ad| EzeTumiby BUpo6HMLTBA
«Ind-Swift Laboratories Limited», IHais 3 Bepcii Ne
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
3aBop ElIC, 02AP/EZE/0614/02 Ha Ne 02AP/EZT/0819/08
YropuyHa (NoBHMiA
LWKN BUPOGHMLTBA,
BK/THOHAI0UM BUMYCK
cepii)
253. | PO3YNIN® Kancynv Teepgi no 3AT YropmHa 3AT YropLum BHECEHHS 3MiH 0 peecTpaLiinHmx maTepiasis: 3MiHu Il Tuny - 3a UA/16807/01/01
nntoc 20 mr/10 mr mo 10 dapmaneBT dapmaueBTUYHNI Ha OHOBJ/IEHHSI MacTep-haiina Ha Ad| EseTumiby BUpo6GHMLTBA peyenmom
Kancyn y énictepi; WYHWIA 3aBOf, 3aBop ETIC, «Ind-Swift Laboratories Limited», IHAis 3 Bepcii Ne
no 3 6nictepu y EriC YropwmHa (NoBHWi 02AP/EZE/0614/02 Ha Ne 02AP/EZT/0819/08; 3miHu Il TNy -
KapTOHHIA Kopoo6Li LKA BUPOGHMLTBA, OHOBJ/IEHHSI MacTep-haiina Ha Ad| EseTumiby BUpo6GHMLTBA
BKJ/THOYAKOUN BUMYCK «MSN Laboratories Private Limited», IHgjs 3 Bepcii Ne
cepii); 3AT EB/AP/06/01-14 Ha Ne EB/AP/08/10-17
dapmaueBTUYHNI
3aBof ETIC,
YropwmHa (NoBHMi
LMK BUPOBHULTBA,
BK/THOHAKOUM BUNYCK
cepii)
254. | CANA3oONIP TabneTku, BKpUTI MOAN3EP CLA Peuichapm Ynncana LLseuis BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu | Tuny - 3a UA/4201/01/01
WNH EN-TABC | 060/10HKO}0, IHK. Ab 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsmy. peuyenmom
KMLLKOBOPO3YMHHI N0 BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX AaHWX NP0 CUCTeEMY
500 wmr; no 100 hapMakoHarnagy (BBefeHHs y3ara/ibHeHUX faHuxX Npo cuctemy
Tabnetok y hNakoHi; thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiANoBifanbHOT
no 1 chnakoHy B 3a 3ilicHeHHSs thapMakoHaragy; KOHTakTHOI 0cobu 3
KapTOHHIA KopoobLi thapmakoHarnagy 3asBHUKa AN 34iicHeHHA dhapmakoHarnsgy B
YKpaiHi, AKLL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bka4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemn ghapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0cobu
3aABHVIKa, BigNoBigaNbHOI 3a 34jiCHEHHS hapMakoHarsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a5BHMKA, BiANOBIAANLHOI 3a 3AiiCHEHHS chapmakoHarnsgy
255. | CANNIODPAJbK | cycneHsis Op. ®anbk HimeyuunH Bidhop CA Lseiiua BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/3745/02/01
pekTanbHa, 4 1/60 T, dapma a LiBaiiHizepnaccyHr pisi/ 3MiHU WoAo 6e3nekun/ehekTUBHOCTI Ta chapmakoHarnagy - peyenmom
no 60 r cycneHsii y m6X Megixemi ETTiHreH, Himeuun OHOB/IEHHSI TEKCTY MapKyBaHHSs1 yNakoBKM JiKapCbKOro 3acoby 3
KNi3mi, No 7 KNi3m y LLiBeiuapis Ha BHECEHHSAM iH(hopMaLil LWOoA0 3a3HAYEHHS OAVNHULb
6nictepax B KOpo6Li (BMpO6HUMK BMMIipIOBaHHA y cuctemi Sl

3 KapTOHY

[030BaHoi chopmu,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs); [p.
Panibk Papma
v6X, HimeuunHa
(BignoBsiganbHuii 3a
BUMNYCK Cepiii
KIHLLEBOTO NPOAYKTY
Ta anbTepatuBHe




131

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
BTOPWHHE
nakyBaHHs)
256. | CAJIO®ANbK | cynosutopii Ap. ®anbk HimeuunH Bichop CA Lseiua BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3miHu | Tuny - 3a UA/3745/03/03
pekTanbHi no 1000 dapma a LiBaiiHizepnaccyHr pisi/ 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
Mr; o 5 6X Megixemi ETTiHreH, Himeyuu OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby 3
CynosunTopiiB y LLiseiuapis Ha BHECEHHAM iHthopmav,ii LWOoA0 3a3HaYEHHA OAUHULb
cTpuni; no 2 abo 6 (BMpPOGHYMK BMMIpIOBaHHA y cuctemi Sl
cTpunis B KOopobL,i 3 [030BaHol hopmu,
KapToHy nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI);
Ap. ®anbk Papma
vM6X, HimeuunHa
(BignoBiganbHuii 3a
BWMNYCK Cepiii
KIHLLeBOro NpoayKTy
Ta anbTepHaTUBHE
BTOPWHHE
nakyBaHHs)
257. | CAIO®ANDbK | cynosutopii Op. ®anbk HimeuunH Bichop CA Lseiiua BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3mMiHu | Tuny - 3a UA/3745/03/01
pekTasibHi no 250 dapma a LiBaiiHigepnaccyHr pis/ 3MiHM Woao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
Mr; o 5 X Megixemi ETTiHreH, Himeyun OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby 3
CynosunTopiiB y LLiBeiuapis Ha BHECEHHAM iHchopMmav,ii LWoAO 3a3HaYeHHS OAUHULIb
CTpuni; No 2 cTpunu (BUpPOGHYMK BMMIpIOBaHHA y cuctemi Sl
B KOPOOLLi 3 KAPTOHY [030BaHol hopmu,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs); [p.
Panbk Papma
rm6X, HimewunHa
(BignoBifanbHWii 3a
BWMNYCK Cepiit
KIHLLeBOro NpoayKTy
Ta anbTepHaTUBHE
BTOPUHHE
nakyBaHHs)
258. | CANNODA/IbK | rpaHynu Op. ®anbk HimeuunH [p. ®anbk Papma Himeuun BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3mMiHW | TNy - 3a UA/3745/01/01
racTpope3nCTEHTHI, dapma a vm6X, HimeuunHa Ha 3MiHK Woa0 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - peuyenmom
NPOIOHIOBaHOT Aji v6X (BUPOOGHUK, OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW JlikapCbKoro 3acoby 3

no 500 wmr; no 930
MF rpaHyn y
nakeTukax «I paHy-
CTuke»; no 50
nakeTUKIB y Kopoou,i
3 KapToHY

BiNOBigaNbHWIA 3a
BUNYCK Cepili
KIHLLEBOTO NPOAYKTY
Ta anbTepHaTUBHE
BTOPUHHE
nakyBaHHs); Jlo3aH
Papma M6 X
(Ewbax cainr),

BHECEHHAM iHthopmav,ii LWoAO 3a3HaYeHHA OAUHULIb
BMMIpIOBaHHA y cuctemi Sl
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

HimeyunHa
(BUPOGHUK,
BiNOBigaNbHWIA 3a
nepBuHHE,
BTOPWHHE
nakyBaHHS Ta
KOHTPO/Ib SIKOCTI);
NosaH ®apma M'M6X
(HoeH6ypr caiiT),
HimeyunHa
(BUPOGHUK,
BiNOBigaNbHWIA 3a
BMPOGHMLTBO
[o030BaHol hopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI);
dapbin Papma
vM6X, HimeuunHa
(BUPOOBHUYIK,
BignoBigabHWi1 3a
BUPOBHULTBO
[030BaHol chopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHS Ta
KOHTPO/b SKOCTI)

259.

CAJTODANbK

rpaHysun
racTpope3nCTEHTHI,
NPOJIOHroBaHoOI fji
no 1000 wmr; no 1860
MT rpaHyn y
nakeTukax "lpaHy-
CTukc"; no 50
nakeTuKiB y kopooLi
3 KapTOoHY

Op. danbk
Papma
m6X

HimeyunH
a

Op. ®anck dapma
'm6X, HimeuunHa
(BUPOGHUK,
BiANoBigabHMIA 3a
BWMNYCK Cepiit
KIHLLeBOro NpoayKTy
Ta anbTepHaTuBHe
BTOPVHHE
nakyBaHHs); Jlo3aH
dapma M'v6X
(Ewbax cair),
HimeyunHa
(BUMPOGHUK,
BiANOBIAa/IbHUI 3a
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI);
NosaH ®apma M'm6X
(HoeHbypr caiiT),

Himeuun
Ha

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnsgy -
OHOBJIEHHA TEKCTY MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby 3
BHECEHHSAM iHGhopMaLlil LWOA0 3a3HAYEHHS OAVNHULL
BMMIiptOBaHHA y cuctemi Sl

3a
peyenmom

UA/3745/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

HimeuunHa
(BUPOGHUK,
BiNOBigaNbHWIA 3a
BMPOGHMLTBO
[o30BaHol hopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI);
dapbin Papma
m6X, HimeuunHa
(BUPOGHYIK,
BignoBigabHWi 3a
BUPOBHULTBO
[030BaHoOl chopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHS Ta
KOHTPO/b SKOCTI)

260.

CAJTODANbK

TabneTtku, BKPUTI
060/10HKOHO,
KVLLKOBOPO3UMHHI,
no 250 wmr; no 10
TabneTtok y 6nictepi;
no 5 a6o no 10
6nictepiB y Kopobui
3 KapTOHY

Op. danbk
Papma
m6X

HimeyunH
a

Op. ®anck dapma
'm6X, HimeuunHa
(BignoBigansHuii 3a
BUMNYCK Cepiit
KIHLLEBOrO MPOAYKTY
Ta afbTepaTvBHe
BTOPWHHE
nakyBaHHs); Jlo3aH
dapwma 'v6X ,
HimeyunHa
(BUPOGHUIK,
BignoBiganbHWi1 3a
BUPOBHULTBO
[030BaHoOi chopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI);
NosaH ®apma M'v6X,
Himeuunna
(BUPOGHUK,
BiANoBigabHMIA 3a
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/1b SKOCTI)

Himeuun
Ha

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnsgy -
OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
BHECEHHSAM iHGhopMaLlil LWOA0 3a3HAYEHHS OAVNHULL
BMMIptOBaHHA y cuctemi Sl

3a
peyenmom

UA/3745/04/01

261.

CANOPANDbK

rpaHynm
racTpopesnCTeHTHi
NPOJIOHroBaHoI fji

Ap. danbk
Papma
66X

HimeyunH
a

Ap. ®ansk dapma
vM6X, HimeuunHa
(BignoBifanbHUii 3a

Himeuun
Ha

BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny -
3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS yNakoBKW 1ikapCbKoro 3acoby 3

3a
peyenmom

UA/3745/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nol5rno2,79r
rpaHyn y naketi
"IpaHy-CTukc"; no
35 nakeTiB y kopobui
3 KapTOHY

BWMNYCK Cepiii
KIHLLeBOro NpoayKTy
Ta anbTepHaTUBHE

BTOPWHHE
nakyBaHHs); Jlo3aH
dapma M'v6X
(Ewbax caiir),
HimeyunHa
(BUPOOBHUYIK,
BignoBigabHWi1 3a
nepBuHHeE,
BTOPVHHE
nakyBaHHS Ta
KOHTPO/Ib SKOCTI);
NozaH dapma M'm6X
(HoeHbypr caiiT),
HimeyunHa
(BMPOBHYK
[030BaHoi hopmu,
nepBuHHeE,
BTOPVHHE
nakyBaHHSA Ta
KOHTPO/Ib SKOCTI);
dapbin dPapma
v6X, HimeuunHa
(BUpPOGHYK
[030BaHOl chopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHS Ta
KOHTPO/b SKOCTi)

BHECEHHSAM iHhopMmaL,ii LWoA0 3a3HaYeHHS OAUHULD
BMMIipIOBaHHA y cuctemi Sl

262.

CAJTODPANbK

rpaHysun
racTpope3nCTeHTHI
NPOJIOHroBaHOI fji
no3r;no558r
rpaHyn y nakeri
«["paHy-CTuKC»; no
50 nakeTiB y Kopoobui
3 KapTOHY

Op. danbk
Papma
m6X

HimeyunH
a

Op. ®anck dapma
'm6X, HimeuunHa
(BignoBigansHuii 3a
BUMNYCK Cepiit
KiHLeBOro NpoAyKTY,
anbTepHaTBHe
BTOPWHHE
nakyBaHHs); Jlo3aH
dapma M'm6X
(Ewbax caiit),
Himeuunna
(BUPOGHUK,
BiANoBigabHMIA 3a
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI);

Himeuun
Ha

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM WoAo 6e3nekn/ehekTVBHOCTI Ta chapmakoHarnagy -
OHOBJIEHHA TEKCTY MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby 3
BHECEHHSAM iHGhopMaLil LLOA0 3a3HAYEHHS OAVNHULL
BMMIiptOBaHHA y cuctemi Sl

3a
peyenmom

UA/3745/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

NozaH ®apma Mm6X
(HoeHbypr caiiT),
Himeuunna
(BMPOGHYK
[o30BaHol hopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI);
dapbin Papma
vM6X, HimeuunHa
(BMPOBHYK
[030BaHoi hopmu,
nepBuHHeE,
BTOPUHHE
nakyBaHHS Ta
KOHTPO/1b SIKOCTI)

263.

CANODAINDbK

cynosuTopii
pekTanbHi no 500
Mr; o 5
CynosunTopiiB y
CTpuNi; No 2 CTpynm
B KOPOOLLi 3 KAPTOHY

Op. Panbk
Papma
M6X

HimeyunH
a

Bichop CA
LiBaiiHizepnaccyHr
Megixemi ETTiHreH,

LLiseiuapis

(BMpPOGHYMK
[030BaHol hopmu,

nepBuHHe Ta

BTOPWHHE

nakyBaHHs); [p.
Panbk Papma
Mv6X, HimewunHa
(BignoBifanbHWii 3a
BWMNYCK Cepiii
KIHLLeBOro NpoayKTy
Ta anbTepHaTuBHE

BTOPVHHE

nakyBaHHs1)

LLiBeliya
pisi/
Himeuun
Ha

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny -
3MiHM Woao 6e3neku/edhekTBHOCTI Ta chapmakoHarnagy -
OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
BHECEHHAM iHthopmav,ii LWOAO 3a3HAYEHHA OAUHULb
BMMIpIOBaHHA y cuctemi Sl

3a
peyernmom

UA/3745/03/02

264.

