MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

17 motoro 2022 poky Ne 318

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, 9, 10 Tlopsigky [mep>kaBHOI peecTpallii (mepepeecTpaiiii) TiKapcbkux 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Bizg 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaALsATh ChOMOTO MiANMYHKTY 12 myHKTY 4 IlonoxeHHS TIpoO
MiHicTepcTBO OXOpOHM 3[]0pOB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBor KabiHety
MinicTtpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakuii mocTaHOBU
Kabinery MinictpiB Ykpainu Bix 24 ciuns 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIepTU31 peecTpalliiiHuX MaTrepiaiiB JTiKapCchbKUX 3aco0iB (MeAuUHMX
iMmyHoOionoriuHMX  mpemapartiB), 1[0 TMOJaHi Ha Jep)XXaBHy peeCTparlifo
(mepepeecTpallit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TMPOBeJeHUX
[ep>kaBHUM TIANPUEMCTBOM «Jlep)KaBHUM eKCrepTHUW LieHTp MiHicTepcTBa
OXOpOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 eheKTHUBHOCTi, Oe3rmeyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKaPCbKOIO
3acoby, IO TIPOTIOHYEThCS [0 Jep)KaBHOI peectparlfii (mepepeectpaiiii), 1070
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii oro Ao Jep>kaBHOl
peecTpatiii (repepeectpaiiii) abo BHeCeHHs 3MiH /10 peecTpal[iiHUX MaTepiasiiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepestikoMm (gomaTok 1).

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeawuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
riepesikoM (JoAaTokK 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. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu

MKapChbKHUX 3aCcO0iB 3TiIHO 3 TIeperikoM (401aToK 4).

5. KoHTpOJIb 3a BUKOHAHHSIM LIbOT0 HaKa3y MOK/IaCTH Ha MepIIoro 3acTyIHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



NMEPENIK

Aopartok 1
[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «Ipo aepxaBHy
peecTpaLito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Big 17 nrotoro 2022 poky Ne 318

3APEECTPOBAHNX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
OEP>XABHOI'O PEECTPY NNIKAPCBbKUX 3ACOBIB YKPAIHN

Ne Ha3ssa siikapcbko20 Popma sunycky 3assHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs | peecmpayiliHo20
ynakoska) nocsio4YeHHs1
1. BYNPIHON Tabnetkn 3 3AT JnToBCbka KOHTPO/b AKOCTI Bonrapis/ peecTpavuis Ha 5 pokis 3a He UA/19228/01/01
MogudikoBaHUM «Papmnira» Pecny6nika Ta Cepbis MepioAnYHICTb NOAAHHST PEryISiPHO peyenmom nionseae
BUBI/IbHEHHSM, Mo 150 Mr BignoBiganbHMi OHOB/IHOBAHOrO 3BITY 3 6e3neku,
no 30 TabneTtok 3 3a BUNYyCK cepii: BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
MoaudikoBaHUM BANKAH®APM hapmakoHarnsiay, 3aTBepaKeHoro
BVBITbHEHHAM Y A-OYNHMUA Haka3om MiHicTepcTBa OXOPOHU
NNacTUKOBOMY AL, Bonrapisi; 30,0p0B’A YKpaiHu Bif 27 rpyaHs
KOHTeliHepi, no 1 BMPOBHULTBO 2006 poky Ne 898, 3apeecTpoBaHoro
KOHTEWHepy y KapTOHHIl nikapcbKoro B MiHicTepcTBi tocTuuii Ykpainu 29
Kopoobui 3acoby, ciyHA 2007 poky 3a Ne 73/13340 (y
nepBUHHE Ta pegakuii Hakaly MiHicTepcTBa
BTOPUHHE O0XOPOHU 37,0POB'A YKpaiHu Big, 26
nakyBaHHs, BepecHs 2016 poky Ne 996),
KOHTPO/Ib SKOCTI CTaHOBWTb: 3riHO 3i CTpoKamu,
cepii: 3a3Ha4YeHMU Y NepiognNyYHOCTI
dapmaveyTcko- nofaHHsA perynsapHuX 3BiTiB 3
Xewmilicka 6esnexu.
IHpycTpisa (©XI)
3apasne A.L.
(AxTasic),
Cepbis;
fopatkosa
AinbHUUA 3
KOHTPO/0
SAKOCTI:
re
dapmacbloTikan
3 /114, bonrapis
BITAMIH D3 1,0 pignHa (cybcTaHuis) B ToBapucTBo 3 Ykpaina BAC® CE HimeyunHa peecTpauis Ha 5 pokis - He UA/19212/01/01
M/TH MOIT antoMiHieBUX 6apabaHax obmexeHoo nionseae
Ansa dapmaueBTUYHOro BiANoBigaIbHICT
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Ne | Ha3sa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsioYyeHHs
3acToCyBaHHSA 0
"®apmaueBTUYH
a KomnaHis
"3popos'a”

3. TMIOKO3AMIHY NopoLLIOK (CybCcTaHUis) y AT "dPapmak" Ykpaina XKesaur Kangopni KvTaii peecTpavuis Ha 5 pokis - He UA/19213/01/01
riaPoxnopPupa noABINHMX dapmacbloTikan nionsizae

nonieTuNeHoBUX nakeTax Ko., Jita.
ans hapmavueBTUYHOro
3acToCyBaHHsA
4, AEKCKETOMPO®E | nopoLuok (cybcTaHLis) y TOB HB® Ykpaina Emkype IHAis peecTpauisf Ha 5 pokis - He UA/19214/01/01
HY TPOMETAMON nosieTuIeHoBMX NakeTax «MIKPOXIM» dapmacboTikas nionsieae
HW3bKOI LWi/IbHOCTI AN c Nitp,.
hapmaLeBTUYHOro
3aCTOCyBaHHSA
5. IBITYCIH cupon, 7 mr/m; no 100 mn My6niuHe Ykpaina My6niuHe YkpaiHa peecTpavuis Ha 5 pokis 6e3 nionseae UA/19215/01/01
y 6aHuj nonimepHiid, no 1 akujioHepHe akKujioHepHe MepioAnYHICTb MOAAaHHS perynsipHo peyenma
6aHLi 3 OXKO TOBapuCTBO TOBapuCTBO OHOB/IIOBAHOTO 3BITY 3 6e3neku,
[,03YBa/IbHOK Y MauLi; no "HaykoBo- "HaykoBo- BiANOBIAHO A0 MopsaKy 34iACHEHHS
100 mn y cpnakoHi BMPOGHNYUIA BVMPOGHWYNIA thapmakoHarnagy, 3aTBepAKeHoro
nonimepHomy, no 1 LEeHTp LeHTp Haka3oM MiHicTepcTBa OXOpPOHM
h1akoHy 3 SIOXKKOH "BopLyariBcbkuii "BopLyariBCcbkuii 300pO0B’A YKpaiHu Bif, 27 rpyaHs
[03yBasIbHOIO Y MavLi; no XimiKo- XiMmiKO- 2006 poky Ne 898, 3apeecTpoBaHOro
200 MmNy dhnakoHi hapMaLeBTUYHU hapmMaueBTUYHU B MiHicTepcTBi tocTuLji YkpaiHu 29
nonimepHomy, no 1 11 3aBon” i 3aBog" ciyHsa 2007 poky 3a Ne 73/13340 (y
h/1aKoHyY 3 JIOXKKOHO pepakuii Hakasy MiHicTepcTBa
[,03YBa/ILHOIO Y nauvLj OXOPOHU 3[10POB'S YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu,
3a3HavyeHMu y nepiognyHoCTi
NoAaHHA PerynsipHuX 3BiTiB 3
6e3neku.

6. KANIO nopoLuokK (cybeTaHuis) y MAT Ykpaina LaHaoHr Heto Kutaii peecTpavuis Ha 5 pokis - He UA/19216/01/01
KNABYNAHAT + naketax noABinHWX "KviBmegnpenap Taiim niosisieae
MIKPOKPUCTAMIY nonieTuneHoBux s at" dapmaLploTikas
HA LETIO/TIO3A hapmaLeBTUYHOrO Ko., N1a4.

(1:1) 3acToCyBaHHS

7. MIKPOHI3OBAHA NopoLLOK (CybCcTaHuis) y AT YkpaiHa CunuyaHb Ceni Kutai peecTpauisf Ha 5 pokis - He UA/19217/01/01
OUYNLLEHA nakeTtax noAginHmx "KMIBCbKWN PapmacbioTuKas nionsizae
®/TIABOHOIAHA nonieTUNeHoBUX A1 BITAMIHHWA Ko., T,

PPAKUIA/IMODD hapmaLeBTUYHOro 3ABOA"
(AIOCMIH 9:1) 3acTocyBaHHS

8. NMHEBMOCUnNI/ cycneHsist gns iH'ekyin, 1 TOB "dapma Ykpaina CepyM IHCTUTYT IHais peecTpauis Ha 5 pokiB 3a He UA/19222/01/01

PNEUMOSIL posa (0,5 mn); no 1 posi Naiidp" IHAii MeT. /114, [MepioanyHICTb NOAAHHSA PErynsipHo peyenmom nionsicae
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Ne | Ha3sa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsioYyeHHs
BAKUVHA AnA (0,5 mn) y chnakoHi OHOB/IHOBAHOrO 3BITY 3 6e3neku,
MPO®INTAKTUKUN (emHicTio 2 mn); no 50 BiANOBIAHO A0 MopsaKy 3AiNCHEHHS
NMHEBMOKOKOBOI | (hiakoHiB B KapTOHHili thapmakoHarnagy, 3aTBepaxKeHoro
IHPEKLL, Kopo6ui; no 1 gosi (0,5 Haka3oM MiHicTepcTBa 0XOpPOHU
MONICAXAPUOHA, | mn)y chnakoHi (EMHICTIO 4 3[,0p0B’A YKpaiHu Big 27 rpyaHs
KOH''OTOBAHA ms1); no 50 chnakoHiB B 2006 poky Ne 898, 3apeecTpoBaHoro
(10-BANEHTHA, KapTOHHIA KopooLi B MiHicTepcTBi tocTuuii Ykpainu 29
A COPBOBAHA) ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
O0XOPOHU 37,0P0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHMU Y NepiognNyYHOCTI
nofaHHsA perynsipHux 3siTiB 3
6e3neku.
9. CY®EHTAHI-3H PO34MH ANA iH'eKLiiA No 5 ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa peecTpaujist Ha 5 pokis 3a He UA/19218/01/01
MKF/MA1 N0 2 MA B amnyni, 06MEXEHO 06MEXEHO MepioAnYHICTb NOAAHHST PErYISAPHO peyenmom nionsieae
no 5 amnyn y 6nictepi, no BiANOBiA&/IbHICT BiANoBiAa/IbHICT OHOB/IHOBAHOrO 3BITY 3 6e3neku,
1 6nicTepy B KAPTOHHiIl 10 "XapkiBcbke 10 "XapkiBcbke BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
Kopoo6Li thapmaueBTuuHe thapmavueBTUuHe thapmakoHarnagy, 3aTBepaKeHoro
nigNpPUEMCTBO nigNPUEMCTBO Haka3oM MiHicTepcTBa OXOPOHU
"340poB'a "340poB'a 304,0p0B’A YKpaiHu Big 27 rpyaHs
Hapogay" Hapogay" 2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLji YkpaiHu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3HavyeHVMu1 y nepiognyHOCTI
NnofaHHsA perynsipHux 3siTiB 3
6e3neku.
10. CY®EHTAHIN-3H PO34MH ANa iH'ekwiii no 50 ToBapucTBo 3 YkpaiHa ToBapucTeo 3 YkpaiHa peecTpaujis Ha 5 pokis 3a He UA/19218/01/02
MKF/M/1, N0 5 M B amny/ii; 06MEXEHO 06MEeXEHO MepioAnYHICTb NOAAHHST PErYIAPHO peyenmom | niossieae

no 5 amnyn y 6nictepi, no
1 6nicTepy B kopobL,i 3
KapToHY

BiANOBIA&/IbHICT
10 "XapkiBCbke
hapmaueBTNUHe
nignNpPUEMCTBO
"3p0poB'a
Hapoay"