CEPPATA®

TabneTtku, BKPUTI
060/10HKOIO,
KMLUKOBOPO34MHHI N0
10 mr no 10
TabneTok y cTpuni,
no 1 ctpuny B
KapTOHHIA ynakoBLi;
no 10 TabneTtok y
cTpuni, no 1 ctpuny
B KapTOHHiiA
ynakosui, no 10
ynakoBOK Y KOpO6L;
no 10 TabneTtok y

KYCYM
XENTXKEP
NBT NTA

IHais

KYCYM XENTXKEP
MBT NTA

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
BHECEHHS 3MiH B cneuudikaLiio, B NoKasHUK SKOCTi «KinbkicHe
BU3HAYEHHSA», & came: BUPaXKeHHA NoKasHvKa B OAVHNLAX
akTusHocTi (Of/Tabnetky) Ta minirpamax (Mr) Ha Tabnetky. Mpu
LibOMY MeXi NoKa3HMKa He 3MIHWIMCS Ta BifnosigalTb
maTepiasiam peecTpauiiiHoro foCkbe; 3MiHW | TUMY - OHOBNEHHS
3aTBepmxeHoro MKH, a came BUKNafeHHS TEKCTY AePXKaBHOK
MOBOIO, 3liHO Cy4aCHUX BUMOT; 3MiHU | TUMNY - HE3HAYHI 3MiHN Y
MeTogax BUNPoBYyBaHHA 3a NOKA3HUKOM «PO3UYMHEHHS», a came:
BHECEHHS ONWCY NPUroTyBaHHA po3unHiB (0,1 M po3umH Kncnotu
X/I0PUCTOBOAHEBOT; 6opaTHuiA 6ydepHuii po3unH pH 9,0; 5 %
PO34MH TPUX/TOPOLITOBOT KUC/OTH; PO3YMH Ka3eiHy; CTaHAapTHUIA
po3uuH, hocchaTHo 6ydepHmMii po3umH pH 6,8; gocnimKyBaHuii

3a
peyenmom

UA/7966/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

cTpuni, no 3 cTpunu
Y KapTOHHiiA
ynakosLi; no 30
Tabnetok y 6nictepi
abo ctpuni; no 1
6nictepy abo
CTpUMY Y KapTOHHIiA
ynakosLi; no 30
TabneTok y ctpuni,

no 5 ctpunis y
KapTOHHIiA ynakoBL,i

PO34MH) Ta BHECEHHSI YMOB BUKOHaHHS aHauli3y [/11 NokasHuka
«PO34MHEHHNA», B 3B'A3KY 3i 3MiHOKO MeToAy aHani3y «KinbkicHe
BM3HAYEHHS», B YMOBaX SIKOro NpoBOANIOCA «PO3UYNHEHHS»,
npy YoMy CaM MEeTO[, BUKOHAHHS aHauidy nokasHuka
«PO3YMHEHHS» 3UTMLIAETLCA HE3MIHHUM; 3MiHW | TUNY -
He3HauHi 3MiHM y MeTofax BUNPOOyBaHHSA 3a MNOKa3HUKOM
«lpeHTudpikauin», a came: BHECEHHA ONUCY NPUrOTyBaHHSA
po3uuHiB (0,1 M po34MH KUCMOTU XI0PUCTOBOAHEBOI; GopaTHuii
6ycdepHnit po3unH pH 9,0; 5 % po3yMH TPUXTOPOLTOBOT
KNCNOTK; PO3UMH KaseiHy; CTaHAapPTHWIA PO3UMH) Ta BHECEHHS
YMOB BMKOHAHHS aHasi3y /1A NokasHuka «laeHTudikauis», B
3B'A3KYy 3i 3MiHOIO0 MeToAy aHanidy «KinbkicHe BU3HaYeHHs», B
ymMoOBax SKOro nposoguniacs «lgentudikauis», npn yomy cam
MeTO/, BUKOHaHHA aHas1i3y nokasHuka «laeHTudikauisy»
3/IMLIAETLCA HE3MIHHWM; 3MiHW | TUMY - HE3HAYHI 3MiHW Y
MeToAax BUNpobyBaHHSA 3a NOKa3HUKOM «OAHOPIAHICTb
[030BaHVX OAVHNULB», @ CaMe: BHECEHHS OnuCy NPUroTyBaHHA
po3umHiB (0,1 M po34unH KMCNOTY XSIOPUCTOBOAHEBOT; 60paTHUIA
6ydhepHnii po3unH pH 9,0; 5 % po34MH TPMXIOPOLTOBOI
KMCNOTK; PO3UMH KaseiHy; CTaHAapTHWIA po3ymnH, hocaTHo
6ychepHuii po3unH pH 6,8; foCnigKyBaHWA PO34MH) Ta BHECEHHS
YMOB BVIKOHaHHSA aHas1i3y 415 Noka3Huka «OAHOPIAHICTb
[1030BaHVX OAVHWLb», B 3B'A3KY 3i 3MiHOIO MeTOAY aHanisy
«KinbKiCHe BM3HAYEHHs», B yMOBax IKOro npoBoAna0cs
«OfHOPIJHICTb A030BAHNX OAUHNL», MPW YOMY Cam MeTog,
BMKOHaHHS1 aHani3y nokasHuka «OfHOPIAHICTb A030BaHKX
OAVHWLB>» 3a/INLIAETLCSA HE3MIHHUM; 3MiHW | TURY - 3MiHa
MeTOoAY KOHTPOJIH0 SIKOCTi 3a NOKa3HMKOM «KinbkicHe

BU3HAYEHHA». 3anponoHOBaHUIi MeTOA BU3HAYEHHS, 3a
ponomoroto BEPX € 6inbL cneyndivyHnM Ta TOUHUM, HiX
3aTBEPMKEHVIA METOZ, BU3HAYEHHS, 3a 0NOMOron Y ®-
cnekTpocoToMeTpii. JlaHa MeToamKa ii TOUHICTb, MiHIAHICTb,
NpaBWIbHICTb Ta iHWI BanigauiliHi xapakTepucTrkm

265.

CUNMBIA®

Kancynm
KNLUKOBOPO34UHi
TBepAi, no 30 mr; no
7 kancyn y bnictepi,
no 4 6nictepu B
nauuj

MpAT
"®apmauesT
nyHa chipma

"fapHuua”

YKpaiHa

BankaHdapma-

AynHnua AL

Bonrapi
A

BHECEHHS 3MiH 10 peecTpavyjiiiHix maTtepianis: 3miHu | Tuny -
3MiHM Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsamy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 3ilicHeHHSs hapmakoHarsgy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicCHeHHA dhapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkayaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucTemn dhapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsg,
MponoHoBaHa pepakuis: Typok B'auecnas B'suecnasosuy

3a
peyenmom

UA/18442/01/01

266.

CUMBIA®

Kancynu

MpAT

YKpaiHa

BankaHdapma-

Bonrapi

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu | Tuny -

3a

UA/18442/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KMLLKOBOPO3YMHI "®apmauesT OynHnusa AL A 3MiHM Woa0 6e3nekn/ethekTMBHOCTI Ta hapMakoHarisay. peyenmom
TBepAj, no 60 mr; no nyHa chipma BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHUX Npo cucTemy
7 kancyn y énictepi, "AapHnua” thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux npo cuctemy
no 4 6nictepu B thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0co6w, BiANOBIAA/IbHOI
nauui 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuKa Ansi 34iiicHeHHs hapmakoHarnsgy B
YkpaiHi, SIKLLO BOHa BigMiHHA Bif YNOBHOBaXKEHOT 0co6Mu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkouvawum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cmucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobm
3asBHVIKa, BigNoBigasIbHOT 3a hapmMakoHarnsg.
MponoHoBaHa pefakuis: Typok B'suecnas B'suecnaBoBuy
267. | CIPAYNNA iHranauisa nig, 'eHepukc Benuka 3M Xenc Kea Benuka BHECEHHS 3MiH 10 peecTpavljiiiHix maTtepianis: 3miHu | Tuny - 3a UA/17384/01/01
TUCKOM, CYyCMeH3is, (UK) Nimiteq | BputaHis Nimitep BpuTaHi 3MiHM LWoao 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnagy. 3MiHu peuyenmom
25 MKr/250 mkr/gosy, A Y KOPOTKi/i XapakTepucTuL,i slikapcbkoro 3acoby, TekcTi
no 120 fos B MapKyBaHHS Ta iIHCTPYKLiT AN MeAN4HOro 3acToCyBaHHA
iHranaTopi; no 1 reHepuYHMX/TibpraHNX/6ionoaibHNX Nikapcbkmx 3aco6iB nicns
iHransTopy B BHECEHHS Ti€l caMoi 3MiHW Ha pediepeHTHUIA Npenapar (3miHa He
KapTOHHIA Kopoo6Li notpebye HafaHHS XOAHVX HOBMX AOAATKOBUX AAHKX) - 3MiHU
BHECEHI [0 iHCTPYKLiT 415 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu: "®apmakosiorivyHi BAactmBocTi",
"B3aemogis 3 iHWK1MKN iKapcbKMKM 3acobamMu Ta iHLWi BUam
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs Yy
nepiog, BaritTHOCTi abo rogyBaHHs rpygat”, "Cnocio
3acTocyBaHHs Ta go3u", "MobiuHi peakuyii" BignoBigHO A0
iHhopmaLii WwoAo MeanyHOro 3acTocyBaHHs pepepeHTHOro
nikapcbkoro 3acoby (CEPETUA™ EBOXAJIEP™)
268. | CIPAYNNA iHranauia nig F'eHepukc Benuvka 3M Xenc Kea Benvka BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/17383/01/01
TUCKOM, CYCMeH3is, (UK) Nimiteq | BputaHia Nimitep BpuTaHi 3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy. 3MiHu peuyenmom
25 MKr/125 mkr/gosy, A Y KOPOTKi/i XapakTepucTuL,i flikapcbkoro 3acoby, TekcTi
no 120 fo3 B MapKyBaHHA Ta IHCTPYKLiT 4719 MeAWYHOro 3aCTOCYBaHHSA
iHranaTopi; no 1 reHepuUYHMX/ribpraHnX/6ionoaibHNX Nikapcbkmx 3acob6iB nicns
iHransTopy B BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar (3miHa He
KapTOHHI KOpO6L noTpebye HafiaHHs XXOAHNX HOBUX AOAATKOBMX AaHUX) - 3MiHU
BHECEHI [0 iHCTPYKLiT 415 MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginn: "®apmakosiorivyHi BAacTmBocTi",
"B3aemogis 3 iHWMMM NiKapcbKMM 3acobamMu Ta iHLWi BUam
B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS", "3acToCcyBaHHs Yy
nepiog, BariTHOCTi abo rogyBaHHs rpygat”, "Cnocio
3acTocyBaHHs Ta go3n", "MobivHi peakwyii” BignoBigHoO A0
iHhopmaLii Wwoa0 MeanyHOro 3acTocyBaHHs pepepeHTHOro
nikapcbkoro 3acoby (CEPETUA™ EBOXAJIEP™)
269. | CONNAAOEIH Tabnetku wmnydi; no | FnakcoCmit Benuka nakcoCmiTKnaiH Ipnangis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/12392/01/01
AKTUB 2 TabneTkun y KnsiiH BpuTtaHis [JaxrapsaH Nimiteq, | /peuis 3MiHV WoAo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy. peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
6araToLuapoBomy KoHcblomep IpnaHgin; ®amap BeeeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux Npo cuctemy
cTpuni; no 6 cTpunis Xernckep A.B.E. AHTOCa thapMakoHarnsagy (BBeAeHHs y3arasibHeHUX faHuX Npo cuctemy
Y KapTOHHii Kopobuyj; (FOK) nnaHT, Mpewis hapmakoHarnagy, 3miHa ynoBHOBaXXeHoi 0cobu, BiANOBIAa/IbHOI
no 4 Tabnetkn y TpelgiHr 3a 3[jiicHeHHA hapMakoHarnsay; KOHTaKTHOI 0coou 3
bararoLlapoBomMy Nimiten thapmakoHarnagy 3asiBHUKa A5 34iicCHEHHSA hapmakoHarnsgy B
cTpuni; no 3 ctpuna YkpaiHi, AKLLO0 BOHA BiMiHHA Bifi yNOBHOBaXKEHOT 0CObMU,
Y KapTOHHIli kopoobLi BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnagy (Bkaovaum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemn goapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT 0Co6u
3asBHUKA, BiANOBIAA/IbLHOI 3a hapMakoHarnsg;:
MponoHosaHa peaakuis — [ip. MleHc-Ynbpix LiTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX faHnx
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,
3MiHa HoMepy Ta MicLLe3Hax0MKEHHs MacTep-hainna
270. | cony- NOpOLLOK Ta MNPAN3EP CLA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/9891/01/01
KOPTE® PO3YMHHVK ANS IHK. MeHodekuypuHr 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
PO34UHY ON15 iH'EKUIA Benbris HB BBeneHHs1 abo 3MiHU A0 y3araslbHEHUX AaHWX NPo cucTemy
no 100 mr/2 mn, thapmakoHarnsgy (BBeAeHHs y3araslbHeHVX aHux npo cuctemy
MOPOLLIOK Ta 2 M/ thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
po34MHHMKa (cnupT 3a 3iiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
6eH3nnosuii (9 hapmakoHarnagy 3assHuka Ans 3aiicHeHHa dyapmakoHarnsgy B
mr/mn), Boga gns YkpaiHi, SIKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0co6wu,
iH'ekii) y donakoHi BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkovaoum
Tmny Act-O-Vial y KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLLEeHHI macTep-daiina
KapTOHHIA KopoobLi cmucTeMu hapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobum
3as1BHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS (hapmakoHarnsay:
MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXEHOI 0CO6U
3asBHUKA, BiANOBIAANLHOI 3a 34iiCHEHHS (hapMakoHarnsgy
271. | cony- MOPOLLOK Ta NMeANIEP CLIA EclxiEc a6 Benbris BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3mMiHu | Tuny - 3a UA/2047/01/01
MEAPON PO3YMHHUK AN IHK. CaiimoH CA, 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
PO34UHY A5 iH KLt Benbrist (KOHTPOb BBeneHHs1 abo 3MiHU A0 y3arasibHEeHUX AaHWX NPO cucTemy
no 40 mr/mn; 1 AKOCTi NPV BUMYCKY thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX aHux npo cuctemy
donakoH Tuny Act-O- Ta nig vac thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
Vial (4BOEMHiCHWI cTabinbHOCTI); 3a 3[jlicHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
hnakoH) 3 Mdpaizep thapmakoHarnagy 3asBHuka Ans 3aiicHeHHa dpapmakoHarnsgy B
NMOPOLLUKOM Ta MeHtohekyypuHr YkpaiHi, SKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,
PO34MHHMKOM (BO4A Benbria HB, Benbris BiANOBIAA/IbHOI 3a 34iliCHEHHS hapmakoHarnsgy (Bkavaoum
Ans iv'ekuin) no 1 (BUpPOGHMLTBO, KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLLeHHI macTep-dalina
MY KapTOHHIl nakyBaHHS, cucteMu dpapmakoHarnsgy) - 3MiHa ynoBHOBaXKeH0i 0cobu
Kopobui KOHTPO/Ib SIKOCTI, 3asIBHUKA, BiANOBIAA/IbLHOI 3a 34iicCHEHHS (hapmakoHarnsay:
BMNYCK cepil) MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXEHOI 0CO6U
3asBHUKA, BiANOBIAANLHOI 3a 3iiCHEHHS (hapMakoHarnsgy
272. | cony- MOPOLLOK Ta NeAN3EP CLA EcxiEc lab Benbris BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/2047/01/02
MEAPON PO34YMHHVWK ANs IHK. CalimoH CA, 3MiHM LWoA0 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay. peyenmom