BiANOBiAa/IbHICT
10 "XapkiBCbke
hapmaueBTNUHE
nigNpPUEMCTBO
"3a0poB'a
Hapoay"

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpsAKY 34iACHEHHS
dhapmakoHarnsgy, 3aTsepxeHoro

Haka3oM MiHicTepcTBa OXOPOHU

300poB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuuii YkpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
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Ne | Ha3sa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky yBaHHs1 | peecmpayiliHo20
ynakoska) nocsioYyeHHs
3a3Ha4YeHMU Y NepiognNYHOCTI
nofaHHsA perynsipHux 3siTiB 3
6e3neku
11. ®IHACTEPUA TabneTkn, BKPUTI [xeHedapm Ipeuis [xeHedhapm Ipeuis peecTpavuis Ha 5 pokis 3a He UA/19219/01/01
MKEHE®PAPM NNiBKOBOK 060JI0HKOH), MO MepioAnYHICTb NOAAHHST PErYIAPHO peyenmom nionsieae
5 mr, no 10 Tabnetok y OHOB/IIOBAHOTO 3BITY 3 6e3neku,
6nictepi, no 3 6nictepn y BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
KapTOHHI Kopoo6Li thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
304,0p0B’sA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLji YkpaiHu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3HavyeHVMu1 y nepiognyHOCTI
NnofaHHsA perynsipHux 3siTiB 3
6e3neku
12. PONIEBA KpucTaniyHWin NopoLLIoK TOB "TK YkpaiHa Xebeii LizixeH Kutaii peecTpauist Ha 5 pokiB - He UA/19220/01/01
KUCNOTA IAPAT (cy6eTaHuif) y noagiiHnX "Aspopa" dapmacbloTikan nionsi2ae
NoieTUNEHOBMX MilLKax Ko., N14.
ans hapmaueBTV4HOTo
3acTOCyBaHHsA
13. XOHZAPOITUH nopoLUokK (cybeTaHuis) y TOB "TK Ykpaina CNYYAHb Kutaii peecTpauis Ha 5 pokis - He UA/19221/01/01
CYNb®AT HATPIO | noggiliHux "ABpopa" AIBIO niosisi2ae
nonieTUNEHOBUX MilLKax SAPMACBIOTIK
ons hapmaueBTUYHOro AN KO., 1TA.

3aCTOCyBaHHs

B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapmManeBTHYHOr 0 3a0e3meyeHHs

Isan 3AZIBOPHUX




NMEPENIK
NMEPEPEECTPOBAHUX NTIKAPCBbKNX 3ACOBIB (MEAVUYHNX IMYHOBIONOTITHYHUX NPEMAPATIB), AKI BHOCATbCA
4O AEPXXABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 2
[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Big 17 nrotoro 2022 poky Ne 318

Ne Hassa ®opma surnyckKy (/ikapcbka 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 ¢hopma, ynakoska) 3asBHUKa BUPOGHUKA Bionycky yBaHHS1 peecmpayitiHo2o
3acoby nocsi0O4YeHHs1
1. L-ANAHIH KpucTaniyHmin nopoLok abo AMIHO HimeuunHa AMIHO 'm6X HimeuyunHa nepepeecTpawis Ha HeobMexeHwui - He UA/16454/01/01
KpucTtanu (cybetaHuis) y M6X TepMiH niosnsieae
noAgiliHMX nNonieTuIeHoBMX
naketax gns
chapmaL,eBTUYHOro
3acTocyBaHHs
2. L-BANIH KpucTaniyHmin nopoLok abo AMIHO HimeuunHa AMIHO 'm6X HimeuyunHa nepepeecTpawis Ha HeobMeXxeHwi - He UA/16455/01/01
KpucTtanu (cybctaHuis) y 6X TepMiH niosnsieae
NoABINHMX NOMIETUIEHOBUX
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
3. L-NEAUVH KpucTaniyHmin nopoLlok abo AMIHO HimeuyunHa AMIHO 'm6X HimeuyunHa nepepeecTpayjis Ha HeobMeXxeHwi - He UA/16458/01/01
nnacTisui (cybcTaHuis) y 6X TepMiH nionsieae
NoABINHMX NOMIETUAEHOBUX
naketax gns
chapmaL,eBTUYHOro
3acTocyBaHHs
4, L-®EHINANAHIH | kpucTaniyHuii NOpoLLOK abo AMIHO HimeuunHa AMIHO 'm6X HimeuyunHa nepepeecTpayjis Ha HeobMeXxeHwi - He UA/16459/01/01
nnacrtisLj (cybcTaHuis) y M6X TEpPMiH nionsizae
NOABINHMX NOETUIEHOBUX
nakeTtax gns
hapmaueBTUYHOro
3aCcTOCyBaHHSA
5. BEC-HOPMA rpaHynu, no 10 r y neHani MpAT YkpaiHa MpAT Ykpaina MepepeecTpaLis Ha HeobMeXeHUIA 6e3 He UA/3812/01/01
nonimepHomy; rno 1 neHany B «HauioHanb «HauioHanbHa TEPMiH. peyenma nionszae
nauti 3 KapToHy Ha FomeonatuyH MepiognyHICTL NOAAHHS PerynsipHo
[omeonatny a Cninka» OHOBJIOBAHOrO 3BITY 3 6e3nekun,
Ha Cninka» BiANOBIAHO 0 MOPsAAKY 34iCHEHHS

chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

®opma surnyckKy (/ikapcbka
¢hopma, ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHS1

Homep
peecmpayitiHo2o
nocsioYeHHs

Hakasy MiHicTepcTBa OXOPOHM
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMn y
NepioANYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neku.

EHYPAH

rpaHynu; no 10 r y neHani
nonimepHomy; no 1 neHasny B
nadui 3 KapToHy

MpAT
"HauioHanb
Ha
[omeonaTuy
Ha Cninka"

YKpaiHa

MpAT
"HauioHanbHa
[omeonaTtnyH

a Cninka"

YKpaiHa

nepepeecTpawjis Ha HeobMexeHwi
TEepMiH
MepiognyHiCTL NoAaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
hapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepiognyHOCTI NoJaHHS PerynsipHux
3BITIB 3 6e3neku.

6e3
peyenma

nionsieae

UA/3820/01/01

IBAHAPOHOBA
KUCNOTA -
DAPMEKC

KOHLeHTpaT AN19 PO34nHy ANs
iHdpy3ilA, 1 mr/mino 6 mny
dhnakoHi; no 1 dpnakoHy B
nauuj 3 KapToHy

TOB
"®APMEKC
reyn"

YkpaiHa

TOB
"®APMEKC
reymn"

YkpaiHa

nepepeecTpawis Ha HeobMexeHui
TEepMiH
OHOB/1EHO iHhopMaLito B iIHCTPYKUIT
ANA MeVYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y posginax
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOB/EHOT iH(hopMaL,ii Lwoao 6e3neku
4ito4oi Ta A0NOMDKHOT PEeYOBYH.
MepiognyHicTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HavYeHMmn y
nepiofNYHOCTI NOJaHHA PErynsapHUX

3a
peyenmom

He
nionsieae

UA/15955/01/01
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"GapmakoTepanesTuyHa rpyna”
(yTouHeHHs iHchopmawii), "MokasaHHa"
(yTouHeHHs iHchopmauii),
"Oco6nnBocTi 3acTocyBaHHs", "diTn"
(yTouHeHHs iHdpopmaii), "MobiuHi
peaxuii” BignoBigHO 40 OHOB/EHOT
iHbopmaLii 3 6e3nekn 3acTocyBaHHS
LiH040T PEYOBUHN.
MepiognyHiCTL NoAaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepiognyHOCTI NoJaHHS PerynsipHux
3BITIB 3 6e3neku.

Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHna Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JNlikapcbKo20 c¢hopma, ynakoska) 3asiBHUKa BUPOGHUKA BionyckKy yBaHHs peecmpayitiHo2o
3acoby nocsi0O4YeHHs1
3BITIB 3 6e3neku.
8. TPOKCEPYTUH kancynu no 300 mr, no 10 NAT YkpaiHa MAT YkpaiHa MepepeecTpayis Ha HeObMeXeHWI 6e3 nidnseae UA/16133/01/01
kancyn y 6nictepi; no 3 abo no | "Ximcapmsa "Ximchapm3sas TEPMIH. peyenma
6 6nicTepiB y KAPTOHHI nauLi BOJ, opf, "YepsoHa OHOB/EHO iHhopMmaLito B IHCTPyKLT
"UepBoHa 3ipka" 019 MeUYHOro 3acTocyBaHHsA
3ipKa” nikapcbKoro 3acoby y posginax

B.o. I'enepanbHoOro gupexkropa Jlupekropary

(hapmareBTHYHOrO 3a0e3nevyeHHsI

Isan 3AZIBOPHUX




NMEPENIK
NIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, KI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux

marepianis»

Big 17 notoro 2022 poky Ne 318

Hassa

2, abo 4 6nictepu B
KapTOHHI KopooLli

bulk" Ta kOHTPONb
cepiii; NaKyBaHHs,
KOHTPO/b Ta BUMYCK
cepiid)

thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHWX PO cUcTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH: ddapmakoHarnsgy;
KOHTaKTHOI 0CO6U 3 hapMakoHarnsay 3asiBHMKa 415
3ailicHeHHs thapmakoHarnsay B YkpaiHi, SKLL0 BOHa
BiIMiHHa BiJ YNOBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHS1 hapMakoHaraay (BK/IKYakUM KOHTaKTHI
[aHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-chaiina
cucTeMu dhapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum

3asBHYVKa, BigNoBiganbHOI 3a chapmMakoHarnsg B YKpaiHi.

®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKA BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. L-TUPOKCUH Tabnetkn no 125 BEPJIIH-XEMI HimeuunHa BEPJIIH-XEMI AT, HimeuunHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB:3MiHNn | 3a UA/8133/01/04
125 BEP/IH- MKr, 1Mo 25 TabneTok Al HimeuunHa TMNYy - 3MiHW Woao0 6e3nekn/edpekTMBHOCTI Ta peuyenmom
XEMI y 6nictepi; no 1 abo (BMPOGHMLTBO "in thapmakoHarnsgy. BeegeHHs abo 3miHn fo
2, abo 4 6nictepn B bulk" Ta KOHTpO/b y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
KapTOHHi KopooLyi cepiil; NakyBaHHs, (BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
KOHTPO/b Ta BUMYCK hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
cepiif) Bi4MNOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3assHuKa ans
3ailicHeHHs thapmakoHarnsay B YkpaiHi, SKLL0 BoHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0CO6W, BifgnoBigasibHOI 3a
3[jiCHeHHs1 hapmakoHariaay (BKIKYakun KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-ghaiina
cuctemun hapmakoHarssgy) - 3MiHa KOHTakTHOI 0cobu
3asBHVIKa, BignoBiganbHOI 3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pepakuis: Kyuep MapuHa BacunisHa.
3MiHa KOHTaKTHMUX AaHUX KOHTaKTHOI 0CObM 3asBHUKA,
BiANOBiAaNbLHOI 3a 3ilicHeHHS chapmakoHarnsgy B
YkpaiHi
2, L-TUPOKCWUH Tabnetku no 150 BEP/IH-XEMI HimeuunHa BEP/1IH-XEMI AT, HimeuyunHa BHECEHHS 3MiH 0 peecTpavliiiHMx maTepiasi:3MiHu | 3a UA/8133/01/05
150 BEP/IH- MKr, 1Mo 25 TabneTok Al HimeuunHa TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peuenmom
XEMI y 6nictepi; no 1 abo (BMPOGHMLTBO "in
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

MponoHoBaHa pepakuis: Kyuep Mapuha BacunisHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asaBHNKa,
BiANOBIAaNbHOI 3a 34iliCHEHHSA hapmakoHarnagy B
YkpaiHi

L-TUPOKCUH
50 BEP/IH-
XEMI

Tabnetku no 50 mkr,
no 25 TabneTtok y
6nicTepi; no 1 a6o 2,
a6o 4 6nictepu B
KapTOHHI Kopo6Lyi

BEPIIH-XEMI
Al

HimeyunHa

BEP/NIIH-XEMI AT,
HimeuunHa
(BUPOGHMLTBO "in
bulk" Ta KOHTpO/b
cepiii; naKyBaHHs,
KOHTPO/b Ta BUMYCK
cepiid)

Himeyunna

BHECEHHS 3MiH 10 peecTpauiliHix maTepianis:3miHu |
MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHu 1o
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asiBHMKa 415
3ajificHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0co6y, BignoBigaibHOI 3a
3[jiCHeHHs hapmakoHaraay (BKIYaun KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHoOI ocobu
3asBHUKA, BiANOBIAALHOI 3a thapmakoHarnsag, B YkpaiHi.
MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAaNbHOI 3a 34ilicHeHHS chapmakoHarnagy B
Ykpaini

3a
peuyenmom

UA/8133/01/02

L-TUPOKCUH
75 BEPJIH-
XEMI

TabneTku No 75 Mkr,
no 25 TabneTok y
6nicTepi; no 1 a6o 2,
abo 4 6nictepu B
KapTOHHI KOpooL;i

BEPIIH-XEMI
Al

HimeyunHa

BEP/IH-XEMI AT,
HimeuunHa
(BUpPOGHMLTBO "in
bulk" Ta KOHTpO/b
cepiii; NakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiin)

Himeyunna

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis:3MiHu |
TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn fo
y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiNOBiAaNbHOI 3a 3iiCHEHHA hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
3pjificHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOBaXeHOI 0co6W, BiANOBIAA/ILHOI 3a
3ilicHeHHs chapmakoHariaay (BKIKYaoUuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHoOI 0cobu
3as1BHMKA, BignoBigasibHOI 3a chapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAa/IbHOT 3a 34iICHEHHS (hapmakoHarisgy B
Ykpaini

3a
peyernmom

UA/8133/01/03

ABIKCA

TabneTku, BKPUTI
NNiBKOBOKO
0600HKOH0, N0 10
Mr no 14 tabneTok y

NyHp6ek
Ekcnopt A/C

[JaHis

Mepy, ®apma M'M6X i
Ko. KlaA,
HimeuunHa

(nepBuHHe Ta

HimeuunnHa/
[aHis

BHECEHHSA 3MiH 10 peecTpaliiiH1ux maTepianis:3MiHu |
TUMY - 3MiHW B 4aCTOTi MOJAHHA PerynsapHo
OHOBJ/1OBAHOTO 3BITY 3 6e3neky 3 1-ro poky Ha 5-Tb pokiB
BHECEHI BifnoBifHO 0 NepiognMYHOCTI NoAaHHs

3a
peyerimom

UA/4760/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
6nicTepi; no 2 BTPVIHHE MaKyBaHHS, perynsipHO OHOB/IHOBaHUX 3BITiB 3 6e3MeKkn /ikapcbkux
6nictepn y KOHTPO/Ib SIKOCTI); 3aco6iB y €BponelicbkoMy Cot3i Ta peKOMEH0BaHO A0
KapTOHHI KOpOOL; PotteHgopd ®apma 3aTBEPAXKEHHSA
mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3cacoBaHOro
npoaykty); X.
Nynp6ek A/IC, OaHis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs, A03BiN
Ha BUMYCK Cepiii)
6. ABIPATEPOH- Tabnetku no 250 wmr, TOB Ykpaina KBiHTa-AHaniTika Yecbka BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/18043/01/01
BICTA no 120 TabneTok y "bapmaveBTu c.p.o., Yecbka Pecny6nika/ TUMY - 3MiHW 3 AKOCTi. FTOTOBWIA Nikapcbkuii 3aci6. peuenmom
naacTyKoBOMy YyHa KoMMaHis Pecny6nika Icnanis KoHTposb roToBOro fikapcbKoro 3acoby. 3MiHa
KOHTelHepi no 1 Bicta" (KOHTPO/Ib AKOCTI napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX
nnacTMKoBOMY (piznKo-xiMiuHMIA)); roTOBOro NiKapCbKOro 3acoby - 4ONOBHEHHSA HOBUMMU
KOHTeliHepy B CiHTOH Xicnanis, napameTpamu 475 NoKasHuKa «JoMillKm» y
KapTOHHI Kopo6Lli C.J1., IcnaHis CneumdpikaLyii roToBOro nikapcbkoro 3acooy,
(BUPOGHMLTBO, 06YyMOB/IEHE NPUBELEHHAM Y BIAMNOBIAHICTb A0 Ai0YMX
nepBuHHE, BTOPUHHE opuriHanbHYX matepianis Bupo6Huka M3
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepii)
7. A3SNMEL® TabneTkn, BKpUTI NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [JO pEeECTpaLiiiHMX MaTepianiB: TEXHIUHY 3a UA/7234/02/01
nniBKOBOO "Kvismegnpen "Kuismegnpenapar" NMOMWJ/IKY BUNPAaB/IEHO B TEKCTI MapKyBaHHS Ha peyenmom
060/10HKO10, Mo 500 apart" BTOPWHHII yNakoBLi NiKapcbKoro 3acooy.
mr; no 3 a6o 10 3anponoHosaHo: 13. HavMmeHoBaHue n
TabneTok y 6nictepi; MECTOMOJIOXEHNE NPOU3BOAUTENSA U afjpec ero Mmecra
no 1 6nictepy y OCYLLECTB/IEHNA [eATe/IbHOCTU U NPWU HEO6X0AMMOCTH
nauui 3 kKapToHy HavMeHOoBaHWe 1 MeCTOHaxX0oXeHne 3aaBUTens um
npeacrasutens sassutens: NMAT «KuiBMegnpenapar»,
Ykpaina, 01032, m. Kuis, By/1. CakcaraHcbkoro, 139 NMAO
«Knesmegnpenapar», YkpauHa, 01032, r. Kues, yn.
CakcaraHckoro, 139
8. AKKOPAVH PO34MH NS iH'EKLN, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/17492/01/01
100 mr/Mn no 5 mn B akuioHepHe akuioHepHe TUMy - 3MiHU 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHMy |  peyenmom
amnyni, no 5 amnyn TOBapuCTBO TOBapuncTBo BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIouYatoumn gianasoH
y 6nictepi, no 1 "Nlekxim- "Mlekxim-Xapki" po3mipy cepii) FoTOBOro NikapcbKoro 3acoby
6nicTepy B nauui; no Xapkis" (36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
5 mn B amnyni, no 5 po3mipom) (B.11.6.4. (a) IB)
amnyn y 6nictepi, no BBEJEHHSI 404aTKOBOrO PO3Mipy cepii roToBOro
2 6nicTepu B nauui; nikapcbKoro 3acoby; 3anponoHosaHo: 50 000 wT. amnyn,
no 5 mn B amnyni, 65 000 wT. amnyn; 130 000 wT. amnyn
no 100 amnyn y
nauuj
9. AJIMAKOP Tabnetkv no 10 wmr, AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 10 peecTpaviiHiX maTtepianis:3minHu | 3a UA/18534/01/02
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 10 TabneTtok y N CA UMYy - 3MiHW Woao0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi, no 3 thapmakoHarnsagy. BeefeHHs abo 3miHn fo
6nictepn y y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
KapTOHHI nayui (BBEAEHHS y3ara/lbHEHUX AaHWX MPO cucTemy
thapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3assHuKa s
3AiicHeHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHA Bif, YNOBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jicCHeHHs1 hapMakoHariaay (BK/IKYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemun chapmakoHarasgy) - 3MiHa KOHTakTHOI 0cobu
3asBHUKA, BiANOBIAA/IbHOI 32 hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuin: Knupunisa MNanvHa eopriiBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHMKA,
BiANOBIAANbLHOI 3a 34ilicHeHHS chapmakoHarnagy B
YKpaiHi
10. ANTYM PO34uH ANS iH EKL, MpusatHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/18709/01/01
100 mr/mn, no 5 mn akuioHepHe akuioHepHe TUMy - 3MiHU 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHMy |  peyenmom
B amnyni, no 5 TOBapuCTBO TOBapucTBo BUPOGHMUTBI. 3MiHa po3mipy cepii (BkIUalum gianasoH
amnyn y énictepi, no "Jlekxim- "Jlekxim-Xapkis" pO3Mipy cepii) roToBOro MikapcbKoro 3acoby
2 6nicTepu B nayui Xapkis" (36inbLUeHHsA A0 10 pasiB MOPIBHSAHO i3 3aTBEPAKEHNM
pPO3MipoM) - BBEA,EHHA A0AATKOBOrO po3Mipy cepil
roTOBOro NikapcbKoro 3acoby; 3anponoHosaHo: 50 000
WT. amnyn; 65 000 wT. amnyn; 130 000 wT. amnyn
11. ANbUMEPAT PO3YMH OpasbHWIA, MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 3a UA/17979/01/01
600 mr/7 mn, no 7 "TexHonor" TMMY - 3MiHM 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHM Yy | peyernmom
MJ/1 PO3YMHY Y BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IouYatoumn AianasoH
chnakoHi, no 10 po3Mipy cepil) roToBOro nikapcbKoro 3acoby
hN1akoHiB y KOpooL; (36inbLeHHsT f0 10 pasiB MOPIBHSHO i3 3aTBEPLKEHNM
3 KapToHYy pPO3MipOM) - BBELIEHHAM [04aTKOBOro po3mipy cepii
roTOBOro Nikapcbkoro 3acoby; 3anponoHosaHo: 179,40
kr (175,0 n) (Big 170,40 kr go 179,40 kr) (Big 2 310 go 2
530 ynakoBok); 486,81 kr (475,0 n) (Big 469,00 kr o
520,20 «r) (Big 6 500 go 7 210 ynakoBoOK)
12. AMBPOKCON Tabnetkv no 30 wr; ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasiB: 3MiHa 6e3 UA/0438/01/01
no 10 Tabnetok y 06MeXeHoI0 BUPOGHMLITBA, 3asBHUKa (B1aCHMKa peecTpaviiHOro NocBigYeHHs) peyenma
6nicTepi; no 2 BiANOBiA&bHI KOHTPONb AKOCTI, (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) TepMiH
6nicTepu y nauui 3 CTIO BUWMYCK Cepii: BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
KapTOHY "®GapmaueBTn ToBapucTso 3 3aTBEPKEHHS; 3MiHM | TNy - 3MiHK Woa0
YyHa KoMnaHis obmexeHo 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs
"3popos'a” BiANOBIAA/IbHICTIO a60 3MiHW [0 y3arasibHeHVX aHUX Npo cucTemy