139

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
PO34nHYy A5 iH ek Benbria (koHTposb BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO CUCTeMy
no 125 mr/2 mn; 1 AKOCTI NPV BUNYCKY dhapmakoHarnsgy (BBefeHHs y3araibHeHUX faHux npo cucTemy
thnakoH Tuny Act-O- Ta nig vac hapmakoHarnagy, 3miHa ynoBHOBaXXeHoi 0cobu, BiANOBIAa/IbHOI
Vial (ABOEMHiCHWI cTabinbHOCTI); 3a 3[jiicHeHHA hapMakoHarnsay; KOHTaKTHOI 0coou 3
oNnakoH) 3 Mdpaiizep thapmakoHarnagy 3asiBHUKa A5 34iicCHEHHSA hapmakoHarnsgy B
MOPOLLKOM Ta MeHtoekuypuHr YkpaiHi, AKLLO0 BOHA BiMiHHA Bifi yNOBHOBaXKEHOT 0CObMU,
PO34YMHHMKOM (BOAA Benbris HB, Benbris BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnagy (Bkaovaum
Ans iH'ekuiid) no 2 (BUpO6HMLTBO, KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
MY KapPTOHHIM nakyBaHHs, cucTemn goapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT 0Co6u
Kopobui KOHTPO/Ib SKOCTI, 3aABHVKa, BiANOBigaNbHOI 3a 34jiICHEHHS hapMakoHarsay:
BUNYCK cepir) MponoHoBaHa pepakuin: bapbapa [e bepHapai/ Barbara De
Bernardi. 3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3asBHMKa, BiANOBIAANBHOI 3a 34iiCHEHHS chapmakoHarnsgy
273. | cony- NMOpPOLLOK Ta MOAN3EP CLIA EcOxiEc a6 Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/2047/01/03
MEAPO/N PO3YMHHKK ANA IHK. CaiimoH CA, 3MiHVM Woa0 6e3nekn/ethekTMBHOCTI Ta hapMakoHarisay. peyenmom
pO34MHYy A5 iH ek Benbria (koHTposb BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cUcTemy
no 1000 mr; 1 SAIKOCTi NpY BUNYCKY chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux npo cucTemy
h/1aKOH 3 MOPOLLKOM Ta nig vac hapmakoHarnagy, 3miHa ynoBHOBaXXeHOi 0cobu, BiANOBIAa/IbHOI
Ta 1 chnakoH 3 cTabinbHOCTI); 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
PO34YMHHMKOM (CnupT Mdcpaiizep chapmakoHarnsgy 3asBHUKa ana 3aiicHeHHs hapMakoHarnagy B
6eH3unnoBun (9 MeHohekUypuHr YKpaiHi, SIKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeHOI 0cobw,
mr/mn), Boga gns Benbris HB, Benbris BiANOBIAa/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy (Bkovaoum
iH'ekuiit) no 15,6 mn (BUpO6GHMLTBO, KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
Y KapTOHHIl Kopobui nakyBaHHs, cucTemn gpapMakoHarnsay) - 3MiHa ynoBHOBaXKeHOT 0co6u
KOHTPO/Ib SKOCTI, 3asBHUKA, BiANOBIAA/ILHOI 3a 34iliCHEHHS hapmakoHarnagy:
BUNYCK cepil) MponoHoBaHa pepakuin: bapbapa [e BepHapai/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOB&XEHOI 0CO6M
3a8BHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy
274. | cony- NMOPOLLOK Ta MOAN3EP CLA EcOxiEc a6 Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/2047/01/04
MEAPON PO3YMHHUK ANA IHK. CaiimoH CA, 3MiHVM Woa0 6e3nekn/etekTMBHOCTI Ta hapMakoHarisay. peyenmom
PO3YMHY A5 H'EKLiA Benbris (KOHTPONb BBeieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
no 500 mr; 1 chnakoH AKOCTI MPpW BUNYCKY chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnx npo cucTemy
3 nopowukom Ta 1 Ta nig vac thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coby, BiANOBiAa/IbHOI
onakoH 3 cTabinbHoCTI); 3a 3[jiicHeHHA hapMakoHarnsay; KOHTaKTHOI 0cobu 3
PO34YMHHMKOM (CnupT Mdcpaiizep thapmakoHarnsgy 3asBHuKa ana 3aiicHeHHs hapMakoHarnagy B
6eHsunnoBuin (9 MeHohekUypuHr YKpaiHi, SKLLO BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
mr/mn), Boga ans Benbria HB, benbrisa BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy (Bkouvaoum
iH'ekuili) no 7,8 mn y (BUpOGHMLTBO, KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
KapTOHHI KOpooLyi nakyBaHHs, cucTemn ghapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0Co6u
KOHTPO/1b SIKOCTI, 3asBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS (hapmakoHarnagy:
BMNYCK cepil) MponoHoBaHa pepakuin: bapbapa [e BepHapai/ Barbara De
Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS thapMakoHarnsgy
275. | COH-HOPMA | rpadynimno10ry MpAT YKpaiHa MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3MiHuW | Tuny - 6e3 UA/3828/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
neHani "HauioHanb lomeonaTuyHa 3MiHM Woa0 6e3nekn/ethekTMBHOCTI Ta hapMakoHarisay. peyenma
nosniMepHomy; no 1 Ha Cninka" BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
neHany B nauuj 3 Fomeonatuy thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux npo cuctemy
KapToHy Ha Cninka" thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0co6w, BiANOBIAA/IbHOI
3a 3ificHeHHs dhapmakoHarnsay; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuKa Ansi 34iiicHeHHs hapmakoHarnsgy B
YkpaiHi, SIKLLO BOHa BigMiHHA Bif YNOBHOBaXKEHOT 0co6Mu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkouvawum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina
cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBA&XEHOI 0CO6M 3as1BHMKA, BiAnoBiga/ibHOT 3a
3ailicHeHeHs hapmakoHarnaay
276. | COTANoOnN Tabnetku no 160 wr; CaHpo3 CnoBeHis Nek C.A. , Monbwa MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasliB: BUNpaB/eHO 3a UA/4449/01/03
CAHAO3® no 10 TabneTtok y dapmacboTi (nepBuUHHE i / TEXHIYHY NOMU/IKY B TEKCTI MapKyBaHHA BTOPUHHOT ynakoBku J13. peuyenmom
6nicTepi; no 5 Kan3 A.4. BTOPVHHE Himeuun 3ATBEPIPKEHO: 12. HOMEP PEECTPALIHOIO
6nicTtepiB y nakyBaHHs, BUMYyCK Ha MOCBIAYEHHA P. M. Ne UA/4449/01/02; 3ANPOMNMOHOBAHO:
KapTOHHIlA KOpooLi cepii); Cantotac 12. HOMEP PEECTPALIVIHOIO MOCBIAYEHHSA P. M. Ne
dapma M'vbX, UA/4449/01/03
HimeuunHa 3a3HayeHe BUNpaB/IEHHS BigNoBigae apXiBHUM MaTepianam
(BMPOGHMLITBO 3a peecTpauiiiHoro Aocke
MOBHWM LMK/IOM)
277. | CNUPT pO34uH Ans TOB Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3mMiHu | Tuny - bes UA/18074/01/01
KAM®OPHU 30BHILUHLOrO "papma Yepkac" 3MiHM Woao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnagy - peyenma
n 3aCTOCYyBaHHS, Yepkac" OHOBJ/IEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
cnupToBuin 10%, no BHECEHHAM iHchopMmav,ii LWoAO 3a3HaYeHHS OAUHULIb
40 mn y chnakoHax BMMIpIOBaHHA y cuctemi Sl
278. | CTEPO®YHA | po3uuH Ans iHdysii; B. bpayH HimeuunH B. BpayH Megikan Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3MiHW | TNy - 3a UA/9618/01/01
VH ISO no 250 mn, 500 mn, Menb3yHreH a CA, IcnaHis; B. LLiBeliya nofaHHsA HOBOro cepTudikaTy BifgNoBIAHOCTI €BpONENCHKil peuyenmom
1000 mny Al BpayH Megukan CA, pis/ thapmakonei Ne RO-CEP 2018-029-Rev 01 Big 3aTBepKEHOr0
nonieTnieHoBomy LBeliuapis; Himeuun BMpo6HUKa APl HaTpito aueTaty Tpurigpaty BUpo6HULITBa
KOHTelHepi; no 10 Brnpo6HMUTBO, Ha Niacet BV, Higepnanan
KOHTelHepiB y nepBuHHa Ta
KapTOHHI Kopo6Lyj; BTOPMHHA ynakoBkKa,
no 250 mn, 500 mn, Bunyck cepii: b.
1000 mny BpayH Menb3yHreH
naacTMKoBoMy Al', HimeuuuHa,;
MilKy; no 10 miwkis KoHTponb cepii: b.
Y KapTOHHi Kopoobui BpayH Menb3yHreH
Al, HimeuynHa
279. | CTOAANB® cupon; no 200 mn y BYAPOH ®paHuisa BEYAPOH ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasli: BUNpaB/eHO 6e3 UA/9346/01/01
dhnakoHi; no 1 TEXHIYHI NOMW/IKN Y TeKCTi MapKyBaHHS YNakoBKW NiKapCbKOro peuenma

oNakoHy 3 MipHOH
YallKo B mavuj

3aco6y: 3anponoHosaHo: 2. KIJTIbKICTb AIKOUOl PEYHOBUHN
CKNAZ, 100 r (g) cupony mictaTb: Antimonium tartaricum 6CH
0,95 r (g), Bryonia 3CH 0,95 r (g), Coccus cacti 3CH 0,95 r (g),
Drosera MT 0,95 r (g), Ipeca 3CH 0,95 r (g), Myocardium 6CH
0,951 (@), Pulsatilla 6CH 0,95 r (g), Rumex crispus 6CH 0,95 r
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
(9),
Spongia tosta 3CH 0,95 r (g), Sticta pulmonaria 3CH 0,95 r (g)
4, NIKAPCbKA ®OPMA TA KIJIbKICTb OAVHNLb B
YNAKOBL|
200 mn (ml) cupony y donakoHi 3 MipHOK YallKow. 3a3HaveHe
BUNpaB/IeHHA BiAMNOBIfAE MaTepiasiaM peecTpaLiiHoro Aocke
280. | CTPEC-TPAH | rpaHynuno 10ry MpAT YkpaiHa MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH 10 peecTpavyjiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/3829/01/01
neHani "HauioHanb [omeonatnyHa 3MiHM Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsamy. peuenma
nosimepHomy, no 1 Ha Cninka" BBegeHHs1 abo 3MiHM A0 y3arasibHEHUX JaHWX NP0 cUcTemy
neHasty B navj Fomeonatuy dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucTemy
Ha Cninka" thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOT
3a 3ilicHeHHSs hapmakoHarsgy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuUKa AN 34iicCHeHHA dhapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOi ocobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkuvaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3filicHeHeHs dhapmakoHarnsay
281. | TABAKYM- rpaHynn no 10 ry MpAT Ykpaina MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/8408/01/01
nnroc neHani "HaujioHanb FomeonatnyHa 3MiHW WoA0 6e3nekn/edeKTNBHOCTI Ta hapMakoHariagy. peyenma
noniMepHomy a6o Ha Cninka" BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHUX Npo cucTemy
dhnakoHi 3 kpuwkoto, | Fomeonatuy chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnx npo cucTemy
y nauui 3 kKapToHy Ha Cninka" thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAa/IbHOI
3a 3fiiCHeHHs dhapmakoHarnsgy; KOHTakTHOI ocobm 3
thapmakoHarnsgy 3asBHuKa ana 3aiicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0cobMu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy (Bka4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-thaiina
cucTemMn chapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3asBHMKA, BigNoBifabHOT 3a
3giicHeHeHs dpapmakoHarnsgy
282. | TABErIN PO34MH ONs iH'EKUIN, CK LLIseliyapi Takega ABCTpis ABCTpIst BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/1238/01/01
1 mr/Mnno2wmnBs KoHcblomep A m6X 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
amnyni; no 5 a6o 10 Xenckep BBeneHHs abo 3MiHU A0 y3araslbHEHUX AaHWX NPO cucTemy
amnys y KapTOHHii C.A. dhapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucremy

KopoobLi

thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI 0co6u, BiANOBiAa/IbHOI
3a 3fiicHeHHs hapmakoHarnsay; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa 4ns 34iliCHeHHs hapmakoHarisgy B
YkpaiHi, SIKLLO BOHa BigMiHHA Bifi yNOBHOBaXKeHOT 0cobu,
BiNOBigaNbHOI 3a 3iliCHEHHS hapmakoHarnsay (Bkaoyatoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLleHHI macTep-daiina
cucteMu dpapmakoHarnsgy) - 3MiHa ynoBHOBaKeH0i 0cobu
3asBHMKA, BiANOBIAabHOI 3a thapmakoHarnsag: MNponoHosaHa
pepakuis — Ap. NeHc-Ynbpix LWtermanH / Dr. Jens-Ulrich
Stegmann, MD. 3MiHa KOHTaKTHUX AaHWNX YNIOBHOBAXEHOI 0Co6M,
BiAANOBIAa/IbHOI 3a hapmakoHarnsg. 3MiHa Homepy Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
MiCLie3HaxXOKEHHS MacTep-haina
283. | TABIH-EM TabneTtku, BKPUTI Emkyp IHais Emkyp IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/18111/01/01
nNiBKOBOIO dapmacbHoTi dapmacbroTikasnc 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta hapmakoHariagy. peyenmom
060/10HKO0, N0 300 Kanc Jitg, na BeefieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cuctemy
mr/200 wr, no 30 hapMakoHarnsaay (BBeAeHHs y3arasibHeHUX faHuX Npo cucTemy
Tabnetoky hapmakoHarnagy, 3miHa ynoBHOBaXXeHOi 0co6u, BiANOBIAa/IbHOI
n1acTMKoOBOMY 3a 3[jlicHeHHa hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hNakoHi, o thapmakoHarnagy 3asiBHUKa 151 34iicHeHHA hapmakoHarnsgy B
MiCTUTb KOHTEHep 3 YKpaiHi, SIKLO BOHA BiAMIHHA Bif, YNOBHOBa)XeHOI 0cobw,
cunikarenem, no 1 BiANOBIAa/IbHOI 3a 34iliCHEHHS dhapmakoHarnsgy (Bkovaoum
naacTUKOBOMY KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
hnakoHy y cucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT ocobum
KapTOHHIA ynakoBL,i 3asBHUKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
MponoHoBaHa pepakuis: Dr. Neha Vala. 3MiHa KOHTaKTHUX
[AaHVX yNOBHOB&XeEHOI 0CO6M 3asBHMKa, BigNoBiganbHOI 3a
papMakoHarnsg
284. | TAUBEPB™ TabneTtkn, BKPUTI Hosapric LLiBeiiuapi "nakco Bennkom Icnanis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/8847/01/01
nNiBKOBOO Papma Al ] C.A., IcnaHis Benuka 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy - peyenmom
o060n0Hkoto, no 250 (nepBuHHa Ta BputaHi 3amiHa po3gainy «padiiyHe 0hopMIEHHS YNakoBKU» Ha PO34in
mr; no 10 a6o no 12 BTOPMHHA YyNakoBKa, A «MapKyBaHHs» A5 NEPBUHHOI Ta BTOPUHHOI YNakoBKu AN
TabneTtok y 6nictepi; [L,03BiN Ha BMNYCK Tabnetok Ne 70 Ta Ne 84 B 6nicTepax Ta 4151 NEPBUHHOT
no 7 6nictepiB y cepii); Mnakco ynakoBku, ans Tabnetok Ne 70 Ta Ne 84 y chnakoHax; BHeceHHs
KapTOHHI KopobLyj; OnepeiiwHc HOK 3MiH 0 po3ainy «MapkyBaHHA» A1 BTOPUHHOI YNakoBKu
no 70 a6o no 84 Nimitea, wo Tabnetok Ne 70 Ta Ne 84 y chnakoHi: 3anponoHOBaHo: po3gin
TabneTkn y priakoHi; 3[jicHI0E «MapkyBaHHs» MapKyBaHHSA. 3rigHO 3aTBEP)KEHOTO TEKCTY
no 1 donakoHy B KomepLiiiHy MapKyBaHHS. 3aTBEPAKEHHS TEKCTY MapKyBaHHSA yNakoBKu
KapTOHHI KopoobLi LISNbHICTb AK NiKapCbKOro 3acoby i3 3a3Ha4YeHHSAM MKHApPOAHUX MO3HAYeHb
"nakco Bennkom OAVNHULIb BUMIPIOBaHHSA
OnepeiiwHc,
Benuka bpuTaHis
(BMpPOGHMLTBO 3a
NOBHUM LK/IOM)
285. | TA®/IOTAH® | kpanni o4Hi, 15 CaHTeH AT DiHNAHAIA Hekctdapma AT, diHnAHg BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/9952/01/01
MKr/mn; no 0,3 mny PiHNAHAIA in 3MiHM 3 SIKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOrO peyenmom
TIOOWK-KpanenbHuLj; (BMPOBHYK nikapcbkoro 3acoby. 3MiHa y MeTofax BUNpo6yBaHHsl roTOBOro

no 10 Tobumk-
KpanesnbHULUb y
nakeTi i3 onbru; no
3 naketn B
KapTOHHIlA KopooLi

BignoBiAa/IbHMiA 3a
BMPOGHULITBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib AIKOCTI);
CaHTeH AT,
PiHNAHAIA
(BUPOOBHYK,
BigNoBiAa/IbHMI 3a
BUMYCK cepil)

NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHMX MeTogax
BMNPOOYBaHHS) - He3Ha4YHa 3MiHa A1 TecTy «KisbkicHe
BU3HAYEHHS», a CamMme BHECEHHS AianasoHy A4S yacy
XpomaTtorpadyBaHHS - fiana3oH Bu3HaveHHs: Big RRT 0,36 go
40 XBWIWH; 3MiHU | TUNY - 3MiHK 3 SIKOCTi. [OTOBWIA NiKapCcbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapCbKoro 3acoby - nepeknaz,
TekcTy MKS Ha ykpaiHCbKy MOBY, BiZMNOBiZHO A0 Ail040ro
3aKoHOJaBCTBA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
286. | TEHOXOMN TabneTku, BKpUTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/13279/01/01
nNiBKOBOIO dapmacbioT PapmacbloTUKanc 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peyenmom
060/10HKO10, No 300 nKasnc Nimitep OHOB/1IEHHSI TEKCTY MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby 3
mr, no 30 TabneTok NimiTen BHECEHHSAM iHthopMmaL,ii LWoA0 3a3HaYeHHS OAUHULD
y thnakoHi, no 1 BUMIiptoBaHHA y cucteMi Sl. 3amiHa po3giny «IpadivHe
chnakoHy B 300paXeHHs yNakoBK/» Ha po3ain «MapkysaHHsA» MKA /13:
KapTOHHI ynakoBsL,i 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. TepMiH BBeA,eHHSA 3MiH NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHS
287. | TEHOXOMN-E TabneTku, BKpUTI Makneogc IHais Makneopc IHais BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/13280/01/01
nNiBKOBOIO dapmacbioT PapmacbloTUKanc 3MiHM Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy - peuyenmom
060/10HKO10, Mo 300 nKasnc Niviteq OHOB/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby 3
mr/200 wr; no 30 NimiTen BHECEHHSAM iHhopMaL,ii LWoA0 3a3HaYeHHS OAUHULb
Tabnetok y hNakoHi, BUMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH 10 po3ainy
no 1 donakoHy B «MapkyBaHHA» MKA /13: 3anponoHosaHo: MAPKVPOBKA
KapTOHHIA ynakosLi CornacHo yTBepXAeHHOMY TEKCTY MapKMpOBKU. TepMiH
BBEJEHHS 3MiH MPOTAroM 6 MicALiB NicNA 3aTBEPAKEHHS
288. | TEPA®D/IO NMopoLUOK AN CK LLsefiuapi JENBb®APM ®paHuisa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/5797/01/01
EKCTPA 3I OPa/IbHOTO PO3YUHY; KoHcblomep A OPJIEAH 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peuyenma
CMAKOM 1 naket 3 Xenckep BBeneHHs1 abo 3MiHU A0 y3araslbHEHUX AaHWX NPO cucTemy
JNIMMOHA nopowkom; 10 C.A. hapMakoHarnsay (BBeAEHHS y3arasibHEHNX JaHUX NPO CUCTEMY
nakeTiB 3 NOPOLLKOM thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
Y KapTOHHili kopobLi 3a 3[jlicHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuka Ans 3aiicHeHHa dapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkouvaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLeHHI macTep-dalina
cucteMu dpapmakoHarnsgy) - 3MiHa ynoBHOBaXKeH0i 0cobu
3as1BHVIKa, BignoBiga/IbHOI 3a thapMakoHarnsg:
MponoHoBaHa pegakuis — [p. MeHc-Ynbpix LiTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOBaXEHOT 0CO6M, BiANOBILaNbHOI 3a thapmakoHarniag,
3MiHa HoMepy Ta MicLe3HaxoMKeHHs macTep-hainna
289. | TELUEHTPUK KOHUeHTpaT ans ®.XocpcpmaH | LUBeiiuapi Brpo6HMLUTBO Himeyun BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu Il Tuny - 3a UA/15872/01/01
® pPO34unHy Ana H-J1a Powu a Hepo3acoBaHol Ha/ 3MiHU WoA0 6e3nekn/eddeKTUBHOCTI Ta hapMakoHariagy. peyenmom
iHdpysili no 1200 NTp, NPoAYyKLUii, nepBuHHe | LUBeiua BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB Buaadi
Mr/20 mn, no 20 mn nakyBaHHs, pis peecTpaLiiiHoro NocBigYeHHs, BkIoYakum MNnaH ynpasiHHA
y donakoHi; no 1 BMNPO6YBaHHSA pv3vkamm (3acTocyBaHHs 3MiH(M), Aki(a) BUMaratoTb(€)

donakoHy y
KapTOHHIlA KopooLi

KOHTPOJIO AKOCTI:
Pow fiarHocTuke
vM6X, HimeuunHa
Bupo6bHMLTBO
Hepo3acoBaHol
nNpoAyKLjii, NnepsuHHe

noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK, LLLO
MatoTb HafaBaTUCA KOMNETEHTHUM OpPraHoM, OCKINIbKM
BMMAraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHom) -
3a8BHUKOM HaJaHO OHOB/IEHWI NaH YNpaBiHHA pUsnkamu
Bepcia 16,0. 3miHW BHeceHOo A0 YacTuH Il «MnaH 3
hapmakoHarnsgy», VI «Pestiome nnaHy ynpasniHHA pU3MKamMmn»,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
nakyBaHHs, VIl «QopaTku» y 3B'A3Ky 3 OHOB/IEHHAM iHhopMaL,i Woao
BTOPVHHE nicnspeecTpauiiHnx focnimkeHs 3 6e3neku
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOIO AKOCTI,
BUMNYCK cepil:
®.XohpmaHH-/15
Pow NlTa,
Leliuapis
290. | TELEHTPUK KOHLeHTpaT Ans ®.XocpcpmaH | LUBeiiuapi Brpo6HMLUTBO Himeuun BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3MiHu Il Tuny - 3a UA/15872/01/02
® pO34uHy aons H-/19 Powwu A Hepo3acoBaHol Ha/ 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom
iHcby3ili no 840 nrp, npoaykuii, nepsuHHe | LLBseliua BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAadi
mr/14 mn no 14 mny nakyBaHHs, pist peecTpauiiHoro NocBigYeHHs, BkIoYatoum MNnaH ynpas/iHHA
donakoHi; no 1 BMNPOGYBaHHSA pu3nKamm (3acTocyBaHHS 3MiH(1), Aiki(a) BUMararoTb(€)
donakoHy y KOHTPO/IO SKOCTI: NnoAasTbLIOro 06r'pyHTYBaHHSA HOBMMU [OAATKOBUM JAaHUMU, L0
KapTOHHIA Kopoo6Li Pow [iarHocTuke MatoTb HaJaBaTUCA KOMNETEHTHM OpraHoM, OCKIfIbK/
v6X, HimeuunHa BMMaraeTbCsl CyTTEBA OLliHKA KOMMNETEHTHUM OpraHoMm) -
Brpo6HMUTBO 3a5BHVKOM HaiaHO OHOBJ/IEHUI NAaH yNpasniHHA pusnkamm
Hepo3dacoBaHoi Bepcis 16,0. 3miHM BHeceHo Ao yacTuH Il «MnaH 3
NPOAYKLi, NepBUHHE chapmakoHarnsgy», VI «Pestome nnaHy ynpasniHHS pusnkammn»,
nakyBaHHs, VIl «lopatkv» y 3B'A3Ky 3 OHOBMIEHHAM iHhopMaLlii Woa0
BTOPUHHE nicnspeecTpauiiHnx gocnimxkeHsb 3 6e3neku
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYyCK cepil:
®.XothpmaHH-/15
Pow NTa,
LLiBeiiapis
291. | TEUEHTPUK KOHUeHTpaT Ans & . XotpdpmaH | LUseiiuapi Brpo6HMLUTBO Himeuun BHECEHHS 3MiH 40 peecTpaLiinHux MmaTepiasis: 3MiHu Il Tuny - 3a UA/15872/01/01
® pO34uHy aoNns H-/19 Powwu A Hepo3acoBaHol Ha/ 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
iHcpysiii no 1200 nTp, npoaykuii, nepsuHHe | LLBeliua BHeceHHs abo 3miHa(1) A0 3000B'A3aHb Ta YMOB Buaadi
Mmr/20 mn, no 20 mn nakyBaHHs, pist peecTpauiiHoro NocBigYeHHs, BKIoYatoumn MNnaH ynpasiHHA
y thnakoHi; no 1 BMNPOGYBaHHSA pu3nKamm (3acTocyBaHHs 3MiH(1), Aki(a) BUMararoTb(€)

donakoHy y
KapTOHHI KopoobLi

KOHTPOJIIO AKOCTI:
Pow fliarHocTuke
rm6X, HimewunHa
BupobHMLTBO
Hepo3dacoBaHol
NPOAYKLUiT, NepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/HO SIKOCTI,
BUNYCK cepii:
& . XodhpmaHH-/15
Pow NlTa,

NnoAasIbLIOro 06I'PYHTYBaHHS HOBUMU OAATKOBUM JAaHUMU, L0
MatoTb HaJaBaTUCA KOMNETEHTHUM OPraHoM, OCKiNbK/
BMMAaraeTbCs CyTTEBA OLjiHKAa KOMNETEHTHUM OpraHom) -
3asIBHNKOM HajaHO OHOBJ/IEHUIA NaH ynpaBiHHA pusnkamm
Bepcis 13,1. 3MiHM BHECEHO [0 BCiX YacTWH Yy 3B'A3KY 3
KOHconigauieto iHdopmaii, wo 6yna npeactasneHa B MNyPax
Bepcia 13.0 Ta Bepcisa 16.0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
LLIBeliyapis
292. | TEUEHTPUK KOHUeHTpaT ans ®.XocpcpmaH | LUBeiiuapi BupobHMLTBO Himeyuu BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu Il Tuny - 3a UA/15872/01/02
® pO3YuHy AN H-/19 PoLu A Hepo3sdacoBaHoi Ha/ 3MiHM Woa0 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay. peyenmom
iHcpy3iii no 840 nTg npoaykuii, nepsuHHe | LUBeliua BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAadi
Mr/14 mn no 14 mny nakyBaHHs1, pis peecTpaLiiHoro NocBigYeHHs1, BK/ItoYatoum MNnaH ynpas/iHHA
thnakoHi; no 1 BMNPOGYBaHHSA pv3vkamm (3acTocyBaHHA 3MiH(1), Aki(a) BUMaratoTb(€)
donakoHy y KOHTPO/IO AKOCTI: noAasibLIOro 06I'PYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK, LLLO
KapTOHHIA KOpo6L Pow fjarHocTuke MalTb HafaBaTNCA KOMNETEHTHUM OpraHoM, OCKINTbKY
v6X, HimeuunHa BMMara€eTbCsl CyTTEBA OLliHKA KOMNETEHTHUM OpraHoMm) -
Bnpo6HuuTBO 3a8BHUKOM HafaHO OHOB/IEHWI NaH YNpaBiHHA pusnkamu
Hepo3acoBaHol Bepcia 13,1. 3mMiHM BHECEHO [0 BCiX YaCTUH Yy 3B’A3KY 3
NPOAYKLUii, NepBUHHE KOHconigauieto iHhopmauii, Wwo 6yna npeacrasneHa B MNYyPax
nakyBaHHs, Bepcis 13.0 Ta Bepcis 16.0
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOI0 AKOCTI,
BWMNYCK cepil:
®.XohpmaHH-/15
Pow NlTa,
LLiseiuapis
293. | TEUEHTPUK KOHUeHTpaT ans ® . XopcpmaH | LUBeiiuapi Brpo6HMUTBO Himeyun BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/15872/01/01
® pO34nHy ons H-/19 Powwu A Hepo3acoBaHol Ha/ 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peuyenmom
iHchy3iii no 1200 nrp, npoaykuii, nepsuHHe | LLBeliua OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW NlikapCbKoro 3acoby 3
mr/20 mn, no 20 mn nakyBaHHs, pis BHECEHHAM iHdhopMaLiil LWOoA0 3a3HAYEeHHSA OAVHULD
y thnakoHi; no 1 BMNPOGYBaHHS BMMIpIOBaHHA y cuctemi Sl. BBeeHHS1 3MiH NpoTAroM 6-Tu
donakoHy y KOHTPOJHO SIKOCTI: MiCAILiB MicNs 3aTBEPAKEHHS
KapTOHHIA KopoobLi Pow fiarHocTtuke
vM6X, HimeuunHa
Brpo6HMLUTBO
Hepo3acoBaHol
NPOAYKLUii, NepBUHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/I0 AKOCTI,
BUNYCK cepi:
®.XothpmaHH-/15
Pow /Ta,
LBeiiuapis
294. | TUrAuMn NMopOoLIOK ANs NeAN3EP CLIA Baet Negepne ITanis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHu |l Tuny - 3a UA/12347/01/01
PO34unHYy Ana EVY.CLMIL. C.p.J1., Itanisa 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEAVYHOIO 3aCTOCYBaHHSA peyenmom
iHpy3iii no 50 mr 10 KOPTOPEW (Bpo6HULTBO nikapcbKoro 3acoby Ao posginy "Bsaemogis 3 iHwWyMm
oNakoHIB 3 LLIH npogykuii in bulk, nNiKkapcbknmy 3acobamu Ta iHWI BUAM B3aEMOZIN" BignoBigHO 40

MOPOLLKOM Y naui 3
KapToHy

nepByHHE Ta
BTOpUHHE
nakyBaHHA,

3aTBepmxeHoi CHMP EMA iHdopmauii Wwoao0 ogHo4YacHoro
3aCTOCyBaHHA NikapcbKoro 3acoby 3 iHribitopamm
KaUIbLIMHEBPVHY. BBEAEHHSI 3MiH MPOTArOM 6-TW MicALUIB nic/s
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KOHTPO/Tb AKOCTi Ta 3aTBEPAKEHHS;
BUNYyCK cepii); 3MiHu |l TUNY - 3MiHWM BHECEHO A0 IHCTPYKUIT 4151 MeAUYHOIO
MaTeoH ITania 3acTocyBaHHSA NiKapcbkoro 3acoby Ao po3ainy "OcobamnBocTi
C.n.A., lTanis 3acTocyBaHHs", «[0oGiyHI peakyjii» BiANOBIAHO A0 3aTBEPAKEHOT
(B1pOGHMLTBO CHMP EMA iHdhopmalii. BBeieHHA 3MiH NPOTArom 6-Tv MicsiLis
npoaykuii in bulk, nicns 3aTBeppkKeHHs
nepBuHHe
nakyBaHHs,
KOHTPO/Ib SIKOCTI);
tOpodpiHc-baiionab
C.p.n., Itania
(mocnimKeHHs
CTEepPW/IbHOCTI)
295. | TONAMAKC® | kancynu no 25 wr; TOB Ykpaina Anccen Opto I1C, cuwA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/4144/01/02
no 28 kancyny "[IXOHCOH i CLUA (B1p0o6HMLTBO ITanis 3MiHM 3 AkocTi. CepTudikart BignosigHocTI/IE-cepTudikar peyenmom
thnakoHi; no 1 [xoHCOH Hepo3dacoBaHoro BiANOBIAHOCTI EBponeiickkili hapmakonei/moHorpadii. 3MiHu,
donakoHy B YkpaiHa" NPoAYyKTY); AAHCCEH- NnoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiNOBIAHICTb A0
KapTOHHIW nayu,i Cinar C.n.A,, Itania MoHorpadii Y abo €sponeicbkoi hapmakonei, abo iHLwoi
(nepBuHHa Ta HavjioHanbHOI thapmakonei Aepxasu EC - MPONOHYeTbCA
BTOPVHHA YNakKoBKa, NPOAOBXEHHS BUKOPUCTaHHS 3aTBeppKeHoro metogy BEPX i3
[03BiNT HAa BUMYCK pedpakTomeTpuyHnm getektopom (RI) 3amicte meTogy BEPX i3
cepii) LeTekTopom 3apsmkeHoro aeposonto (CAD), Wwo 3a3HavyeHunii B
OHOB/EHI MOHorpadii EP, ansa koHTponto A®| Tonipamar 3a
nokasHukamu "KinbkicHe Bu3HayeHHs" Ta "CynpoBigHi 4OMILIKK".
Cneuudikalis Ta MeToaM BUNPOGYBaHHSA 3a/IMLLAKTLCS
He3MiHHUMU
296. | TOMNAMAKC® | kancynv no 50 mr; TOB YkpaiHa AHcceH OpTo J1C, cuA/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/4144/01/03
no 28 karncyny "[)KOHCOH i CLUA (B1pOo6HMLTBO ITanis 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/I E-cepTudikar peyenmom
donakoHi; no 1 LbKOHCOH Hepo3gracoBaHOro BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3MiHu,
chnakoHy B Ykpaina" npoaykTy); AHcceH- noB's3aHi 3 HEOOXiAHICTIO NPYBEAEHHS Y BiANOBIAHICTb A0
KapTOHHI navw,i Cinar C.n.A., Itania MoHorpadii 4dY abo €poneiicbkoi hapmakonei, abo iHLwOoi
(nepBuHHa Ta HauioHanbHOT hapmakonei gepxasu €C - NPONOHYETLCA
BTOPMHHA ynakoBKa, NPOAOBXEHHS BUKOPUCTaHHSA 3aTBepxeHoro metogy BEPX i3
[,03BiN Ha BMNYCK pedpakTomeTpuyHum getekropom (RI) 3amicTb metogy BEPX i3
cepi) [EeTEKTOPOM 3apsaaxeHoro aepo3sosnto (CAD), Lo 3a3HaveHuii B
OHOB/EHI MoHorpadii EP, ans konTponto A®| Tonipamar 3a
nokasHukamu "KisibkicHe BM3HavyeHHs" Ta "CynpoBiJHi fLOMILIKKL".
Cneupmdpikanlisi Ta MeToam BUNPO6YBaHHA 3a/IMLLAI0TLCA
He3MiHHUMU
297. | TONAMAKC® | kancynu no 25 wr; TOB Ykpaina AHccen Opto N11C, CuA/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/4144/01/02
no 28 kancyny "[I>KOHCOH | CLWA (B1po6HULTBO ITanis 3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - peyenmom
donakoHi; no 1 JDKOHCOH Hepo3acosaHoro OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKM /TiKapCbKOro 3acoby 3
donakoHy B YkpaiHa" NPoAYyKTY); AHCCEH- BHECEHHSAM iH(hopMaLil LWOoA0 3a3HAYEeHHS OAVNHULb