"focnigHnii 3aBofg,
"rHunc,
YKpaiHa;
BCi cTagii

thapmakoHarnaay (BBeAEHHS y3arasibHEHNX AaHUX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHO
ocobwu, BignoBifanbHOI 3a 34iliCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 hapMakoHarnsay 3asiBHMKa 415
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BMPOGHMLITBA, 3AjificHeHHs chapmakoHarnsay B YKpaiHi, KO0 BOHA
KOHTPO/b SIKOCTI, BiAMIHHA Bif, YNOBHOBaXEHOI 0co6W, BignoBiganbHOI 3a
BUWMYCK Cepii: 3[jiCHEeHHs hapmakoHariaay (BKIYaun KOHTaKTHI
ToBapucTBO 3 [aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-caiina
06MEeXeHO cuctemu chapmakoHarnsgy) - 3miHa ynosHoBaXeHol
BIAMNOBIAA/TbHICTIO 0Cco6WM 3asBHYMKA, BigNoBigasibHOI 3a hapMakoHarnsg.
"®APMEKC TPy, [itoua pepakuis: MnakciHa OneHa BonogumumpisHa.
YkpaiHa,; MponoHoBaHa pepakuis: LeBueHko OneHa IropiBHa.
BCi cTagii 3MiHa KOHTaKTHMX AaHMX YNOBHOBaXXEHOT 0CO6M
BMPOGHMLITBA, 3asBHVKA, BigNoBiga/IbHOI 3a 34iACHEHHSI
KOHTPO/b SIKOCTI, chapmakoHarnsgy
BUWMYCK Cepii:
ToBapucTso 3
obMmexeHo
BiANOBIAALHICTIO
"®GapmaueBTnyHa
KOMnaHis
"3popos'a”,
YKpaiHa
13. AMBPOKCON cupon, 15 mr/5 mn TOB Ykpaina TOB "TepHothapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/1587/01/01
no 100 mny "TepHochapm" TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii 3acib. peyenma
thnakoHi abo 6aHLi; CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
no 1 pnakoHy a6o 1 ymoBax 36epiraHHs roOTOBOrO J1ikapCbKoro 3acoby
GaHLi 3 JTOXKKOH (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JTiKAPCbKOro
MipHOIO B nauuj 3 3acoby) - [N ToproBoi ynakoBku (MigTBEPAXKYETLCS
KapTOHY LaHUMU peasibHOro Yacy) 36iNbLUeHHS TepMiHy
nNpUAaTHOCTI FOTOBOTO JIiKAPCLKOro 3acoby 3 2 pokiB 4o 3
POKiB NPOBOANTLCA HA OCHOBI OTPUMaHNX NO3UTUBHUX
pe3ynbTaTiB AOCNiKEHHSA AOBIOCTPOKOBOI CTabiNbHOCTI
npenapary. 3miHW BHeceHi B po3gin "TepMiH
NPUAATHOCTI" B IHCTPYKLitO A4/ MEANYHOTO
3aCTOCyBaHHS Nikapcbkoro 3acoby.
14. AMIOAPOH Tabnetkn no 200 wmr; AT YkpaiHa AT "KMIBCbKI YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3MiHu | 3a UA/4514/01/01
no 10 TabneTtok y "KNIBCbKWN BITAMIHHW TUMY - NOAAHHA HOBOTO cepTudikaTa BifnoBigHOCTI peuyenmom
6nicTepi; no 3 BITAMIHHNIA 3ABO4" €sponeiicbkiii hapmakonei Ne R1-CEP 2003-216-Rev
6nicTepy y nauui 3 3ABOL" 08 a1 4itoyoi peyoBNHU aMiogapoHy rigpoxaopuay Big
KapTOHY HoBoro BMpo6Huka GLENMARK LIFE SCIENCES
LIMITED., IHgisa
15. AMIOKOPAVH Tabnetku no 200 mr KPKA, a.4a., CnoBeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/10291/01/01
® no 10 TabneTtok y Hoso mecTo mMecTo, CrnoBeHis TUMY - BHECEHHS 3MiH A0 MKA /13, a came: nepeknaz, peyenmom

6nictepi; no 3 abo 6
6nictepiB y
KapTOHHI KopooLli

(BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK

cepil; KOHTPOSb cepil

(hiznyHi Ta XimiyHi

MKS 3 pocilicbkoi Ha ykpaiHCbKy MOBY. BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB MiC/1A 3aTBEPMAKEHHS; 3MiHM |
TUNY - BHECEHHS HE3HAYHWX 3MiH [0 MeToay
pO34MHEHHS amioflapoHy rigpoxaopuay, a came-
BUMPaB/IEHHS HETOYHOCTEN (ApYKapCbKyX MOMUIIOK) Ta
[OfaBaHHA AeAKUX NPUMITOK (6inbll AeTanbHWIA onuc
NpoBefieHHs nNpoLefypy, Y BUNaaKy BUKOPUCTAHHS
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
METOAMN KOHTPOJI0)) iHLWIKX hiNbTpiB). BBEAEHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs
16. AMITPUOTANI TabneTku, BKpUTI ToBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasiB: 3MiHa 3a UA/4872/01/01
H 060/10HKOI0, No 25 06MeXeHOI BMPOGHULITBA, 3asBHUKa (B/1ACHMKa peecTpauiiHOro NocBig4YeHHs) peyernmom
mr; no 25 TabneTok BiANOBIAA/IbHI KOHTPO/b SKOCTI, (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) BeaeHHs
y 6aHkax abo CTHO BUWMYCK Cepii: 3MiH NPOTAroM 6-TW MiCALiB NicNs 3aTBEPAKEHHS; 3MiHN
KOHTelHepax; no 10 "apmauesTu ToBapucTBO 3 | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
Tabnetok y YyHa KOMMaHis 06MEeXeEHO thapmakoHarnsgy. BeegeHHs abo 3miHn fo
6nictepax; no 10 "3p0pos'a” BiANOBIAALHICTIO y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
TabneTok y 6nictepi, "dapmaLeBTnyHa (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
no 5 6nictepis B KOMnNaHis hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Kopoo6Li "3popoB's", BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnagy;
YkpaiHa,; KOHTaKTHOI 0co6U 3 hapMakoHarnsay 3asiBHVKa 415
BCi cTagii 3ajiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BMPOGHMLITBA, BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbLHOI 3a
KOHTPO/b AIKOCTI, 3[jiCHeHHs1 hapMakoHaraay (BK/IKYakum KOHTaKTHI
BUNYCK cepil: [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
ToBapucTBo 3 cmucTeMu dhapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOT
obMexeHoto 0cobu 3asBHYIKA, BiANOBIfaUTbHOT 3a hapmakoHarnag,.
BiANOBIAAILHICTIO [Oitova pepgakuis: MnakciHa OneHa BonogvmMupisHa.
"flocnigHuii 3aBog, MponoHoBaHa pepakuis: LeBuerHko OneHa IropiBHa.
"rTHUNC", 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0CO6U
YkpaiHa 3asBHMKA, BiANOBIAA/LHOI 32 3iiCHEHHS
hapmakoHarnsgy
17. AMOKCUUUnI Kancynu no 250 mr AHTUBIOTUK PyMmyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/18798/01/01
H no 10 kancyny n CA TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nictepi; no 2 hapmakoHarnsigy. BeegeHHs abo 3miHn go
6nictepn y y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
KapTOHHI navui (BBEAEHHSA Y3araslbHEHUX AaHWX PO cUcTemy
hapmakoHarssgy, 3MiHa yNnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0Cco6u 3 thapMakoHarnsgy 3asBHuKa A1
3[ilicCHEHHS1 chapMakoHarnsay B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ YNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 3a
3pjiicHeHHs hapmakoHarnagy (BKYaUy KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
cuctemmn chapmakoHarnsay) - 3MiHa KOHTakTHOT 0cobu
3asBHUKA, BIANOBIAA/LHOI 3a thapmakoHarnsag, B YkpaiHi.
MponoHoBaHa pepakuis: Knpunisa MNasmHa leopriiBHa.
3MiHa KOHTaKTHMUX AaHUX KOHTaKTHOT 0CObM 3asBHUKA,
BiANOBIAANLHOI 3@ 3AjiCHEHHS hapmakoHarnsay B
YKpaiHi
18. AMOKCUUUNI kancynu no 500 mr AHTUBIOTUK PyMyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/18798/01/02
H no 10 kancyny n CA MYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom

6nicTepi; no 1
6nictepy y

thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3araJibHeHUX faHux Npo cUCTeMy hapmakoHarnsgy
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6nicTepi; no 1 abo

nikapcbKoro 3acoby:

CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo

[Op. Taiicc ymMoBax 36epiraHHsi roTOBOro MikapcbKoro 3acoby
no 2 6nictepu B HatypsapeH 'm6X, (3MEHLLEHHA TepMiHy NPUAATHOCTI FOTOBOTO /iKapCbKOro
KapPTOHHI Kopobui HimeyunHa; 3aco6y) - [1/19 TOpProBoi yNakoBKW - 3MEHLIEHHSI TEPMiHY

Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
KapTOHHI nauui (BBEAEHHS y3araslbHEHUX AaHWX MPO cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3assHuKa s
3AjiicHEHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHA Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 3a
3[jicCHeHHs1 hapmakoHariaay (BK/IKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina
cuctemun chapmakoHarasgy) - 3MiHa KOHTakTHOI 0cobu
3asBHUKA, BiANOBIAA/IbHOI 32 hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuin: Knupunisa NanvHa eopriiBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiANOBIAANbLHOI 3a 34ilicHeHHS chapmakoHarnsgy B
YKpaiHi
19. AHI CENT AP. | NboAsHWKM 3i [Op. Taiicc HimeuunHa [03BiN Ha BUNYyCK Himeuunna/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTtepianis: 3MiHu | 6e3 UA/8531/01/01
TAINCC CMakoM BWILLHI; NO HaTypBapeH cepii rotoBoro LLBeiuapis TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
12 nboasAHuKIB Y 6X nikapcbKoro 3acoby: CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
6nictepi; no 1 abo [p. Taiicc yMoBax 36epiraHHsi roTOBOro MiKapCbKoro 3acoby
no 2 6nictepu B HatypBapeH 'M6X, (3MeHLLEHHS TepMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
KapTOHHI KopooLyi HimeuunHa; 3aco6y) - [1na TOproBoi yNnakoBKW - 3MEHLUEHHSI TEPMiHY
BUPOBHMLTBO NPMAATHOCTI FOTOBOIO NiKAPCbKOro 3acoby.
Hepo3dacoBaHO| 3aTBepikeHo: 5 pokiB. 3anponoHOBaHO: 3 POKU. 3MiHU
npoayKLii, nepByHHe BHeCeHi B po3ain "TepMiH NpuaaTHOCTI" B IHCTPYKLiO
Ta BTOPVHHE 0151 MEANYHOTO 3aCTOCYBaHHS MikapCbKOro 3acoby
nakyBaHHs:
Op. men.
Aytaepmayp Al',
LLiBeliLapis
20. AHI CENT AP. | NboAsAHWKM 3i [Op. Taiicc HimeuunHa [03BiN Ha BUMYCK HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/8532/01/01
TAINCC CMakoM 06Ainuxu; HaTypBapeH cepii roToBoro LLIBeliyapis TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKMiA 3aci6. peuyenma
no 12 NboAsiHVKIB Y M6X nikapcbKoro 3acoby: CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
6nictepi; no 1 a6o [Op. Taiicc ymoBax 36epiraHHs rOTOBOrO J1ikapCbKOro 3acoby
no 2 6nictepu B HaTypBapeH 'vbX, (3MEeHLLUEHHSI TepMiHY NPUAATHOCTI FOTOBOTO /1iKApPChKOro
KapTOHHI Kopo6Lyi HimeyuunHa,; 3acoby) - [lns TOProBoi YNakoBKW - 3MEHLLEHHS TEPMiHY
BUPOGHMLTBO NpUAATHOCTI FOTOBOIO NiKapCbKOro 3acoby.
Hepo3dgiacoBaHol 3arBepaKeHo: 5 pokiB. 3anponoHOBaHO: 3 POKW. 3MiHU
npoayKuii, NepByHHe BHeceHi B po3Ain "TepMiH NpuaaTHOCTI" B IHCTPYKLiO
Ta BTOPUHHE ANA MeNYHOro 3acTocyBaHHS NiKapCbKoro 3acoby
nakyBaHHS:
Op. men.
Aytbpepmayp AT,
LLIBeliLapis
21. AHI CENT AP. | nboasHvkn 3i [Op. Taiicc HimeyunHa [03BiN Ha BUMNYCK HimeuunHa/ BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/8533/01/01
TAIACC CMakoM LuaBii; no HaTypBapeH cepii rotoBoro LBeliuapis TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA Nikapcbkuii 3acio. peyenma
12 nbogsHUKIB y 6X
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BVPOGHMLTBO npuaaTHOCTI TOTOBOrO JliKapcbKoro 3acoby.
Hepo3dhacoBaHOl 3aTBepAXeHo: 5 pokiB. 3anponoHOBaHO: 3 POKU. 3MiHU
npoAyKuii, NnepBuHHe BHECEHI B po3ain "TepmiH npuaaTHOCTI" B IHCTPYKL,itO
Ta BTOPUHHE AN MeAMYHOro 3acTOCyBaHHA NiKapCbKoro 3acoby
nakyBaHHs:
Ap. vep,.
Aytbpepmayp AT,
LLIBeiiuapisi
22. AHI CENT AP. | NboAsHWKM 3i [Op. Taiicc HimeuunHa [03BiN Ha BUNYyCK Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | 6e3 UA/5899/01/01
TAINCC CMakoM JIMMOHa; No HaTypBapeH cepii rotoBoro LLBeiuapis TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
12 nboasAHuKIB Y 6X nikapcbKoro 3acoby: CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
6nictepi; no 1 abo [p. Taiicc yMoBax 36epiraHHsi roTOBOrO MiKapCbKoro 3acoby
no 2 6nictepu B HatypBapeH 'M6X, (3MeHLLEHHS TepMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
KapTOHHI KopooLli HimeuunHa; 3aco6y) - [1na TOproBoi yNakoBKW - 3MEHLUEHHSI TEPMiHY
BUPOGHMLTBO NPMAATHOCTI FOTOBOIO NiKAPCbKOro 3acoby.
Hepo3dacoBaHOT 3aTBepkeHo: 5 pokiB. 3anpornoHOBaHO: 3 POKU. 3MiHU
npoayKLii, nepByHHe BHeCeHi B po3ain "TepMiH NpuaaTHOCTI" B IHCTPYKLiO
Ta BTOPVHHE 0151 MEANYHOTO 3aCTOCYBaHHS MiKapCbKOro 3acoby
nakyBaHHs:
Op. men.
Aycaepmayp Al',
LLiBeliLapis
23. AHI CENT AP. | NboAsHWKM 3i [Op. Taiicc Himeuunna [03BiN Ha BUMYCK HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/8534/01/01
TAINCC CMakoM mepgy; no 12 HaTypBapeH cepii roToBoro LLIBeliyapis TMny - 3MiHK 3 AKOCTI. FOTOBWIA NTiKapPCbKMiA 3aci6. peuyenma
NbOOSAHUKIB Y M6X nikapcbKoro 3acoby: CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
6nictepi; no 1 a6o [Op. Taiicc ymoBax 36epiraHHs rOTOBOrO J1ikapCbKoro 3acoby
no 2 6nictepu B HaTypBapeH 'vbX, (3MEeHLLEHHSI TepMiHY NPUAATHOCTI FOTOBOO /1iKApChKOro
KapTOHHI Kopo6Lli HimeyunHa,; 3acoby) - [lns TOProBoi YNakoBKW - 3MEHLLEHHS TEPMiHY
BUPOGHMLTBO NpUAAaTHOCTI FOTOBOIO NiKapCbKOro 3acoby.
Hepo3dg)acoBaHol 3arBepaKeHo: 5 pokiB. 3anponoHOBaHO: 3 POKW. 3MiHU
npoAayKuii, NepByHHe BHeceHi B po3Ain "TepMiH NpuaaTHOCTI" B IHCTPYKLiO
Ta BTOPUHHE ANA MeNYHOro 3acTocyBaHHS NiKapCbKoro 3acoby
nakyBaHHS:
Op. men.
Aytbpepmayp AT,
LLIBeliLapis
24, AHTUKATAPA NOPOLLOK A/1A CninbHe Ykpaina NABOPATOPIOC IcnaHis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:3miHu | 6e3 UA/7810/01/01
n 0OpasIbHOro PO34UNHY, YKparHCbKO- ANKANIA ®APMA, TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI peyenma
no 10 nakeTukiB 3 icnaHcbke (o) €poneiicbkilii hapmakonei R1-CEP 2015-075-Rev 00
NOPOLLKOM Y nauui 3 nigNpPUEMCTBO (nonepepnHs Bepcis RO-CEP 2015-075-Rev 01)Ha A®I
KapTOHY "CMEPKO dheHinedpuHy rigpoxnopug, Bif BXe 3aTBEPAXEHOr0
YKPAIHA" BMpO6HUKa «Zhejiang Hisoar Chuannan Pharmaceutical
Co., Ltd.», Kutaii
25. APUTMIN PO34MnH ANS iH'EKLR, My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/1438/01/01
50 mr/mn no 3 mn B aKLioHepHe akLujioHepHe TNy - 3MiHX BHECEHO A0 IHCTPYKUIT 418 MegUYHOro peyernmom
amnyni; no 5 amnyn TOBapuCTBO TOBap1CTBO 3aCTOCyBaHHSA fikapcbkoro 3acoby A0 po3ainis
y KaceTi; no 1 kaceTi "HaykoBo- "HaykoBo- "B3aemogis 3 iHWKMMW NikapCbKuMm 3acobamm Ta iHLi
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
y nauui BMPOGHNYNIA BMPOGHUYUIA LEHTP BMAW B3aemogiin”, "MobivHi peakuii” woao 6e3nekn
LEeHTp "BopLuariBcbkuii 3aCTOCYBaHHS Aito40i pevyoBUHY BigNOBIAHO A0
"Bopuuariscbk XiMiKO- pekomeHgauin PRAC. BeefeHHS 3MiH NpOTArom 6-Tu
WA XiMiko- thapmaueBTUYHWI MicSLB MiCNs 3aTBEPAYKEHHS
hapmaueBTny 3asof”
HWiA 3aBoa”
26. APINEHTAN Tabnetkv no 10 wr, 3AT JinToBCcbKa Brpo6HMUTBO Ta ManbTta BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/14376/01/01
no 7 Tabnetok y "®apmnira” Pecny6nika BUNYCK cepil: TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuenmom
6nictepi, no 4 AkTasic J/1T4. Ta/abo agpecu 3asBHUKA (BNacHUKa peectpauiiHoro
6nictepy y nauui NoCBiAYEHHS) 3MiHV BHECEeHI B iHCTPYKL,it0 AN1s
MeAMYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby y po3zinu
"3anBHuKK", "Micue3HaxomKeHHs 3aABHMKA" 3
BiANOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS ynakoBOK
BBefeHHs 3MiH NpoTAroM 6-Tu MicALUiB nicas
3aTBEPKEHHS.
27. APINEHTAN Tabnetku no 15 wr, 3AT JNinToBCcbKa Brpo6HMUTBO Ta ManbTta BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/14376/01/02
no 7 tabnetok y "®apmnira” Pecny6nika BUMYCK Cepii: ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peuyenmom
6nictepi, no 4 AkTasic /1Ta. Ta/abo agpecu 3asiBHUKA (BNacHMKa peectpauiiHoro
6nictepy y nauui NoCBiAYEHHS) 3MiHV BHECEHI B iHCTPYKL,it0 AN1s
MeZMYHOro 3aCTOCyBaHHA NikapcbKoro 3acoby y po3ginu
"3asBHUMK", "MicLLe3HaxX04KEHHS 3asiBHMKA" 3
BiANOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS ynakoBOK
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS.
28. APTOKCAH niodpinizat ans TOB "YOPN[, Ykpaina Medbap lnau CaH. TypeyunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHa 3a UA/16802/01/01
po3unHy AnA MEOMLUNH" A.LL. 3asBHUKA (B/1ACHMKa peecTpaLiiiHOro NocBigYeHHs) peyenmom
iH ekuii no 20 wr, 3 (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) TepMiH
hNakoHu 3 BBEJEHHS 3MiH NPOTAromM 6 micAuis nicns

niogpinizatom ana

PO3UUHY ANS iH'EKLi

Yy KOMNekTi 3 3
amnynamm
pO34MHHYKKa (BOga
ONs iH'eKUin) y
KOHTYPHIlA
YapyHKOBIli
ynakosuj; 1

KOHTYpHa YapyHkoBa

ynakoBka y
KapTOHHI Kopo6Lli

3aTBEPMKEHHS; 3MiHN | TURY - 3MiHU LWOA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs
a60 3MiHW [0 y3arasibHEHNX AaHNX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarnisgy, 3MmiHa ynoBHOBaXKeHOT
ocobwu, BignoBifanbHOI 3a 34iliCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 415
3AificHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0co6y, BignoBigaibHOI 3a
3pjiicHeHHs hapmakoHarnagy (BKYarUy KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3miHa ynoBHOBaXKeHol
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
[itoua pepakuis: PycygaH Ecakis / Rusudan Esakia.
MponoHoBaHa pepakuis: Myano MaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX [aHnX YNOBHOBAXEHOI 0Co6u
3asBHMKa, BiANOBIAA/ILHOI 3a hapmakoHarnsag,. 3miHa
MicLs 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa mMicLe3HaxoMKeHHs macTep-
dhaiina cuctemm chapmakoHarasgy
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
29. ACKOPBIHKA® | Tabnetku no 25 wmr, AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/4570/01/01
-KB no 10 TabneTtok B "KNIBCbKWN BITAMIHHW TUNY - BUSTYYEHHS NOKa3HWKa «Baxkki MeTanm» 3i peyenma
eTukeTLi BITAMIHHNIA 3ABOL" cneuudpikauii APl AckopbiHoBa K1CoTa; 3MiHW | Tuny -
3ABOL" 3aMiHa BUPOGHMYOT AiNbHULI Bif BXe 3aTBEpPAKEHOro
BMPOOHUKA Ha HOBY Ai/IbHULLIO Bif, 3aTBEPAKEHOr0
BMPOGHMKa AckopbiHoBOI kncrnotn «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pepakuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkcuny [oHr Poag, 29, 30Ha EkoHOMiuHOrO Ta
TexHonoriyHoro Po3sutky, LLeHsHr, Kutaii
30. ACKOPBIHKA® | TabneTku 3i CMakom AT YkpaiHa AT "KNIBCbKNW YKpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3mMiHu | 6e3 UA/4571/01/01
-KB anesnbcuHa no 25 "KNIBCbKWN BITAMIHHW TUNY - BUTYYEHHS NOKa3HWKa «Baxkki MeTasin» 3i peyenma
mr; no 10 TabneTok BITAMIHHAIA 3ABO4" cneundikavii A®I Ackop6iHoBa KMCNoTa; 3MiHW | TNy -
y eTuKeTui 3ABOL" 3amMiHa BUPOGHMYOT AiNbHULI Bif, BXe 3aTBEPAKEHOro
BUPOGHMKA Ha HOBY [i/TbHULIIO Bif, 3aTBEPKEHOTO
BUpPO6HMKa AcKopbiHOBOI kncnotu «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. NMponoHoBaHa
pepaxuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkcuny floHr Poag, 29, 30Ha EkoHoMiuHOrO Ta
TexHonoriyHoro Po3Butky, LLeHsaHr, Kutaii
31. ACKOPBIHKA® | TabneTku 3i cCMakom AT YkpaiHa AT "KMIBCbKUIA YKpaiHa BHECEHHS 3MiH [10 peecTpauiliHix maTepianis:3miHu | 6e3 UA/1527/01/01
-KB M'ATU No 25 Mr; no "KNIBCbKIN BITAMIHHW TUNY - BUTYYEHHS NMOKa3HMKa «Badkki MeTanim» 3i peyenma
10 Tabnetok y BITAMIHHAIA 3ABO4" cneuudikauii A®l AckopbiHoBa KucoTa; 3MiHu | Tuny -
eTukeTLi 3ABOA" 3amiHa BUPOBHMYOT AiNbHULL Bif BXe 3aTBEpKEHOr0
BMPOOHUKA Ha HOBY Ai/TbHULLIO Bif, 3aTBEPAKEHOro
BMpo6GHMKa AckopbiHoBoi kncnotu «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pegakuisi: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkcuny floHr Poag, 29, 30Ha EkoHOMiuHOrO Ta
TexHonoriyHoro Po3BuTky, LLeHsiHr, KuTali
32. ACKOPBIHKA® | TabneTku 3i cCMakom AT Ykpaina AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/1528/01/01
-KB nonyHuui no 25 wr; "KNIBCbKWI BITAMIHHWIA TUNY - BUTYYEHHS NOKa3HMKa «Baxkki MeTanm» 3i peyenma
no 10 TabneTtok y BITAMIHHNIA 3ABOA" cneuudikauii A®l AckopbiHoBa KiC1oTa; 3MiHW | Tuny -
eTukeTLi 3ABOA" 3aMiHa BUPOBHMYOI AiNTbHUL Bif BXe 3aTBEPKEHOrO