KapTOHHI navui

Cinar C.n.A,, ITania
(nepBuHHa Ta
BTOPVHHA YNaKoBKa,

BUMIiptOBaHHA y cuctemi Sl
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
[03BiN Ha BANYCK
cepii)
298. | TOMNAMAKC® | kancynv no 50 mr; TOB YKpaiHa AHcceH OpTo N1C, cuA/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/4144/01/03
no 28 kancyny "[IXOHCOH i CLUA (B1pO6HMLTBO ITanisa 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
donakoHi; no 1 L>KOHCOH Hepo3dacoBaHoro OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKM /likapCbKoro 3acoby 3
hnakoHy B YkpaiHa" npoaykTy); AHcceH- BHECEHHAM iHthopmav,ii LWOoA0 3a3HaYEHHA OAUHULb
KapTOHHI navu,i Cinar C.n.A,, Itanisa BMMIpIOBaHHA y cuctemi Sl
(nepBuHHa Ta
BTOPUHHA YNaKoBkKa,
[03BiN Ha BUNYCK
cepii)
299. | TOMNAMAKC® | kancynv no 25 mr; TOB YkpaiHa AHcceH OpTo J1C, cuA/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/4144/01/02
no 28 kancyny "[)KOHCOH i CLUA (B1pOo6HMLTBO ITanis 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
donakoHi; no 1 L>KOHCOH Hepo3dacoBaHoro BBefeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHUX Npo cucTemy
chnakoHy B YkpaiHa" npoaykTy); AHcceH- thapmakoHarnsgy (BBefAeHHs y3arasibHeHVX aHux npo cuctemy
KapTOHHI navw,i Cinar C.n.A., Itania thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
(nepBuHHa Ta 3a 3[jlicHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
BTOPVHHA yNnakoBKa, thapmakoHarnagy 3asBHuka Ans 3aiicHeHHa dpapmakoHarnsgy B
[,03BiN Ha BMUNYCK YkpaiHi, SKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,
cepi) BiANOBIAA/IbHOI 3a 34iliCHEHHS hapMakoHarnsgy (Bkaovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLLeHHI macTep-daiina
cucteMu dpapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOi 0cobu
3as1BHVIKa, BignoBigaibHOI 3a thapmMakoHarnsg.
MponoHoBaHa pepakuis — ApHayToBa HOnia JleoHigisHa. 3miHa
KOHTaKTHUX JaHnX YNOBHOBaXEHOI 0Co6W, BiANOBiAabHOT 3a
thapmakoHarnag. 3MiHa MicLie3HaxoMKeHHs1 MacTep-goalina
cucTemMn hapMakoHarnisgy Ta noro Homepa. 3MiHa micus
3/1iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay
300. | TOMAMAKC® | kancynu no 50 wr; TOB YkpaiHa Anccen Opro J11C, CLUA/ BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3mMiHW | TNy - 3a UA/4144/01/03
no 28 kancyny "[PKOHCOH i CLA (B1po6HMUTBO ITanis 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta hapmakoHariagy. peuyenmom
dhnakoHi; no 1 [DKOHCOH Hepo3acoBaHoro BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHUX Npo cucTemy
hnakoHy B YkpaiHa" npoaykTy); SAHcceH- thapmakoHarnagy (BBefieHHs y3arasibHeHVX faHux npo cuctemy
KapTOHHIM nauui Cinar C.n.A., Itanis hapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOI 0co6U, BignoBigabHOT
(nepBuHHa Ta 3a 3fiicHeHHs dhapmakoHarnsay; KOHTakTHoi ocobm 3
BTOPUHHA YNaKoBkKa, thapmMakoHarnsgy 3asBHuKa Ans1 34jiicHeHHs hapmakoHarnsgy B
[L,03BiN Ha BMNYCK YKpaiHi, SKL0 BOHA BiAMIHHA Bif, YyNOBHOBa)XeHOI 0cobw,
cepir) BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkauvaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemn gpapMakoHarsnsigy) - 3MiHa ynoBHOBaXKeHO! 0co6u
3asBHVIKa, BifNoBiga/IbHOT 3a hapmakoHarnsg.
MponoHoBaHa pefakuis — ApHayTtoBa HOnia /leoHigisHa. 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0cobM, BiAMOBiAa/IbHOI 3a
thapmakoHarnag. 3MiHa MicLie3HaxoMKeHHs1 MacTep-gaiina
cucTeMu chapmakoHarnagy Ta lioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay
301. | TPIYMEK™ TabneTku, BKpUTI BiiB Benuka "nakco Bennkom IcnaHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/14812/01/01
nNiBKOBOIO Xernckep KOK BpuvTtaHis C.A., IcnaHis Benuka aaMiHicTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKOH, M0 50 JNimiTeq (NepBuHHa Ta BputaHi MicList MPOBaKEHHS AisiNIbHOCTI BUPOGHKMKA (BKIOYAKUM, 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
mr/600 mr/300 mr; no BTOPUHHA YNaKoBKa, A HeoObXiAHOCTI, MicL,e NPOBeAEHHS KOHTPOJIIO SKOCTI), abo
30 TabneTtok y [,03BiN Ha BMNYCK BNlacHuKa macTep-ghaiina Ha A®l, abo noctavasibHUKa
thnakoHi; no 1 cepii); Fnakco Adl/BuxigHoro matepiasy/peareHTy/NPOMiIKHOTO NPOAYKTY, LLO
chnakoHy B OnepeiiwHc HOK 3aCTOCOBYITbCH Y BUPOO6HULTBI ADI (SKLLO 3a3HAYEHO Y [OCbE
KapTOHHIlA KopooLi Nimitepn , Benuka Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata BignoBigHOCTI
BpuTaHis (BUpobHUK €Bponelicbkiin thapmakonei y 3aTBepAXeHOMY [0Cke, a6o
Hepo3acosBaHoro BUPOGHMKA HOBOI AOMOMIKHOT PEYOBMHY (SKLLO 3a3HAYeHO y
NpPoAaYyKTY) [0CbE) - 3MiHa Ha3Bu BUPOGHUMKa APl Abakasipy cynbgaty Ta
npoMikHoI peyoBuHM 26U90 3 SmithKline Beecham (Cork)
Limited, Ipnangis Ha Thermo Fisher Scientific Cork Limited,
IpnaHajis, 6e3 3mMiHu MicLsa BUpO6GHULTBA
302. | TPOMBO TabneTkun, BKpUTI TOB "bayw Ykpaina .. dapma M'méX, AscTpis BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - Ne 10x3 — UA/5373/01/01
ACC 100 MI N1iBKOBOIO Xenc" AscTpist; ['J1. dapma 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy. 6e3
060/10HKOI0, TM6X, ABCTpIs BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo cucTemy peyenma;
KMLLKOBOPO34YMHHI N0 (BUPOGHMK, thapMmakoHarnsay (BBeAEHHS y3arasibHEHNX faHWUX NPO CUcTeMy Ne 100 — 3a
100 wmr; no 10 BignoBiganbHWi1 3a thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6w, BiANOBiAa/IbHOI peyenmom
TabneTtok y 6nictepi; BMNYCK NPOAYKTY) 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
no 3 6nictepu B hapmakoHarnagy 3assHuka ans 3aiicHeHHa dpapmakoHarnsgy B
KapTOHHI kopo6Lyj; YkpaiHi, SKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,
no 20 TabneTok y BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkovaoum
6nictepi; no 5 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-hainna
6nictepiB y cmucTeMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOoT 0cobum
KapTOHHIlA KOpooLi 3asBHVIKa, BifgnoBiga/ibHOI 3a hapMakoHarnsg.
MponoHoBaHa pegakuis: bBapmiHa MaHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX [aHNX YMOBHOBaXKEHOT 0COOM 3asBHMKA,
BignoBigasbHOI 3a hapmakoHarnsag. 3mMiHa Homepa macTtep-
thaiina cuctemmn thapmakoHarnsgy
303. | TPOMBO TabneTku, BKpUTI TOB "bayw Ykpaina I.J1. dapma M'm6X, ABCTpIA BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - Ne 10x3 — UA/5373/01/02
ACC 50 MI nNiBKOBOIO Xenc" ABcTpisi; ['.J1. dapma 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. 6e3
060/10HKOI0, M6X, ABCTpis BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy peyenma;
KMLLKOBOPO34YUHHI N0 (BMPOGHMK, hapmMakoHarnagy (BBefeHHs y3ara/ibHeHUX faHuxX Npo cuctemy Ne 100 — 3a
50 wmr; no 10 BiANoOBigabHMI 3a thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiANoBifanbHOT peuyenmom
Tabnetok y 6nictepi; BUMYCK NPOAYKTY) 3a 3[jiicHeHHs hapmakoHarnsgy; KOHTakTHOI 0coou 3
no 3 6nictepu B thapmakoHarnagy 3asBHUKa AN 34iicHeHHA dhapmakoHarnsgy B
KapTOHHI KopobLyj; YKpaiHi, KLLO0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
no 20 TabneTok y Bi4NOBiAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkaoyarum
6nicTepi; no 5 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
6nictepiB y cucTemn ghapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0cobu
KapTOHHI KopoobLi 3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsg,
MponoHoBaHa pepakuis: bapmiHa MaHHa OnekcaHapisHa. 3miHa
KOHTaKTHUX laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarisg. 3miHa Homepa macTep-
thaiina cuctemn chapmakoHarnsgy
304. | TPOMBO TabneTkun, BKPUTI TOB "Bayuwu YkpaiHa .. dapma MméX, ABCTpist BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3mMiHW | TNy - Ne 10x3 — UA/5373/01/03
ACC 75 MI NAiBKOBOIO Xenc" ABcTpisi; ['.J1. dapma 3MiHK WoA0 6e3nekn/edeKTBHOCTI Ta hapmakoHariagy. 6e3
060/10HKOI0, mM6X, ABCTpIs BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo CUCTeMy peyenma;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KMLUKOBOPO3YMHHI NO (BMPOOBHWIK, dhapmakoHarnsgy (BBefieHHs y3arasibHeHnx gaHux npo cuctemy | Ne 100 — 3a
75 wr; no 10 BiANoOBigabHMIA 3a thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0cobu, BiAnoBifanbHOT peyenmom
Tabnetok y 6nictepi; BUMYCK NPOAYKTY) 3a 3fjiCHeHHs hapmakoHarnsgy; KOHTakTHoI ocobm 3
no 3 6nictepu B thapmakoHarnagy 3asBHuUKa A5 34iicHeHHA dhapmakoHarnsgy B
KapTOHHI KopobLyj; YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
no 20 TabneTtok y BiANOBIAA/IbHOI 3a 34iiCHEHHS (hapmakoHarnsgy (Bkaouyatoum
6nictepi; no 5 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
6nictepiB y cucTeMu chapmakoHarnsay) - 3MiHa ynoBHOBaXKeHOT 0cobum
KapTOHHilA KOpO6L 3asBHUKA, BiANOBIA&IbHOI 3a thapMakoHarnsg,
MponoHoBaHa pepakuis: Bapmita MaHHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX JaHNX YMOBHOBaXXEHOT 0CO6M 3as8BHMKA,
BiANOBIAasIbHOI 3a hapmakoHarsg. 3MmiHa Homepa macTep-
thaiina cuctemm chapmakoHarnsgy
305. | T-CENT® cnpeii a4ns poToBoi Awmaxkca T4 Benuka AIACIEH Monbha MonbLa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/13494/02/01
MOPOXHWHW, PO3UMH, BputaHis XKewys Ec.Eii 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkunii 3aci6. Cuctema peyenma
1,5 mr/mn, no 30 mn KOHTeliHep/3aKynoptoBasbHKi 3aci6. 3MiHa nocTayasibHKa
y thnakoHi 3 nakyBaslbHUX MaTepianis a60 KOMMIEKTYHUMX (KL 3a3HAYEeHO
NPUCTPOEM ANA B [OCbE) (BUTyYEHHS NOCTavasibHMKa) - BUNYyYeHHs iHchopmawii
po3nnoBaHHs; No 1 Npo nocTayasibHNKIB KOMNOHEHTIB AN15 A03YH0HOro Hacoca
donakoHy B VP6/33 BignosigHo o "KepiBHWLTBA 3 N/1ACTUKOBUX MaTtepianis
KapTOHHI Kopobui [O/151 NEPBMHHOT yNakoBkn'"
306. | T-TPIOMAKC PO34UH A5 iH'EKLLN, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 3a UA/13848/01/01
25 mr/mn no 2 mn "®apmaueBT "papmaneBTUIHa 3MiHK 3 AKOCTi. ADl. BupobH1uTBO. 3MiHM B npoLieci peuyenmom
abono4 mns nyHa thipma ipma "AapHuus" BMpO6HUMLTBA AP| (HE3HaYHa 3MiHa Y npoLeci BUpo6HULTBA
amnyni; no 5 amnyn "AapHnus” AQDl) -
Y KOHTYpHili y 3anpornoHoBaHii peAakLii onucy TeXHOMOrYHOro npoLecy
YapyHKOBIl AeTani3oBaHo npouec cuHTe3y MopgoniHiEBOI Coni Tia30THOI
ynakostLii; no 2 KUCMOTW, ONTUMI30BAHO BUKOPUCTAHHSA OpraHiyHnX PO3UYNHHUKIB,
KOHTYPHI YapyHKOBI BHECeHi 3MiHN B cneuudikalii Ha CMpoBYHY Ta fO4AHO
yMakoBKU B mauLi cneumdikaLiio Ha Hepo3dhacoBaHWin NPOAYKT
307. | YHA3VH® NopoLUoK AN MOAN3EP CLA Mdpaiizep Moban AnoHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/5992/01/01
PO34MHY ANS iH'eKUili IHK. Cennnait [pxanaH ITanisa 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta hapMakoHarnagy. peyenmom

no 0,75 r; 1 donakoH
3 MOPOLLKOM Y
KapTOHHIiA ynakoBL,i

IHK. Haroq lMnaHT,
AnoHis
(Bpo6HULTBO
CTepWIbHOT CyMiLi
cynbbakTamy HaTpito
Ta amniynniny
HaTpito); XaynT
dapwma JlatiHa
C.p.n., Itania
(cTepunbHe
HarnoBHEHHS,
nakyBaHHs,

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO CMCTeMy
thapmakoHarnagy (BBeAEHHS y3arasibHeHVX AaHux Npo CUCTeMy
thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO! 0co6u, BiAnoBifanbHOI

3a 3filicHeHHs1 hapMakoHaraay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa Ans 34iicHeHHA papmakoHarnsgy B
YKkpaiHi, AKLLO BOHA BiMiHHA Bifi YNOBHOBaXXEHOT 0cobMU,
Bi4NOBiAa/IbHOI 3a 34jICHEHHST hapmakoHarnsgy (Bkaoyaroum

KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina

cucTemn gpapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0co6u

3as1BHMKA, BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy:

MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De

Bernardi. 3MiHa KOHTAKTHUX AaHWX YNOBHOBA&XEHOI 0CO6M
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KOHTPO/Ib SKOCTI, 3asBHMKa, BiANOBIAANBHOI 3a 34iiCHEHHS chapmakoHarnsgy
BUNyCK cepii)
308. | YHA3VNH® NMopoLLUOK AN NMeANIEP CLWA Mdpaiizep Moban Anonis/ BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3miHu | Tuny - 3a UA/5992/01/02
pO34nHYy A5 iH'EKUINA IHK. Cennnai JxanaH ITanisa 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
no 1,5r, 1 dpnakoH 3 IHK. Haros IMnaHT, BBeneHHs1 abo 3MiHU A0 y3araslbHEHUX AaHWX NPo cucTemy
MOPOLLKOM Yy AnoHis thapmakoHarnsgy (BBeAeHHs y3araslbHeHVX faHux npo cuctemy
KapTOHHIA ynakoBsL,i (BpO6HNLTBO thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
CTePU/IbLHOT CyMiLli 3a 3[jlicHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
cynbbakTamy HaTpito hapmakoHarnagy 3assHuka Ans 3aiicHeHHa dyapmakoHarnsgy B
Ta amniuunniHy YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0co6Mu,
Hatpito); XaynT BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkovaoum
dapma flaTiHa KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-thainna
C.p.n., Itanisa cmucTeMu hapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOoT 0cobum
(cTepunbHe 3as1BHUKA, BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapmakoHarnsay:
HaNOBHEHHS, MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
nakyBaHHs, Bernardi. 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXEHOI 0CO6U
KOHTPO/1b SIKOCTI, 3asBHMKA, BiANOBIAANLHOI 3a 34iiCHEHHS (hapMakoHarnsgy
BUMYCK cepii)
309. | YHA3VNH® NopoLUOK AN MOAN3EP CLA Mdpaiizep Moban AnoHis/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu | Tuny - 3a UA/5992/01/03
PO34UHY ON151 iH'EKLLIA IHK. Cennnaii [)xanaH ITanis 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsmy. peuyenmom
no 3,0 r; 1 chnakoH 3 IHK. Haros MnaHT, BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cMcTemy
MOPOLLKOM Y AnoHis dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo cuctemy
KapTOHHIA ynakoBL,i (BUPOGHULTBO thapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHO! 0co6u, BiANoBifanbHOT
CTepUIbHOI CyMiLLli 3a 3[jiicHeHHs hapmakoHarnsgy; KOHTakTHOI 0cobu 3
cynbbakTamy HaTpito dhapmakoHarnsagy 3asaBHUKa AN 3aiicHeHHA hapMakoHarnagy B
Ta amniuunniny YKpaiHi, AKLL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
HaTpito); Xaynt BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bka4vaoum
dapma JlatiHa KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
C.p.n., Itania cucTemn ghapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO! 0cobu
(cTepunbHe 3aABHVIKa, BigNoBigaNbHOI 3a 34jiCHEHHS hapMakoHarsay:
HanoBHEHHS, MponoHoBaHa pepakuis: bapbapa [e BepHapgi/ Barbara De
nakyBaHHs, Bernardi. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
KOHTPO/Ib SKOCTI, 3asBHMKa, BiANOBIAANBLHOI 3a 34iiCHEHHS thapmakoHarnsgy
BUMYCK cepil)
310. | YHAETAB TabneTkun, BKPUTI AT YkpaiHa AT "KUIBCbKW YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3MiHW | TNy - 6e3 UA/4834/01/01
060/10HKOI0 MO0 10 "KNIBCbKN BITAMIHHUIA nofaHHs HOBOro cepTuddikarta BiAMOBIAHOCTI €EBpPONENChKii peuyenma
Tabnetok y 6nictepi; " 3ABO4" thapmaxonei Ne R1-CEP 2013-010-Rev 00 ans gito4oi pevyoBuHU
no 3 6nictepu B BITAMIHHW Riboflavin Big, BXe 3aTsepgyxeHoro supobHrka HUBEI GUANGJI
nauui 1 3ABOA" PHARMACEUTICAL CO., LTD., China. B pamkax 3asBnieHoi
3MiHu Bigbynacb 3miHa B p. «Cknag» MK /13 B Ha3Bi
BMpo6HUKa APl — npueeaeHo y BignosigHicTb o CEP
(3aTBepmkeHo: Hubei Guangji Pharmaceutical Co., Ltd, China;
3anpornoHoBaHo: Hubei Guangji Pharmaceutical Co., Ltd., China)
311. | ®ACHIK rpadynu ans "3AMBOH ITanis 3am60H Lseiiua BHECEHHS 3MiH [0 peecTpaLiiiH1X MaTepianis: 3MiHu | Tuny - 6e3 UA/5137/01/01
OpasIbHOTO PO3YNHY C.NA" CeiTuepnang 174, pisi 3MiHK LWoAo 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy - peyenma

3 M'ATHUM CMakom
no200 mrno 3r

BHECEHHS 3MiH 10 po3ainy «MapkyBaHHs» MKHA N13:
3anponoHoBaHo: MAPKYBAHHSA BianosigHo A0 3aTBEPAKEHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
rpaHyn y nakeTi; no TEKCTy MapKyBaHHS. OHOBMIEHHS TEKCTY MapKyBaHHS YNakoBKu
12 cnapeHux NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLil WoA0 3a3HaYEHHS
NaKeTiB Y KAPTOHHIl OAVHML BUMIpIOBaHHA Y cuctemi Sl
nauui
312. | ®EHIBYT MOPOLLIOK ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - - UA/14286/01/01
(cybeTaHuis) y 3 06MeXeHO BBEJEHHS 4,04aTKOBOro po3mipy cepii APl - 600 kr.
naketax obmexeHor BiANOBIAA/LHICTIO 3anponoHosaHo: 600 Kr; 3MiHu | TMNy - BHECEHHS 3MiH B MpoLec
noslieTuIeHoBMX BignoBiganb "OAPMXIM" BMpOoGHMLUTBA ADI: fopgaBaHHAM CTagii 5. 3miwyBaHHs (3a
ONns BUpobHMUTBAa HiCTIO Heob6XiAHOCTI) 06yMOB/IEHO 36iNbLUEHHAM po3mipy cepii AdI;
HeCTepusbHUX "PAPMXIM" 3MiHK | TUNY - BHECEHHSA 3MiH A0 p. 3.2.S.6 Cuctema
nNikapcbknx hopm KOHTeliHep/3aKynoproBa/ibHWiA 3acib, 30Kpema: BBeAEHHS HOBOrO
po3Mipy ynakoBku Ans APl ®eHibyT - no 25 kr y Millkax.
MakyBanbHWn MaTepian He 3MiHuBCS. 3atBepxeHo: Mo 20 kry
MiILLKKX 3 NOMieTUNEHOBOT N/iBKM abo iHLWOT, sika f03BoJiIeHa ANs
hacyBaHHS Nikapcbknx 3acobiB y BCTAHOBIEHOMY MOPSAAKY ...
3anponoHosaHo: Mo 20 kr, 25 Kr y Milku 3 NonieTuIeHoBoI
nniBkM abo IHLLOI, SKa f03BOMIeHa A5 hacyBaHHS NiKapCbKuX
3aco06iB y BCTAHOB/IEHOMY MOPSIAKY ...
313. | ®EHTAHIN PO34MH A8 iH KL, AT Natsis AT "IpiHgekc" , Natsisi/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/15323/01/01
KANLUEKC 0,05 mr/mn no 2 mn "Kanuekc" NatBist (BUPOGHMK, Cnosay 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
TalOmnno5 AKuiA Bignosigae 3a ynHa BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHUX Npo cucTemy
ammnyn B KOHTYPHIi KOHTPO/b thapmakoHarnsgy (BBefeHHs y3arasibHeHVX aHux npo cuctemy
YapyHKOBIli ynakoBLj cepii/BnnpobyBaHHs) thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI 0co6w, BiANOBiAa/IbHOI
(nigaoHi) i3 ; AT "Kanuekc" , 3a 3[jlicHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
NONIBIHIXNOPUAHOI Natsis (BUPOGHMK, thapmakoHarnagy 3asBHuka Ans 3aiicHeHHa dapmakoHarnsgy B
nnieku; no 1 a6o 2, sKWiA BignoBigae 3a YkpaiHi, SKLLO BOHa BigMiHHA Bifi YNOBHOBaXKEHOT 0cobu,
a60 20 KOHTYPHUX Bunyck cepii); XbM BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkouvaoum
YapyHKOBUX $apma c.p.o., KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-haina
ynakoBoOK (nigAoHIB) CnosayvuuHa (BCi cuctemu chapmakoHarnsgy) - NponoHoBaHa pefakuis:
3 amnynamu no 2 mn cTagji BUpo6HN4oro MapTuHuyk Oner BonoagvmMmpoBmy. 3MiHa KOHTaKTHUX AaHWX
Ta no 2 KOHTYpHi npouecy, Kpim KOHTaKTHOI 0CO6Y YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
YapyHKOBI YNaKoBKU BUNYCKY cepii) BiAgnoBigasIbHOT 3a papmakoHarnsag Ykpaini
(nigooHwn) 3
amnynamu no 10 mn
y nauuii 3 KapTOHY
314. | ®EPPYM JIEK | po3uuH Ans iH'ekuild, CaHpo3 CnoseHis Nex CnoseHi BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3MiHW | TNy - 3a UA/9347/01/01
100 mr/2 mano 2 mn | PapmachioTi dapmaueBTUYHa o 3MiHW BHECEHi A0 IHCTPYKLiT 419 MeAnYHOro 3acToCcyBaHHs peyernmom
B amnyni; no 5 Kan3 a.a. KOMnaHisa 4. 4. nikapcbKoro 3acoby A0 po3zinis: "OcobnnBOCTi 3aCTOCYBaHHSA",

amnyn y 6nictepi; no
1 6nictepy y
KapTOHHI KopobLyj;
no 2 Mn B amnyni;
no 10 amnyny
6nicTepi; no 5
6nictepiB y
KapTOHHI KOpoOLyi

"3acTocyBaHHsA y nepiof BariTHOCTi abo rogyBaHHs rpyaa0"
(YTOYHEHHS), "34aTHICTb BNANBATK Ha LIBUAKICTb peakuii npu
KepyBaHHI aBTOTPaHCNOPTOM @60 iHWMMK MeXaHismamn',
"Mo6iyHi peakyii" WoA0 6e3nekn 3acTocyBaHHSA Ailo4ol
peyoBUHM.

BBeneHHs 3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAKEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
315. | ®JIABAME], PO34MH OpasIbHUIA, BEP/IIH- HimeuyunH BEP/IIH-XEMI Al Himeuun BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/3591/01/01
® PO34YU/H 15 mr/5 mn; no 60 XEMI Al a Ha OHOBJIEHUIA CepTUQIKaT Bif YXe 3aTBEPKEHOr0 peyenma
BIA, KALUIO M a6o 100 mny Bupo6Huka(b.1ll.1. (a)-2,I1A), OHOBNEHHS cepTudikaty
chnakoHi; no 1 BiANOBIAHOCTI EBponeiickbkili hapmakonei R1-CEP 2004-201-
oNakoHy 3 MipHOK Rev 04 (3aTBepmkeHo: R1-CEP 2004-201 -Rev 03) ania AdI
NOXKOIO B KAPTOHHIl AMBPOKCONY rifpoX1opua Bif, BXe 3aTBepKeHOro BUpo6HuKa
Kopobui SHILPA MEDICARE LIMITED, India y 3B'A3Ky 3 OHOB/TIEHHSIM
aapecyt BUPOGHNYOT fiNTbHULL.
3anponoHoBaHo: Plot No. 1A & 1A'P’, 1B, 2, 2A, 2B, 3A to 3E,
4A, 5A, 4B & 5B Deosugur Industrial Area, India-584 170
Raichur, Karnataka
316. | ®NIEBOTOH Kancynv Teepgi no AT Bonrapis AT "Codhapma" Bonrapi BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/0747/02/01
300 mr no 10 kancyn | “"Codphapma” A noAaHHa HOBOro cepTudpikaTa BignoBigHOCTI EBponenchbkil peyenma
y 6nictepi, no 5 hapmakonei Ne RO-CEP 2016-279-Rev 01 ans Adl
6nicTepis y TPOKCEPYTUHY Bif, BXe 3aTBepakeHoro BupobHuka SICHUAN
KapTOHHI navu,i XIELI PHARMACEUTICAL CO., LTD. 3 micuem BupobHuuTBa
No. 588, Middle Section of Mudan Avenue, Tianpeng Town,
Pengzhou, 611 930 - Kutaii; 3MiHu | Tuny - nogaHHs OHOB/IEHOTO
CepTudpikaTy BignoBigHOCTI €Bponeiickkiii hapmakonei R1-CEP
2005-263-Rev 04 (nonepepaHs Bepcis R1-CEP 2005-263-Rev
02) Big, BXe 3aTBEpAXeHOro BupobHuka PCAS, dpaHuis ans
A®| TpoKCcepyTUHy; 3MiHU | TUNY - NOgaHHS OHOBIEHOTO
CeprtudpikaTy BignoBigHoOCTi €EBponeiickkiii hapmakonei R1-CEP
2005-263-Rev 05 (nonepeaHs Bepcist R1-CEP 2005-263-Rev
04) Big, BXe 3aTBEpAXEHOrO BUpo6HMKa PCAS, dpaHuis ans
AD| TpOKCEPYTUHY; 3MiHW | TUMY - NOAaHHA OHOBIEHOTO
CepTudikaTy BignoBigHOCTI €Bponelicbkili hapmakonei R1-CEP
2005-263-Rev 06 (nonepegHs Bepcis R1-CEP 2005-263-Rev
05) Big BXe 3aTBepKeHoro BupobHuka PCAS, ®paHuia ans
Ad| TpoKCEpYTUHY
317. | ®NTYOKCETWU | TabneTtku, BKpUTI ToBapucTBO Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/8591/01/01
H 060/10HKO10, M0 20 3 06MEXEHO 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEAVYHOIO 3aCTOCYBaHHSA peyenmom
Mr no 10 Tabnetok B | 0BMEXEHO BiANOBIAA/LHICTIO nikapcbKoro 3acoby Ao po3ginie: "Oco6nMBOCTI 3aCTOCyBaHHA",
6nicTepi, no 1 abo Bignosiganb "[ocnigHuii 3aBofg "3acTocyBaHHs y nepiof BaritTHOCTi abo rogyBaHHs rpyaa” T1a
no 2 6nictepa B HiCTIO "THLUC", YkpaiHa "Mo6iyHI peakuii" BiANOBIAHO L0 OHOB/EHOI iHhopmaLii 3
nadui 3 KapToHy "NocnigHnii (ci cTagji 6e3nekn 3aCTOCyBaHHA Ajlo40i pevyoBrHU. BBeAeHHS 3MiH
3aBoj, BMPOGHMLTBA, NPOTAroMm 6-Tv MiCALIB NicNa 3aTBEPIKEHHS
"rTHUAC" KOHTPO/1b SIKOCTI,