BMPOOHMKA Ha HOBY AINIbHULLIO Bif, 3aTBEPAKEHOIO
BMpOGHMKa AckopbiHoBoi kncrnotn «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. ponoHoBaHa
pegakuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/LLeHrkeunny JoHr Poas, 29, 30Ha EKOHOMIYHOro Ta
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
TexHonoriyHoro Po3sutky, LLeHsHr, Kutaii
33. ACKOPBIHKA® | Tabnetku 3i cMakom AT Ykpaina AT "KUIBCbKWW YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/1529/01/01
-KB AMMOHa no 25 Mr; no | "KUIBCbKUIA BITAMIHHWIA TUNY - BUTYYEHHS NOKasHMKa «Badkki MeTanm» 3i peyenma
10 Tabnetok y BITAMIHHAIA 3ABO4" cneuudikauii A®l AckopbiHoBa KicoTa; 3MiHW | Tuny -
eTukeTLi 3ABOA" 3amiHa BUPOOHMYOT AiNbHULL Bif BXe 3aTBepKEHOr0
BMPOOHMKA Ha HOBY AiIbHULIIO Bif, 3aTBEPAXEHOIO
BMpOoGHMKa AckopbiHoBoi kncrnotn «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pegaxuisi: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/LlWeHrkeuny foHr Poaa, 29, 30Ha EKOHOMIYHOrO Ta
TexHonoriyHoro Po3BuTKy, LLeHsiHr, KuTali
34. ACKOPBIHKA® | TabneTku 3i cMakom AT Ykpaina AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 6e3 UA/17792/01/01
-KB AvHi no 25 mr; no 10 "KNIBCbKWI BITAMIHHWIA TUNY - BUTYYEHHS NOKa3HWKa «Baxkki MeTanm» 3i peyenma
TabNeTokK y eTunkeTLi BITAMIHHAIA 3ABO/" crneundikayii A®I Ackop6iHoBa KMCOTa; 3MiHW | TNy -
3ABOA" 3aMiHa BUPOGHMYOT AiNbHULI Bif BXe 3aTBEPKEHOr0
BMPOOHUKA Ha HOBY AiNIbHULLIO Bif, 3aTBEPAXEHOIO
BUPO6HMKa ACKOpbiHOBOI kncnotu «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pegaxuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLeHrkeuny AoHr Poag, 29, 30Ha EKOHOMIYHOro Ta
TexHonoriyHoro Po3BuTky, LLeHsHr, Kutaii
35. ACKOPBIHKA® | TabneTku 3i cMakom AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:3miHu | 6e3 UA/17793/01/01
-KB MaHro no 25 mr; no "KNIBCbKWN BITAMIHHW TUNY - BUTYYEHHS NOKa3HWKa «Baxkki MeTanm» 3i peyenma
10 Tabnetok y BITAMIHHNIA 3ABO" cneuucpikauii A®l AckopbiHoBa KiCoTa; 3MiHW | Tuny -
eTunkeTL,i 3ABOL" 3aMiHa BUPOGHMYOT AiNbHULI Bif BXe 3aTBEpPAKEHOr0
BMPOOHUKA Ha HOBY Ai/IbHULLIO Bif, 3aTBEPAKEHOro
BMPOGHMKa AckopbiHOBOI kncnotn «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pepaxuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkcuny foHr Poag, 29, 30Ha EkoHOMiuHOrO Ta
TexHonoriyHoro Po3Butky, LLeHsHr, Kutaii
36. ACKOPBIHKA® | TabneTku 3i CMakom AT YkpaiHa AT "KMIBCbKIN YKpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3mMiHu | 6e3 UA/17794/01/01
-KB TyTTi-chpyTTi MO 25 "KNIBCbKWI BITAMIHHWIA TUMY - BUTYYEHHS NOKasHuKa «Baxkki meTanms 3i peyenma
mr; no 10 TabneTok BITAMIHHAIA 3ABO4" crneundikaii A®l Ackop6iHoBa KMCoTa; 3MiHW | Tuny -
y eTuKeTui 3ABOA" 3amMiHa BUPOGHMYOT AiNbHUL Bif, BXe 3aTBEPAKEHOr0

BMPOOHMKA Ha HOBY AifIbHULIIO Bif, 3aTBEPAKEHOI0
BUPOGHMKa AcKopbiHOBOI kncnotu «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHosaHa
pepakuisi: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
China/lLlenHrkcuny foHr Poag, 29, 30Ha EkoHOMiuHOrO Ta
TexHonoriyHoro Po3sutky, LLeHsHr, Kutaii
37. ACKOPBIHKA® | TabneTku 3i CMakom AT YkpaiHa AT "KNIBCbKNW YKpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3mMiHu | 6e3 UA/17795/01/01
-KB 6aHaHa no 25 mr; no "KNIBCbKWN BITAMIHHW TUNY - BUTYYEHHS NOKa3HWKa «Baxkki MeTanin» 3i peyenma
10 TabneTok y BITAMIHHAIA 3ABO4" cneundikanii A®I AckopbiHoBa KMCNOoTa; 3MiHW | Tuny -
eTunkeTLi 3ABO" 3amiHa BUPOBHMYOT AiNbHULL Bif BXe 3aTBEpPAKEHOT0
BUPOGHMKA Ha HOBY [Ai/TbHULIIO Bif, 3aTBEPKEHOTO
BUpPO6HMKa AckopbiHOBOI kncnotu «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. NMponoHoBaHa
pepakuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkcnny floHr Poag, 29, 30Ha EkoHoMiuHOrO Ta
TexHonoriyHoro Po3Butky, LLeHsaHr, Kutaii
38. ACKOPBIHOBA | po3uunH An5 iH'eKL;iA, ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 3a UA/6255/01/01
KNCNOTA 50 mr/mano 1 mn 06MEXEHO0 06MEeXEHO TMMY - 3MiHM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHM Yy | peyernmom
abo no 2 mn B BiANOBIA&/IbHI BiAMNOBIA&/bHICTIO BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IouYatoum gianasoH
amnyni, no 10 CTHO "focnigHnii 3aBof, po3Mipy cepil) roToBOro nikapcbKoro 3acoby
amnyn y nauui 3 "focnigHnii "THUNC", YkpaiHa (36inbLeHHsT 40 10 pasiB MOPIBHSHO i3 3aTBEPLKEHNM
KapToHy; no 1 mn 3aB0/, (KOHTPOJIb SIKOCTI, po3mipom) - BBEZlEHHSI 4OAATKOBOro po3mipy cepiii IN3;
abo no 2 mn B "rTHUNC" BUNycK cepii); 3anpornoHoBaHo: 380 a1 a6o 190 000 amnyn 800 n abo
amnyni, no 5 amnyn ToBapucTso 3 400 000 amnyn 1130 n a6o 565 000 amnyn
y 6nicTepi, no 2 06MexeHot
6nicTepu y nauui 3 BiANOBIAALHICTIO
KapToHy; no 1 mn "®apmaueBTnyHa
abono2wmns KomnaHis
amnyni, no 10 "3p0pos'a”, YkpaiHa
amnyn y énictepi, no (Bci cTagji
1 6nicTepy B naui 3 BMPOGHMLITBA,
KapTOHY KOHTPONb AKOCTI,
BMNyCK cepii)
39. ACKOPBIHOBA | gpaxe no 50 wr, no AT Ykpaina AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/1527/02/01
KUCNOTA 50 apaxe y "KNIBCbKWI BITAMIHHWIA TUMY - BUNYYEHHs NoKasHUKa «Bakki MeTanu» 3i peyenma
6nictepax; no 160 BITAMIHHNIA 3ABOA" cneuudikauii A®l AckopbiHoBa KiC1oTa; 3MiHW | Tuny -
npaxe y 3ABOA" 3aMiHa BUPOBHMYOI AiNTbHUL Bif BXe 3aTBEPKEHOrO
KOHTelHepax BMPOOGHUKA Ha HOBY Ai/IbHULLIO Bif, 3aTBEPAKEHOr0
(6aHoukax); no 160 BMpOGHMKa AckopbiHoBoi kncrnotn «Northeast
Opaxe y KOHTelHepi Pharmaceutical Group Co., Ltd.», Kutaii. ponoHoBaHa
(6aHouuj), no 1 pepakuis: Ne.29, Shenxiliu Dong Road, Economic
KOHTelHepy Technology Development District, Shenyang,
(6aHouuj) y nayui China/LlLeHrkeunny AoHr Poag, 29, 30Ha EKOHOMIYHOro Ta
TexHosoriyHoro Po3sutky, LLeHsHr, Kutaii
40. ACKOPYTWUH Tabnetku; no 10 AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:3miHu | 6e3 UA/4875/01/01
Tabnetok y 6nictepi; "KNIBCbKWN BITAMIHHW TUNY - BUSTYYEHHS NOKa3HWKa «Baxkki MeTanm» 3i peuyenma
no 5 6nictepis y BITAMIHHNIA 3ABOA" cneuudikauii A®l AckopbiHoBa KMC10Ta; 3MiHW | Tuny -




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nauuj 3ABOL" 3aMiHa BUPOGHMYOT AiNbHULI Bif BXe 3aTBEpPAKEHOro
BMPOOHUKA Ha HOBY Ai/IbHULLIO Bif, 3aTBEPAKEHOr0
BMPOGHMKa AckopbiHoBOI kncrnotn «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pepakuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkcuny [oHr Poag, 29, 30Ha EkoHOMiuHOrO Ta
TexHonoriyHoro Po3sutky, LLeHsHr, Kutaii
41. ACMAHEKC® NOPOLLOK A/1A OpraHoH LLiBeiuapis MCJ, IHTepHeLHN Cinranyp/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/9255/01/01
iHransauin, CeHTtpan Ict v6X (chinis Benbris MRy - 3MiHW Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
[no3oBaHuii, 200 6X Cinranyp), Cinranyp thapmakoHarnsgy. BeegeHHs abo 3miHn fo
MKr/go3y; no 30 gos (BUpOGHKK in bulk, y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
a6o no 60 fo3 B nepBuHHe (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
iHranaTopi nakyBaHHs); LLepiHr- hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Teuctxelinep®, Mnay Na6o H.B., BiANOBIAA/IbHOI 3@ 34iiCHEHH:A ddapmakoHarnagy;
yrnakoBaHOMy B Benbria (koHTposb KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3assHuKa gns
anoMiHieBy honbry; SKOCTi, BTOPVHHE 3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
no 1 ynakosaHomy nakyBaHHs, BUMYCK BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbLHOI 3a
iHransaTopy B cepir) 3[jiCHeHHs1 hapMakoHaraay (BK/IKYakUum KOHTaKTHI
KapTOHHI KopooLyi [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTemMn chapmakoHarnsgy) - 3MiHa YyNnoBHOBaXKEeHOT
0cob6u 3asBHKKa, BiANOBIAA/ILHOT 3a hapMakoHarnsg,
MponoHoBaHa pefakuis: MapiaHHa Bank- KopTeHpaag,
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0Co6u
3as1BHYKA, BignoBigabHOI 3a 34jiCHEHHSI
hapmakoHarnagy. 3miHa KOHTaKTHOT 0CO6U 3aABHMKA,
BiANOBIAabHOI 3a thapmakoHarnsg B YkpaiHi.
MponoHoBaHa pegakuis: MoTuniHcbka OneHa
BiTaniiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobun
3a8BHWKa, BiANOBIAAILHOI 38 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3MiHa micus 34jiACHEeHHS
OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsgy. 3MmiHa
MicLe3HaxomxeHsa macTep- chaiina cucremu
dhapmakoHarnsgy Ta noro Homepa
42, ACMAHEKC® NOPOLLOK A4/1A OpraHoH LBeliuapis MCJ, IHTepHeLUHN Cinranyp/ BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis:3MiHu | 3a UA/9255/01/02
iHransuiin, CeHTtpan Ict m6X (dinis Benbris TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenmom
[no3oBaHwuii, 400 M6X Cinranyp), Cinranyp thapmakoHarnsgy. BeegeHHs abo 3miHu o

MKr/go3y; no 30 go3
a6o no 60 gos B
iHranaTopi
TBuCTxelinep®,
yrnakoBaHOMy B
anoMiHieBy honbry;
no 1 ynakoBaHomy
iHransTopy B
KapPTOHHI Kopobuj

(B1pO6HYK in bulk,
nepBuUHHE
nakyBaHHs); LLepiHr-
Mnay Na6o H.B.,
Benbrist (KOHTPOsb
AKOCTi, BTOPVHHE
nakyBaHHS, BUNYCK
cepii)

y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiNOBiAaNbHOI 3a 3iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
3aificHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BifIMiHHa Bif, YNOBHOBaXeHOI 0co6y, BiANOBIAA/ILHOI 3a
3ilicHeHHs chapmakoHariaay (BKIKYatoUun KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-doaiina
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

cucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0ocobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsag.
MponoHoBaHa pepgakuis: MapiaHHa Basik- KopteHpaag,
3MiHa KOHTaKTHMX AaHUX YNIOBHOBaXKEHOT 0CO6U
3asBHMKA, BiANOBiAAILHOI 32 3iiCHEHHS
hapmakoHarniagy. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 32 hapmakoHarnifg B YkpaiHi.
MponoHoBaHa pepakuis: MoTuniHcbka OneHa
BiTaniiBHa. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOT 0cobm
3asBHVKA, BigNoBiga/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy B YkpaiHi. 3MiHa Micus 34iiCHEHHS!
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicL,e3HaxoMKeHsa MacTep- chaiina cucremu
dhapmakoHarnsgy Ta oro Homepa

43.

ATOPBAKOP®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepis y nayui

AT "®apmak”

Ykpaina

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu |
TUNy - NOAaHHA OHOBJ/IEHOIO cepTudlikaTa BifgnoBigHOCTI
€Bponelicbkiii hbapmakonei Ne R1-CEP 2012-179 - Rev
00 gnsa gjtouoi pevoBuHn Atorvastatin calcium trihydrate

Micronised Bif BXe 3aTBEpAXEHOr0 BUPOGHUKA
MOREPEN LABORATORIES LIMITED; 3minu | Tuny -
noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2012-179 - Rev
01 gns piroyoi pevoBrHKM Atorvastatin calcium trihydrate
Micronised Big BXe 3aTBEpPAXEHOr0 BUPOGHUKA
MOREPEN LABORATORIES LIMITED; 3minu | Tuny -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€Bponelicbkiii papmakonei Ne R1-CEP 2012-179 - Rev
02 onsa pioyoi peyoBrHK Atorvastatin calcium trihydrate
Micronised Big, Bxe 3aTBepAXeHoro BupobHuka
MOREPEN LABORATORIES LIMITED; 3minu | Tvny -
noJaHHA OHOBJ/IEHOro cepTuddikara BiANoBiAHOCTI
€sponelicbkiii hbapmakonei Ne R1-CEP 2012-179 - Rev
03 ana gjtouoi peyoBuHn Atorvastatin calcium trinydrate
Micronised Bif BXe 3aTBEpAXEHOr0 BUPOGHUKA
MOREPEN LABORATORIES LIMITED

3a
peyerimom

UA/15677/01/01

ATOPBAKOP®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 20
mr; no 10 TabneTok
y 6nictepi; no 3 abo
4 6nicTepun y nayui

AT "®dapmak"

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux martepianis:3MiHu |
TUNYy - NOAAaHHA OHOBJ/IEHOIO cepTudlikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2012-179 - Rev
00 gns gitouoi pevoBmHK Atorvastatin calcium trihydrate

Micronised Bif BXe 3aTBEpAXEHOr0 BUPOGHUKA
MOREPEN LABORATORIES LIMITED; 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTuddikara BiANoBIAHOCTI
€Bponelicbkit hapmakonei Ne R1-CEP 2012-179 - Rev
01 gna gjroyoi peyosBuHn Atorvastatin calcium trinydrate
Micronised Big BXe 3aTBepAKeHOro BUpobHuKa
MOREPEN LABORATORIES LIMITED; 3MiHu | Tuny -

3a
peyenmom

UA/15677/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2012-179 - Rev
02 gna gjtouoi peyosBuHn Atorvastatin calcium trinydrate
Micronised Big BXe 3aTBEpPAXEHOr0 BUPOGHUKA
MOREPEN LABORATORIES LIMITED; 3MiHu | Tuny -
noAaHHA OHOBMIEHOTO cepTudikara BifnoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2012-179 - Rev
03 ons airodoi pevoBrHKM Atorvastatin calcium trihydrate
Micronised Big BXe 3aTBEPAXEHOr0 BUPOGHUKA
MOREPEN LABORATORIES LIMITED

45,

ATOPBAKOP®

TabneTku, BKPUTI
nNiBKOBOKO
o060n0Hkoto, no 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepy y nauui

AT "®dapmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpauiliHix maTepianis:3miHu |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiint hapmakonei Ne R1-CEP 2012-179 - Rev
00 gns aitoyoi pevoBrHKM Atorvastatin calcium trihydrate

Micronised Big BXe 3aTBEpPAXEHOr0 BUPO6GHUKA
MOREPEN LABORATORIES LIMITED; 3minu | Tuny -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€Bponelicbkiii papmakonei Ne R1-CEP 2012-179 - Rev
01 gnsa pioyoi peyoBrHK Atorvastatin calcium trihydrate
Micronised Big, Bxe 3aTBepAXeHoro BupobHuka
MOREPEN LABORATORIES LIMITED; 3minu | TRy -
noJaHHA OHOBJ/IEHOro cepTuddikara BiANoBiAHOCTI
€sponelicbkiii hbapmakonei Ne R1-CEP 2012-179 - Rev
02 ona gjtoyoi peyoBuHn Atorvastatin calcium trinydrate
Micronised Bif BXe 3aTBEpAXEHOr0 BUPOGHUKA
MOREPEN LABORATORIES LIMITED; 3minu | Tuny -
noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkiin hapmakonei Ne R1-CEP 2012-179 - Rev
03 gns aitoyoi pevoBrHKM Atorvastatin calcium trihydrate
Micronised Big BXe 3aTBEpPAXEHOr0 BUPOGHUKA
MOREPEN LABORATORIES LIMITED

3a
peyenmom

UA/15677/01/03

46.

ATOPBAKOP®

TabneTku, BKpUTI
naiBKOBOIO
o60onoHkoto, no 80
Mr no 6 TabneTok y
6nictepi; no 5
6nicTepiB y nauui 3
KapTOHY

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis:3MiHu |
TUNy - NOAAHHSA OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€Bponelicbkit hapmakonei Ne R1-CEP 2012-179 - Rev
00 gns aitovoi pevoBrHKM Atorvastatin calcium trihydrate

Micronised Big BXe 3aTBepAKeHOro BUpobHuKa
MOREPEN LABORATORIES LIMITED; 3miHu | TRy -
noAiaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkiii papmakonei Ne R1-CEP 2012-179 - Rev
01 gns pioyoi peyoBrHK Atorvastatin calcium trihydrate
Micronised Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
MOREPEN LABORATORIES LIMITED; 3minu | Tny -
noJiaHHA OHOBJ/IEHOro cepTuddikarta BiANoBiAHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2012-179 - Rev
02 gns gitoyoi pevoBrHKM Atorvastatin calcium trihydrate
Micronised Big B)e 3aTBepAXeHOro BUpo6HUKa

3a
peyenmom

UA/15677/01/04




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
MOREPEN LABORATORIES LIMITED; 3minu | Tuny -
noJilaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponelicbkiii papmakonei Ne R1-CEP 2012-179 - Rev
03 anAa gjtovoi pevoBuHM Atorvastatin calcium trinydrate
Micronised Big, Bxe 3aTBepXeHOoro BupobHuka
MOREPEN LABORATORIES LIMITED
47. ATPONIHY PO3YMH ANS iH'EKLIN, ToBapucTBo 3 Ykpaina KOHTPO/b AIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpavjiitHux maTepiasis: 3MiHa 3a UA/5461/02/01
CYNb®AT 1wmr/mnnolmns 06MEXEHO BUNYCK cepil: 3asBHUKA (BNacHMKa peecTpaLiiHoro nNocBig4yeHHs!) peuenmom
amnynax; no 10 BiANOBiA&NbHI ToBapucTBo 3 (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460): OHOBNEHHS
amnyn y navui 3 cTIo 0bMexeHoto TEKCTy MapKyBaHHS yNakoBOK JliKapCbKoro 3acoby y
KapToHy; no 1 mn B "bapmavueBTu BiANOBIAAbHICTIO 3B'A3Ky 3i 3MiHOI 3asiBHMKA (B/lacCHUKa peecTpaviiiHoro
amnynax; no 10 YyHa KOMMaHis "NocnigHuii 3aBog, NnocBig4YeHHs) 3 ToBapnCTBO 3 0OMEXEHOI0
amnyn y 6nictepi; no "3p0pos'a” "THUC", YkpaiHa; BignoBiganbHicTio "AocnigHuii 3aBog "MTHLUJIC", YkpaiHa
1 6nicTepy B naui 3 BCi cTagii Ha ToBapuCTBO 3 06MEXEHOI0 BiANOBIAA/BHICTIO
KapToHy; no 1 mn B BMPOGHMLITBA, "®apmaveBTMYHa KomnaHia "340poB'a”, YkpaiHa.
amnynax; no 5 KOHTPO/b AIKOCTI, BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicas
amnyn y énictepi; no BUNYCK cepil: 3aTBEPAXKEHHS. 3MiHM | TNy - 3MiHK WoA0
2 6nictepn y nauu;j 3 ToBapucTBO 3 6e3nekn/edekTNBHOCTI Ta thapmakoHarnsgy. BeegeHHs
KapTOHY obMexeHoto ab0 3MiHW [0 y3ara/lbHEHNX AaHNX Npo cuctemy
BiANOBIAALHICTIO hapmakoHarnsay (BBeAeHHS y3araslbHEHUX AaHWX Npo
"®apmaueBTnYHa cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT
KOMNaHis ocobwu, BignoBiganbHOI 3a 34iliCHEHHS hapMakoHarnsay;
"380poB'a”, YkpaiHa KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asBHuKa 415
3fjificHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHA BiJ YNOBHOBaX€eHOI 0CO6M, BiANOBIAA/ILHOI 32
3[jiCHEHHs1 hapMakoHarnaay (BK/IKYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-charina
cuctemy chapmakoHarnsgy) 3MiHa yrnoBHOBaXeHOT
0cobu 3asBHYKa, BignoBigasibHOT 3a hapMakoHarnsg.
[itoua pepakuis: MnakciHa OnerHa BonogumumpisHa.
MponoHoBaHa pepakuis: LesyeHko OneHa IropiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CObMn
3a8BHVKa, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy.
48. ATPOINIHY PO34MH ANA iH'EKLNA, ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis:3MiHu | 3a UA/5461/02/01
CYNb®AT 1lwmr/mnnolwmne 06MEXEHO 06MEXeHOo TMMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHM Yy | peyernmom
amnynax; no 10 BiANOBIA&/IbHI BiAMNOBIA&/bHICTIO BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IouYatoumn AianasoH
amnyn y naudui 3 CTHO "focnigHnii 3aBof, po3Mipy cepil) roToBOro nikapcbKoro 3acoby
KapToHy; No 1 mn B "focnigHnii "THUNC", YkpaiHa (36inbLeHHsT f0 10 pasiB MOPIBHSHO i3 3aTBEPLKEHNM
amnynax; no 10 3aB0/, (KOHTPOJIb SIKOCTI, po3mipom) - BBEZLEHHSI [OAATKOBOro po3mipy cepiii IN13.
amnyn y énictepi; no "rTHUNC" BUNycK cepii); 3anponoHoBaHo: 40 n a6o 40 000 amnyn 100 n a6o 100