BUMYCK cepil);
ToBapucTBo 3
obmexeHoto
BiANOBIAA/LHICTIO
"PapmaueBTuyHa
KOMMaHis
"3p0poB'a", YkpaiHa
(Bci cTagji
BUPOGHMLTBA,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
KOHTPO/1b AKOCTI,
BUNyCK cepii)
318. | ®ZIYOKCETU | Tabnetku, BKpUTI ToBapucTeo YKpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/8591/01/01
H o6onoHkoto, no 20 3 obmexeHor BBEJEHHS 40AaTKOBOro po3mipy cepii 113 gns BupobHuka TOB peyenmom
Mr no 10 TabsieTok B | 0BMEeXeHo BiANOBIAA/ILHICTIO "®apmaLeBTMUHA KOMNaHia "340poB'a”, YkpaiHa.
6nicTepi, no 1 abo Bignosigasib "[locnigHwin 3aBog, MponoHoBaHa pepgakuis Po3mip cepii: 13,770 kr (2,700 Tuc. yn.)
no 2 6nictepa B HiCTIO "THU/C", YkpaiHa - Ne20 (10x2) B 6nictepax, 13,770 kr (5,400 Tuc. yn.) - Ne10
naJi 3 KapToHy "AocnigHnia (Bci cTapgji (10x1) B 6nicTtepax, 21,420 kr (4,200 Tuc. yn.) - Ne20 (10x2) B
3aB0/, BVMPOGHMLTBA, 6nictepax, 21,420 «r (8,400 Tuc. yn.) - Ne10 (10x1) B 6nicTepax,
"rHyact KOHTPO/Ib SKOCTI, 108,120 kr (21,200 Tuc. yn.) - Ne20 (10x2) B 6nictepax, 108,120
BMNyCK cepii); Kr (42,400 Tuc. yn.) - Ne10 (10x1) B 6nicTepax
ToBapucTso 3
06MeXeHO
BiANOBIAANILHICTIO
"papmaLeBTUiHa
KOMnaHis
"380poB'a”, YkpaiHa
(Bci cTagji
BVMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUMYCK cepii)
319. | XBOLWA TpaBano50ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/2270/01/01
MONIbOBOIO | nauykax 3 BHYTpilWHIM | ®apmauesT $apmaueBTUYHA 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - 3MiHu peuenma
TPABA naketom; no 1,5ry nyHa (pabpuka "Biona" BHECEHI B TEKCT MapKyBaHHS yNakoBOK MiKapCbKOro 3acoby
iNbTP-NakeTi; No habpuka (n.17) woAo HaHeCceHHs TOProBoi MapKu
20 hinbTp-nakeTiB y "Biona"
nauuj
320. | XIBEPUKC™ | | niodpinizat gns nakcoCmit Benuka nakcoCmiTKNAiiH Benebris BHECEHHS 3MiH 10 peecTpaliiiHnx maTtepianis: 3mMiHW | TUny - 3a UA/13048/01/01
HIBERIX™ pO34unHy ons KnsiiH BpuTaHis Bionogxikans C.A. peknacudikauis TecTi 3 “IPC” Ha “Quality Release” abo peuyenmom
BAKUVHA iH'ekujin; mo 1 posiy EkcnopT “Process measurement” Ta “Quality Release” Ha “IPC — Process
ana hnakoHi Nel B Nimiten monitoring (PM)” nig, 4ac BUPOGHMLTBA Ta KOHTPOJIKO SKOCTI
MPO®ITAKT KOMMNEKTi 3 NpaBLEBOro KOMMOHEHTY, SIKUA BUKOPUCTOBYETLCA B AKOCTI
KN PO3YMHHMKOM 6inka-Hocis gitoyoi peyoBnHm Haemophilus influenzae tuny b;
3AXBOPHOB (cTepunbHuii 3MiHu | TUNy - 3mMiHa nocunadb 3 Ph. Eur. Ha In-house gns
AHb, dpizionoriyHui cuposuHM Calcium chloride dihydrate npy BUpOOGHULTBI
36YAHNKOM po3urH) no 0,5 mny NpaBLEeBOro aHaTOKCKHY, KU BUKOPUCTOBYETbLCS B SIKOCTI
AKUX € nonepegHL0 6inka-Hocis gitoyoi pevoBuHn Haemophilus influenzae Tuny b;
HAEMOPHIL HarnoBHeEHOMY 3MiHK | Tuny - 3MiHa nocunaHb 3 Ph. Eur. Ha In-house gns
us wnpuryi Ne 1 3 cupoBuHu Disodium hydrogen phosphate 12hydrate npu
INFLUENZAE | gsoma rosikamu B BMPOGHULITBI NPaBLEBOro aHaTOKCKHY, SIKMIA BUKOPUCTOBYETbLCS
TANY B Kopo6bui; no 1 fosiy B AKOCTi 6inka-Hocisa gitovoi peyosmHn Haemophilus influenzae

onakoHax Ne 100 y
KOMMNEKTi 3
PO3YMHHUKOM
(cTepunbHwia
chizionoriyHuii
po34urH) no 0,5 mny
amnynax Ne 100 B

Tvny b; 3miHM | TMNY - 3mMiHa nocunaHb 3 Ph. Eur. Ha In-house
Ans cmpoBuHK L-Cystine, sika BUKOPUCTOBYETLCS A5
NpUroTyBaHHA NOXMBHUX cepenosuLy (Preculture medium,
Latham medium) gns BMpo6HMLTBA NPABLLEBOro aHaTOKCUHY,
AKNIA BUKOPUCTOBYETbLCS B SIKOCTi Bi/lka-HOCIS Ajito40i pevyoBUHM
Haemophilus influenzae tuny b
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
OKpeMmnx Kopobkax
321. | XONE-TPAH rpaHynn no 10 ry MpAT Ykpaina MpAT "HauioHanbHa | YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/8456/01/01
neHani abo dpnakoHi "HaujioHanb [omeonaTnyHa 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta hapmakoHariagy. peuyenma
3 KpULLKOHO; no 1 Ha Cninka" BeefieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cuctemy
neHasny abo Fomeonatuy chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux npo cucTemy
chnakoHy B navui 3 Ha Cninka" hapmakoHarnagy, 3miHa ynoBHOBaXXeHOi 0co6u, BiANOBIAa/IbHOI
KapToHY 3a 3[jlicHeHHa hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuka Ans 34jiicHeHHs hapmakoHarnagy B
YkpaiHi, AKLLO BOHA BifMiHHA Bif yNOBHOBaXKEHOI 0CO6M,
BiANOBIAa/IbHOI 3a 34iliCHEHHS dhapmakoHarnsgy (Bkovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cmcTemn chapmakoHarisgy) - 3MiHa KOHTakTHUX AaHnX
YMOBHOB&XEHOI 0CO6YM 3asBHVKA, BigNoBifabHOT 3a
3pificHeHeHs papmakoHarnsgy
322. | XOHAPOITU mMasb 5 %, no 25ry TOB "AKnN Ykpaina TOB "AKnN YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: BUNpaBieHo 6e3 UA/6983/01/01
HOBA MA3b Ty6i; no 1 Ty6i y "®apmauesT "PapmaueBTuyHa TEXHiYHY NOMU/IKY B TEKCTI MapKyBaHHSA BTOPUHHOI YNaKkoBKU peyenma
nauui nyHa habpuka" (nauka) N13. 3ANMPOMNOHOBAHO: 8. ATA 3AKIHYEHHSA
habpuka" TEPMIHY NPUOATHOCTI NpugatHuii go (FoaeH [o):
3a3HayeHe BUMNpaB/IeHHA BiAMNOBiAaE apxiBHUM martepiasiam
peecTpaLjiiHoro Aockbe
323. | XYMY/IH M3 cycneHsis gns Ninni ®paHc dpaHuis Ninni ®paHc dpaHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/8567/01/01
iH'ekuiin, 100 MO/mn; 3MiHM 3 skocTi. ADl. BupobHuUTBO. 3MiHM B Npoueci peyernmom
no 3 My ckIsHoMy BMpOG6HULTBA AP| (HE3HaYHA 3MiHAa Y NpoLeci BUPOOHULTBA
KapTpuaxi; no 5 ADl) -
KapTpuoxis y 3MmiHM go etany 13 npouecy BUpo6HuLTBa A®I (NpoLec 04nCTKM
KapTOHHIA nayuj; no KpuCTanis iHCY/iHY), WO NOASAraloTb Y 36iNbLUEHHI giana3oHy
3 My CKISTHOMY HaBaHTaKeHHS KOMOHKM 06epHeHo-ha3oBoi xpomarorpadii
KapTpuaxi; no 1 (@iana3oH cTaHOBMB He binblue 22r/n1, 3anponoHOBaHO: He
KapTpuaxy y 6inbLe 60r/n)
LINPUL-PYYLi
KBikleH; no 5
LUMPULL-PYYOK Y
KapPTOHHIM nayuj
324. | XYMYNIH cycneHsis gns Ninni ®paHc PpaHuis Ninni ®paHc PpaHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/8569/01/01
HMX iH'ekuji1, 100 MO/mn, 3MiHK 3 AKOCTi. ADl. BupobHMuTBO. 3MiHM B NpoLieci peyenmom

no 3 My CKIsiHOMY
KapTpuaxi; no 5
KapTpuaxis y
KapTOHHI/ nayuj; no
3 M1y CKsHOMY
KapTpuaxi; no 1
KapTpnaxy y
Lnpuru-py4d
KgiklMeH; no 5
LUMPWLL-PYYOK Y

BMpo6HUMLTBAa AP| (He3HaYHa 3MiHa Y NpoLeci BUpobHULTBa
ADI) -
3MiHM go etany 13 npouecy BrpobHuuTBa A®I (NpoLiec oUnCTKM
KpucTanis iHCYiHY), L0 MOAAraoThb Y 30i1bLUEHHI Aiana3oHy
HaBaHTaXKEHHSA KOMTOHKN 06epHeH0-tha3oBoi XxpomaTorpadii
(aiana3oH ctaHoBMB He Ginblue 22 1/, 3anpornoHoBaHo: He
6inbLue 60 r/n)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
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3acoby yrnakoska) uka nocsi0O4YeHHs1
KapPTOHHI/ nauuj
325. | XYMYNIH po34nH aNs iH'ekyiin, | Jlinni ®paHc PpaHuis Ninni ®paHc PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/8571/01/01
PErYnapP 100 MO/mn, no 3 mn 3MiHK 3 AKOCTi. ADl. BupobHMUTBO. 3MiHM B NpoLeci peyenmom
y CKISiHOMY BMpo6HMLTBa AP| (He3HaYHa 3MiHa Y NpoLeci BUpobHULTBa
KapTpuaxi; no 5 A®I) -3miHM o eTany 13 npouecy BupobHuuTBa APl (npouec
KapTpuaxis y OYMCTKM KpUCTanIB iHCYAIHY), O NONAraloTh Y 36i/bLUEHHI
KapTOHHI/ nayuj; no [Jiana3oHy HaBaHTaXXEHHS KOIOHKU 06epHeHOo-(ha3oBoT
3 My CKISAHOMY xpomatorpadii (aianasoH cTaHOBMB He binbLue 22 r/n,
KapTpuaxi; no 1 3anponoHoBaHo: He BinbLue 60 r/)
KapTpnaxy y
Lnpuru-py4
KgiklMeH; no 5
LUMPULL-PYYOK Y
KapTOHHI nayui
326. | LE®ABOPA Kpanni opasibHi no Lledpak KI HimeuunH Lledpak KI Himeuun BHECEHHS 3MiH 40 peecTpaLiintHux MmaTepiasis: 3MiHu Il Tuny - 6e3 UA/10843/01/01
50 mn a6o 100 mny a Ha 3MiHM 3 AKocTi. ADl. BupobHuUTBO. 3MiHa BUPOGHMKa peuyenma
onakoHi 3 BUXIAHOro/NPOMKHOIO NPOAYKTY/peareHTy, Lo
Hacafkoto- BMKOPUCTOBYIOTLCA Y BUpOo6HMYOMY npoueci A®I, abo 3miHa
fosartopom; no 1 BUPOGHMKa (BKtOYatoun, e HeobxigHO, MicLe NpoBeAeHHs
donakoHy B KOHTPONIO sIKOCTi) AP (3a BiACYTHOCTI cepTudikaTa
KapTOHHI KopoobLi BiANOBIAHOCTI €Bponeiichbkili hapmakonei y 3aTBepaKeHoMy
[0Cbe)(BBEAEHHS HOBOTO BUPOGHUKa AdI, KONn He NoAaeTbes
macTep-paiin Ha A®I Ta Lo BUMarae 3HauHoi 3MiHM A0
BiAMNOBIAHOr0 po3ainy focbe Ha AdI) -
[opaHHa HoBoOro BUpo6HMKa AN Aitoyoi pevyoBuHu Ginkgo
biloba O, a came 'epnuxep ®apmaueyTiue Ekctpakte TM6X
(Gehrlicher Pharmazeutische Extrakte GmbH), Himeuunna go
BXe 3arBepmkeHoro Cefak KG, HimeuunHa
327. | UE®OBIA® NMopoLLUoK AN MOANIEP CLIA Xaynt ®apma ITanisa BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis: 3mMiHW | TNy - 3a UA/5957/01/01
NPUroTyBaHHSA IHK. Nartina C.p.n. 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta hapmakoHariagy. peuyenmom
PO3YMHY AN15 iH'eKUil BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHUX Npo cucTemy
no 1r; 1 conakoH 3 thapmakoHarnagy (BBefjleHHs y3arasibHeHVX faHux npo cuctemy
NMOPOLLKOM Y hapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOI 0co6U, BignoBigabHOT
KapTOHHIA ynakoBL,i 3a 3fiicCHeHHs dhapmakoHarnsay; KOHTakTHoi ocobu 3
thapmMakoHarnsgy 3asBHuKa Ans1 34jiicHeHHs hapmakoHarnsgy B
YKpaiHi, SKL0 BOHA BiAMIHHA Bif, YyNOBHOBa)XeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkauvaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemn gpapMakoHarsnsigy) - 3MiHa ynoBHOBaXKeHO! 0co6u
3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS (hapmakoHarnsgy:
MponoHosaHa pepakuis: bapbapa [e bepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHMX AAHUX YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS thapmakoHarnsgy
328. | UE®PTPAKTA | nopowlok gns My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3mMiHW | TNy - 3a UA/13736/01/01
M PO34MHy Ans akUioHepHe akLioHepHe 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy. 3MiHa peuyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
iH'ekuji, 500 mr/250 TOBapUCTBO TOBapuCTBO Y KOPOTKii XapakTepucTuL, slikapcbkoro 3acoby, TekcTi
Mr, 1 chnakoH 3 "HaykoBo- "HaykoBo- MapKyBaHHS Ta IHCTPYKLUIT 419 MeAWYHOro 3aCTOCYBaHHSA Ha
nopoLukom; 1 BMPOGHNYNIA BVMPOGHNYNIA LEHTP nigcTasi perynsipHoO OHOBJ/IHOBAHOIO 3BIiTY 3 6e3neKkun NiKapcbKoro
h/1aKOH 3 MOPOLLUKOM LEeHTP "BopLyariBcbkuii 3acoby, abo gocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /likapcbKoro
y nayui 3 kapToHy; 5 | "BopLuariscb XiMiKo- 3acoby B nicnapeecTpauiliHnii nepios, abo Sk pe3ynbTaT OLiHKK
h/1aKoHIB 3 KniA Ximiko- thapmaL,eBTUYHUIA 3BITY 3 JOCNIMKEHb, NPOBEAEHUX BiANOBILHO A0 NNaHy
MOPOLLKOM Y KaceTi; thapmaueBT 3aBog" nepiatpnyHux gocnimkeHs (PIP) (3MiHy y3rokeHo 3
no 1 kaceti B neHani NYHWIA KOMNETEHTHUM YNOBHOBaXXEHUM OpPraHoM) - 3MiHW BHECEHI 0
3 KapTOHY 3aBog" IHCTPYKUIi 418 MeQUYHOro 3acToCcyBaHHA NiKapcbKoro 3acoby y
po3ainu: "OcobmBocTi 3acTocyBaHHs", "lN0o6GiuHI peakuii”
Bi4NOBIAHO 4,0 OHOBMEHOT iHChopMaLii 3 6e3neku aitoyol
pevYoBUHM LeddTpiakcoH. BBeAeHHS 3MiH NPOTAroM 3-x MicsliB
nicnsa 3aTBepKeHHs
329. | LEDTPAKTA NopoLUoK AN My6niuHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/13736/01/02
M pO3YuHy AN aKujioHepHe akujioHepHe 3MiHM WoAo 6e3nekun/ehekTnBHOCTI Ta thapmakoHarnagy. 3miHa peyenmom
iH'ekujin, 1000 TOBapUCTBO TOBapuCTBO Y KOPOTKii XapakTepucTuL slikapcbkoro 3acoby, TekcTi
Mr/500 mr, 1 chnakoH "HaykoBo- "HaykoBo- MapKyBaHHS Ta IHCTPYKLUIT 419 MeAWYHOro 3aCTOCYBaHHS Ha
3 nopowkom; 1 BMPOBHNYMIA BUPOBHNYNI LLEHTP nigcTasi perynsipHO OHOBJ/IHOBAHOIO 3BiTY 3 6e3neKkun NiKapcbKoro
h/1aKOH 3 MOPOLLUKOM LEeHTp "BopLyariBcbkuii 3acoby, abo gocnifxeHb 3 6e3nekn 3aCTOCyBaHHS JlikapcbKoro
y nayui 3 kapTtoHy; 5 | "BopLuariscb XiMiKo- 3acoby B nicnsapeecTpauiliHuii nepios, abo sk pe3ynbTaT OLiHKK
h/1aKoHIB 3 KW Ximiko- hapmaueBTUYHNMI 3BITY 3 JOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy
MOPOLLKOM Y KaceTi; thapmaueBT 3aBog" nepiatpnyHux gocnimpkeHs (PIP) (3MiHy y3rogkeHo 3
no 1 kaceti B neHani NYHWIA KOMNETEHTHUM YNOBHOBaXKEHUM OpPraHoMm) - 3MiHW BHECEHI 0
3 KapTOHY 3aBog" IHCTPYKUi 418 MeQUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby y
po3gainu: "OcobnmBocTi 3acTocyBaHHs", "INo6GiuHI peakuii”
BiNOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3nekn aitoyol
PeYoBUHM LEedTPiakcoH. BBeAEHHS 3MiH MPOTAroM 3-x MicsLiB
nicnsa 3aTBepKeHHs
330. | UUNPUHON® | po3uunH Ans iHdysii, KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHi BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/0678/01/01
2 mr/mn no 50 mn HoBo mecTo bulk", nepenHHe Ta ] 3MiHu 3 siKocTi. CepTudikaT BignoBigHocTI/I E-cepTudikat peyenmom

(100 wmr) abo no 100
M1 (200 mr), abo no
200 mn (400 mr) y
dhnakoHi; no 1
donakoHy B
KapTOHHI KopoobLi

BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpONb cepii
(thi3nyHi Ta XimiyHi
MEeTOAMN KOHTPOJIt0):
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KOHTpOnb cepii
(thi3nyHi Ta XimiyHi
MEeTOAN KOHTPOIO):
HN30X
(HauioHas1bHI

BiANOBIAHOCTI EBponeiickbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BiaNOBIAHOCTI abo
BUYYEHHS cepTudikaTta BignoBigHOCTI €EBponeicbkiii
hapmakonei: gna A®l; ans BUxigHoro
MaTepiany/peareHTy/MpoMbKHOro NPOAyKTY, LLO
BMKOPMCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONeichbkili
thapmakonei) - OHOBMEHUIA cepTUdiKaT Bif yXXe 3aTBEPAKEHOI0
BMPOGHMKA - MofaHHsA oHoBieHoro CepTudikaty BifgnoBiAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 1998-102-Rev 06
(nonepepzHs Bepcist R1-CEP 1998-102-Rev 05) Big BXe
3aTBEPAXEHOro BUpobHuka ansa A®| uunpodnokcauuHy
BHACNIA0K 3MiHM Ha3BW Ta agpecy BupobHuka Al i3 Bayer
Pharma AG Ha Bayer AG.; 3MiHuK | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMmnopTepa/amMiHu, WO CTOCYHTLCSA BUMYCKY Cepil Ta KOHTPOJIH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
naboparopis 3a AKOCTI rOTOBOrO NiKapCbKOro 3acoby (3amiHa abo foAaBaHHS
34paB’e, OKOME iH OiNbHULI, Ha AKili 34iACHIOETBCSA KOHTPOL/BUNPOGYBaHHS cepii) -
XpaHo), CnoseHis fopasaHHsa BUpo6HUYOT AinbHuui M3 KPKA, a.4., Hoso mecTo,
CnoseHis / Krka, d.d., Novo mesto 3a agpecoto MNosxoBa yniya 5
8501 Hoso mecTo CrnoseHis / Povhova ulica 5 8501 Novo mesto
Slovenia 3 BUPOOGHNUYMMU OYHKLISMU KOHTPO/b cepii (hisnuHi Ta
XiMiYHIi METOAU KOHTPOJIK0); 3MiHM | TUMY - 3MiHU 3 SKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOsIO
AKOCTI rOTOBOrO MiKapCbKOro 3acoby (3amiHa abo foAaBaHHS
OiNbHULI, Ha AKili 34iACHIOETLCSA KOHTPOL/BUNPOGYBaHHSA cepii) -
AofasaHHA BUPOOHUYOT AinbHUL MN3 HA30X (HauioHasnbHi
nabopartopis 3a 34pas’e, okosle iH xpaHo) / Nacionalni laboratorij
za zdravje, okolje in hrano (NLZOH) (National Laboratory of
Health, Environment and Food) 3a agpecoto JanmariHosa yniua
3, 8000 Hoso mecTo CnoseHisa / Dalmatinova ulica 3 8000 Novo
mesto Slovenia 3 BUpOGHUYMMU DYHKLIAIMU KOHTPOb cepil
(hi3nyHi Ta XimMi4HI METOAMN KOHTPO/IIO)
331. | UWATUKONMIH Kpuctanu abo MpvBaTHE YkpaiHa LI3eHbL3mn KuTalicb BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3MiHu | Tuny - - UA/18033/01/01
HATPIIO KpucTanivyHmi akuioHepHe dapmacbloTikan3 Ka AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
NOPOLLOK TOBapuCTBO (Cyuxoy) NTa. HapogH MiCList MPOBaKEHHS AiANbHOCTI BUPOGHMKA (BKIOHAOUW, 3a
(cybcTaHuis) y "Nlekxim- a HeoObXiAHOCTI, MicL,e NPoBeAEHHS KOHTPO/IIO SKOCTi), abo
noaBiliHMX Xapkis" Pecny6n BNlacHUKa macTep-ghaiina Ha A®l, abo noctavasibHUKa
noslieTUIEeHoBMX ika Adl/BnxigHOro MaTepiany/peareHTy/MPOMIKHOTO NPOAYKTY, L0
MilLKax Ans 3aCTOCOBYIOTbCA Y BUPOO6HULTBI ADI (SKLLO 3a3HAYEHO Y JOChE
hapMaLeBTUYHOIO Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata BignoBigHOCTI
3aCcTOCYyBaHHSA €Bponelicbkili hapmakonei y 3aTBepaKeHoMy 40Cke, abo
BMPOBHMKA HOBOI AOMOMiXHOI PeYOBUHU (SIKLLO 3a3Ha4YeHO y
[0CbE) - 3MiHa Ha3Bu BUPOOHUka A®| (LiuTrkoniHy HaTpito) Ta
Has3BW kpaiHu, 6e3 3mMiHn Micus BUpoBHMLTBA
332. | UATIMAKC- PO34UH A1 iH'EKLLN, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - 3a UA/13737/01/01
AAPHULSA 250 mr/mn; no 2 mn "®apmaueBT "papmaneBTUIHa 3MiHM Woao 6e3nekun/edekTMBHOCTI Ta dhapmakoHarnsay (iHwi peuyenmom
(500 wmr) abo no 4 nyHa thipma ipma "AapHuus" 3MiHW) - BHeceHHs 3MiH Ao po3giny “MapkyBaHHa” MKA /13.
M1 (1000 mr) B "AapHnus” 3aTBepmkeHo: MapkmpoBka TeKCT MapKUpoBKM MEPBUYHON 1

amnyni; no 3 amnynu
Y KOHTYpHIlA
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B mauui; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B mauui; no 5 amnyn
Y KOHTYpHIl

BTOPWYHOIA YNakoBKW SIeKapCTBEHHOIO CPeACTBa, KOTOpbIi
codepxuTca B MeToAax KOHTPOS KauecTBa NIekapCTBEHHOTO
cpeacTsa, Npu YCrnoBusix, onpefeseHHbIX noanyHkTom 2.1.4
Paspena XVIII npukasa M3 o1 04.01.13 Ne3. 3anponoHoBaHo:

MAPKYBAHHSA BignosigHo A0 3aTBEpAKEHOr0 TEKCTY
MapKyBaHHSA. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii WoA0 3a3HaYeHHS
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BBegeHHA 3MiH MpOTArom
6-TN MiCALB Nic/A 3aTBEPAXEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YNaKoBKM B NauLli
333. | LIAHOKOBA PO34UH O151 iH'EKLLNA, NAT Ykpaina MAT "Tanuucapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/7360/01/01
NAMIH 0,5 mr/mnno 1 mn B "Fannudap 3MiHM 3 AkocTi. CepTudikart BignosigHocTI/IE-cepTudikar peyenmom
(BITAMIH amnyni; no 10 amnyn m" BiANOBIAHOCTI EBponeiickkil hapmakonei/moHorpadii. MogaHHA
B12) Y KOHTYpHIlA HOBOro abo OHOB/MEHOro cepTudpikata BianoBiAHOCTI abo
YapyHKOBIl BUYYEHHS cepTudikaTta BifgnoBigHOCTI €EBponeicbkii
ynakosui; no 1 thapmakonei: ana A®l; gns BuxigHoro
KOHTYPHIl MaTepiany/peareHTy/NpoMbKHOIo NPoAyKTY, LLO
YapyHKOBIli ynakoBLyi BMKOPMCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
B nauuj peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - HoBuii cepTudpikat Bif HOBOro BUPOGHMKA
(3amiHa abo fONOBHEHHS) - NodaHHA HoBoro CepTtudikaTy
BignoBigHOCTI €Bponeiickkili hapmakonei Ne R1-CEP 1998-140-
Rev 03 ana aitoyoi pevoBUHU LiaHOKo6anamiHy Bif, HOBOro
Brpo6HMKa SANOFI CHIMIE, ®paHuia fo BXe 3aTBepaXeHoro
North China Pharmaceutical Victor Co. LTD., Kutaii
334. | AHYBIA TabneTkun, BKPUTI Mepk LLapn Lselivapi Mepk Wapn i Joym Higepna BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu Il Tuny - 3a UA/9432/01/03
NiBKOBOO i foym IAEA A B.B., Higepnangu Haw/ 3MiHV BHECEHO A0 iHCTPYKLT ANS MeAnYHOro 3acTocyBaHHS peyenmom
o060n0Hkoto, no 100 v6X (BMPOGHMK, Benuka nikapcbKoro 3acoby A0 po3ainy «[itu» (3aTBepaXeHO -
Mmr, no 14 TabneTok BiANoOBigabHMI 3a BpuTaHi EdpexTuBHiCTb Ta 6e3neka 3acTocyBaHHS npenapary nauieHtam
y 6nicTepi; no 2 BMMNYCK cepil, A BIKOM [10 18 pokiB BMBYEHI HeAOCTaTHLO, TOMY NpenapaT He Crif,
6nictepu y KOHTPO/1b AKOCTI); npusHavaTy Ui BiKOBIl kKaTeropii NaLjieHTiB.; 3anponoHOBaHO -
KapTOHHIlA KopooLi Mepk Wapn i Joym CuTarninTuH He cnig 3acTocoByBaTH AITAM Ta NigaiTkam BikoM
Nivitea, Benuka Bia 10 go 17 pokiB yepes HegocTaTHIO epekTMBHICTb. Hapasi
BpuTaHis (BUpobHUK HasiBHI faHi onmcaHo y po3ginax «o6iyHi peakuii»,
3a NOBHUM LIMK/I0M) «®apMakoorivyHi BNactTuBocTi: ®apmakogvHamika Ta
dapmakokiHeTUKa». [JoCimKeHH 3aCTOCYBaHHA cUTarninTuHy
4iTaM Bikom g0 10 pokiB He NPOBOAWOCK.). HAK HaciAoK,
[0MNOBHEHO iHhopMaLiito B po3ginax «PapMakosorivHi
B1ACTMBOCTI» (BKIHOYEHHS JaHMX neaiaTpMyHOro AoCAiMKEHHS
P083), «Oco6MBOCTi 3acTOCyBaHHS», «[M06IYHI peakwii»
BifiNOBIAHO O OHOB/IEHOI KOPOTKOI XapakTepPUCTUKN NiKapCbKoro
3ac06y Ta BHeCEHO pefakLiiiHi npaskn A0 po3ainis «B3aemogis
3 iHWMMK NiKapcbKMK 3aco6amMu Ta iHLLi BUAY B3aEMOSiN»,
«BUPOBHMKM».
BBefeHHs1 3mMiH npoTarom 3 micALiB nicns 3aTBEpAYKEHHS
335. | AHYMET TabneTku, BKpUTI Mepk LWapn LLiBeiiuapi MepBuHHA Ta Higepna BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a UA/11003/01/01
NiBKOBOO i foym IAEA A BTOPVHHA ynakoBKa, HAaw/ AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOH0, M0 50 m6X [L,03BiN Ha BMNYCK Benvka MicList MPOBaKEHHS AisANIbHOCTI BUPOOHMKa/imnopTepa rotoBoro
mr/500 wr; no 14 cepii: Mepk Wapn i BpuTaHi nikapcbKoro 3acoby, BKIOUaKUM AiNbHNLi BUNYCKY cepii abo
Tabnetok y 6nictepi; [Joym B.B., al MicLie NPOBEAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKY
no 4 6nictepu B HigepnaHaw; CLlA/ BignoBigae BUPOGHMK/iIMNOPTEp, HE BK/IKOYAOUM BUMYCK CEpIld) -
KapPTOHHIi KOpoOLi BUpo6HMLUTBO IcnaHis 3MiHa HallMeHyBaHHs1 BUPOGHMKA BiNoBiAa/IbHOIO 3a NepBUHHE
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
Hepo3dacoBaHoil Ta BTOPVHHE MakyBaHHs /13, 6e3 3MiH1 MicLiA BUPOGHMLTBA.
npoaykuii: Ecika BBefeHHs 3MiH NpoTAroM 3-x MicsiLiB NiCNsA 3aTBEPLKEHHS.
KsiH6opo JlimiTeq,
Benuka BputaHisi;
MareoH MNyepTo
Piko, IHk., MyepTo
Piko, CLUA;
lNepBuHHa Ta
BTOPUHHA YNaKoBKa:
Pogi ®apma
IHoacTpian
Cepsicec, C.A.,
IcnaHis
336. | AHYMET TabneTkun, BKpUTI Mepk LWapn LLsenuapi MepBuHHA Ta Higepna BHECEHHS 3MiH [0 peecTpavliiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/11003/01/02
N1iBKOBOO i foym IAEA A BTOPUHHA YNaKoBkKa, Haw/ AZMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, M0 50 6X [,03BiN Ha BMNYCK Benuvka MiCLiA MPOBaMKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
mr/850 wr; no 14 cepii: Mepk Wapn i BputaHi nNikapcbKoro 3acoby, BKNOUaUM AiNbHNLi BUNYCKY cepii abo
Tabnetok y 6nictepi; Joym B.B., a/ MicLie NpoBeAEHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
no 4 6nictepu B HigepnaHaw; cuwA/ BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/IOUAKOUM BUMYCK cepild) -
KapTOHHI Kopobui Brpo6HMUTBO Icnanis 3MiHa HaliMeHyBaHHs BUPOOHMKa BiAMOBIAa/TIbHOMO 3a NEPBUHHE
Hepo3dacoBaHoi Ta BTOpVHHE MakyBaHHs /13, 6e3 3MiH1 MicLA BUpOGHMLTBA.
npoaykuii: Ecika BBefeHHs 3MiH NPOTAroM 3-x MicsLiB NiCNSA 3aTBEPLKEHHS.
KsiH6opo JlimiTeq,
Benuka bputaHisi;
MareoH MNyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MNepBuHHa Ta
BTOPUHHA yNakoBkKa:
PoBi ®apma
IHoacTpian
Cepsicec, C.A.,
IcnaHis
337. | AHYMET TabneTkun, BKpUTI Mepk Lapn LLsefiuapi MepBuHHA Ta Higepna BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/11003/01/03
NNiBKOBOO i Joym IOEA A BTOPVHHA YNakoBKa, Han/ AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, M0 50 X [,03BiN Ha BMNYCK Benvka MiCLi MTPOBaMKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
mr/1000 wmr; no 14 cepii: Mepk LWapn i BpwuTaHi NiKapcbKoro 3acoby, BKIOUAKUM Ai/bHULi BUNYCKY cepii abo
Tabnetok y 6nictepi; [oym B.B., al MicLie NpoBefEeHHSA KOHTPOJIHO AKOCTI. (LiSINIbHICTb, 3a AKY
no 4 6nictepu B HigepnaHaw; cuwA/ BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/IOYAOUM BUMYCK cepili) -
KapTOHHI KopoobLi Brpo6HMLUTBO Icnanis 3MiHa HalilMeHyBaHHs BUPOOHMKA BiAMOBIAa/IbHOMO 3a NEPBUHHE
Hepo3acoBaHol

npoaykuii: Ecika
KsiH6opo JlimiTeq,
Benvka bputaHis;
MareoH MNyepTo

Piko, IHk., MNyepTo

Ta BTOPVHHE NakyBaHHA /13, 6e3 3MiH1 Micua BUPO6HMULTBA.
BBeneHHs 3MiH NpoTAroM 3-x MicsLiB NICNS 3aTBEPLKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGH Bionycky peecmpayiliHo2o
3acoby yrnakoska) uka nocsi0O4YeHHs1
Piko, CLUA;

lNepBuHHa Ta

BTOPVHHA yMnakoBKa:

Pogi ®apma
IHoacTpian
Cepsicec, C.A.,
Icnanis

FeHepanbHU AUpeKTOop

AvpekTopaTy chapMaueBTUUHOIO 3a6e3neyYeHHs

OnekcaHgp KOMAPIOA
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