1 6nicTepy B nauui 3
KapTOHy; Mo 1 Mn B
amnynax; no 5
amnyn y 6nictepi; no
2 6nicTepn y nauui 3
KapTOHY

ToBapucTBo 3
06MexeHot
BiANOBIAAILHICTIO
"®apmaueBTnyHa
KOMnaHis
"340poB'a", YkpaiHa

000 amnyn 195 n a6o 195 000 amnyn 425 n a6o 425
000 amnyn 580 n a6o 580 000 amnyn




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
(Bci cTapgji
BMpPOGHULTBA,
KOHTPO/b SKOCTI,
BMNYyCK cepii)
49, AUETUNIUNCT TabneTky Wwunyyi no TOB "TeBa Ykpaina Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH 10 peecTpauiliHix maTepianis:3miHu | 6e3 UA/18609/01/01
EiH-TEBA 600 mr, no 10 Ykpaina" HimeuyunHa TUNY - BHECEHHS 3MiH B aHaiTUYHY METOAMKY 3a peyenma
Tabnetok y Ty6i, no (BMPOGHMLTBO nokasHukamu «lgeHtudpikauis, KinbkicHe BU3HaYEHHS,
1 Ty6i y KApPTOHHii Hepo3dghacoBaHOro BUNPOBYBaAHHSA Ha OAHOPIAHICTb BMICTY i XiMiYHa yncToTa
Kopoo6Li NPOAYKTY, NEPBUHHE aueTunuucteiny» (metog BEPX) Ans KOHTPoOso SKoCTi
Ta BTOPUHHE N3 npv BUNYCKy Ta NPOTATOM TEPMiHY NPUAATHOCTI,
nakyBaHHs); Mepkne Bi4NOBIAHO 3MIHIOETLCA KOAYBaHHSA METOANKN B
M6X, HimeuunHa cneuudpikauii M3 (3 Bepcii D-02004504 fo Bepcii D-
(koHTpO/b Cepii, 02004505). KpuTepii NpuiAHATHOCTI He 3MiHUIUCS.
[03BiN Ha BUMNYCK BBefeHHs 3MiH NpoTAroM 6-Tu MicALUiB nicas
cepii) 3aTBEPMAKEHHSA
50. AUUMKNOBIP Masb 2,5 %; no5r, TOB "OKnM Ykpaina TOB "AKnN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasis: MiHu | 6e3 UA/11566/01/01
10 ry Ty6i; no 1 Ty6i "®bapmavesTu "®GapmMaLeBTnYHa TUMy - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii 3acio. peyenma
B nmauuj YyHa thabpurka" habpuka" CuncTema KoHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
pO3Mipy ynakoBKy roTOBOrO JlikapcbKoro 3acoby (3MiHa
macu/o6'eMy BMIiCTy KOHTeliHepa 6araTo030B0Oro
NiKapcbKoro 3acoby N5 HenapeHTepaibHOro
3acTocyBaHHA (260 04HOL030BOr0, YaCTKOBOTO
BMKOPUCTaHHSA)) - 3MiHa NoB’si3aHa i3 BBeJeHHAM
[04aTKOBOT yNakoBKM - Ty6a 5 1, 3 BigNoBigAHMMM
3MiHamMu 10 Macu BMICTy yrnakoBKu
(Cneuucpikauisi/MeToam KOHTPOSIO SKOCTI). 3MiHK
BHECEHI B po34i/ "YnakoBka" (BBEAEHHSI 404ATKOBOI
yMakoBkM Mo 5 r y Ty6ax) B iHCTPYKLitO0 AN MEeANYHOrO
3aCTOCYyBaHHS /iKapcbKoro 3acoby, ik HacifgokK -
3aTBEPKEHHA TEKCTY MapKyBaHHS HOBOI YNakoBK
[0[aTKOBO [0 BXe 3aTBepkeHol. BBeAeHHS 3MiH
npoTArom 6-Tn MicaLiB Nicns 3aTBepAXeHHs
51. BEH3UAAMIHY | mopoluok CninbHe YkpaiHa KEOAP I)KAHAHI IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | - UA/16527/01/01
riAPOXNOPUA, | (cybeTaHuis) y YKpaiHCbKO- XEMMNAACT MYy - 3MiHK 3 gKocTi. CepTudikat BignosigHOCTI/lE-
noaBiNHNX icnaHcbke MNBT.ATA., IHgisa cepTudikaTt BigNoBigHOCTI €BPONENChKiit
nonieTuIeHoBKX nignprMeMCTBO (BMPOGHMLUTBO thapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3
Milkax ons "CMEPKO HaniBNpoAayKTy); HeOoO6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
hapmaLeBTUYHOrO YKPATHA" LeHTayp MoHorpadii Y abo EsponelickKoi hapmakonei, a6o
3aCToCyBaHHA dapmacbloTikans iHLLOI HaLjioHabHOT dhapmakonei gepxasu €C -
NeT.11T4,, IHAiA BHeCeHHs 3MiH g0 Cneuudikauii Ta MeToaiB KOHTPOSO

(BMpPOGHMLTBO Ta
KOHTPO/b, BUMYCK
cepir)

akocTi Ha A®| BeH3naamiHy rigpoxnopug —a came:
npuBeLEeHHs Yy BiANOBIAHICTb A0 MoHorpadii EP
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
52. BEMNAHTEH®N Kpem no 100, 30 Baiiep LLiBefuapis I'M M'peHsax HimeuyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/7805/01/01
noc a6o 3,5 ry Ty6i; no KoHcblomep MpogaykTioHc TM6X TUMY - 3MiHW BHECEHO B TEKCT MapKyBaHHS NepBUHHOT peuyenma
1 Ty6i B KAPTOHHIl Kep Al yNakoBKM NikapcbKoro 3acoby y nyHkTn 3 i 4. BBeAeHHs
Kopoo6Li 3MiH NPOTArom 6-Tu MIiCALIB NiCNs 3aTBEPIXKEHHS
53. BINE Tabnetku, 210 wmr; TOB Ykpaina NOBHUIA LMK YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/16126/01/01
BYTINNA® no 10 TabneTok y "OMHI®DAPMA BMPO6GHMLTBA, TUny - 3MiHK 3 AKOCTI. FOTOBUIA NTiKapPCbKMiA 3aci6. peyenma
6nicTepi; no 1 a6o 3 Knig" KOHTPO/b SKOCTI, CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepu B BUNYCK cepil: pPO3Mipy ynakoBKv roTOBOrO NikapCcbKoro 3acoby (3miHa
KapTOHHI nayyi; no TOB "®APMEKC KiNbKOCTi oguHMupb (Hanpukiag TabeTok, aMnys TOLLO)
12 Tabnetok y reyn:, B yNnakoBL,i:) - 3MiHa no3a giana3oHoM 3aTBepIKeHNX
6nictepi; no 2 YkpaiHa,; pO3MipiB yNnakoBku - BBeAeHHSA 104ATKOBOIO NakyBaHHs
6nictepu B NOBHWIA LKA nikapcbkoro 3acoby; 3MiHW | Tuny - 3MiHK 3 AKOCTI.
KapTOHHIN navui; no BMPOGHMLITBA, [oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHa
100 TabneTok y KOHTPO/b SIKOCTI, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTeliHepi; no 1 BMNYCK Cepil: KOHTPO/I0 SIKOCTi FOTOBOrO /likapCbKoro 3acoby (3amiHa
KOHTeliHepy B MAT HBL, abo goagaBaHHA BUPOOHUMKA, LLO BiANOBiJa€E 3a BBE3EHHS
KapTOHHIN nauui «BbopuariBcbkuii Ta/abo Bunyck cepii) - Bknovaroun
X®3», YkpaiHa KOHTpONb/BMNPOGYBaHHSA cepii - BBeAeHHA 404aTKOBOro
BMPOGHMKa nikapcbkoro 3acoby MAT HBLL
«BbopuiariBcbkuii Xd3» BignoBifasibHOr0 3a NOBHWA
LKA BUPOGHMLTBA, KOHTPOb SIKOCTi Ta BUNYCK cepil;
3MiHM | TUny - 3MiHK 3 AKoCTi. FOTOBWMIA NikapcbKWii 3aci6.
3MiHM Y BUPOOHULITBI. 3amiHa abo BBeAEHHS f04aTKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(BinbHULSA, Ha SKI NPOBOAATLCS Oy Ab-sKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/O AKOCTI,
NepBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX JiKapCbK1X 3ac06iB)
CynyTHS 3MmiHa
- 3MiHM 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHn y
BMPOBOHULTBI. 3amiHa abo BBeAEHHS A0AATKOBOT
AiNbHULI BUPOBHMLTBA A/19 YacTuHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
([iNbHULA 4N BTOPUHHOTO NakyBaHHS);
- 3MiHK 3 SKOCTi. FOoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS 404aTKOBOI
OiNbHUL BUPOBGHULITBA A/18 YACTUHN abo BCbOro
BMPOBHMYOrO NPOLECY rOTOBOTO JiKapCbKOro 3acoby
(ZinbHUUSA ANA NEPBUHHOIO NakyBaHHSA) - BBefeHHSA
[,04aTKOBOro BUPO6HMKa nikapcbkoro 3acoby MAT HBLL
«Bopuariscbknii X$3 BiANOBIifa/IbHOMO 38 MOBHWIA LKA
BMPOGHMLITBA, KOHTPO/Ib AKOCTI Ta BUNyCK cepii
54. BILWNIH-3 NOPOLLIOK (CyMiLL TOB "TK YkpaiHa PeiioHr KnTaii BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis:3MiHu | - UA/15936/01/01
CTEPUNBHNX "ABpopa" dapmacbtoTikan Ko., UMY - 3MiHM 3 SKOCTi. A®I. KoHTponb AdL. 3miHa y
cy6CTaHLii) B nra. napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
IOMIHIEBUX BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
6igoHax ans BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
hapmavr,eBTU4HOro BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuuTea AdI -
3aCTOCyBaHHA nokasHuK «Cyma AOMILLOK» (He Ginblue 5%) BKIUEHNI
y Cneumdpikanito A®I 3a nokasHukom «CynpoBigHi
OOMILLKM» (EP 2.2.29)
55. BILWNIH-3 NOPOLLIOK (CyMiLL TOB "TK Ykpaina PelioHr Kuraii BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | - UA/15936/01/01
CTepU/IbHUX "ABpopa" dapmacbtoTikan Ko., UMYy - 3MiHW 3 AKOCTi. A®Il. KoHTposb A®L. 3miHa y
cy6CTaHUiil) B nra. napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
AIOMIHIEBUX BM3HA4YeHUX y cneyudpikauisx Ha Adl, abo
6igoHax ans BUXIiAHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
hapmaveBTU4HOro BMKOPVCTOBYIOTbCSA Y npoueci BupobHuytea A®|
3aCcTOCyBaHHSA (BUYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag,
BW/IYYEHHS 3aCTapisioro NoKasHWKa)) - BUNYyYeHHs 3i
Cneuudpikauii A®| BiumniH-3 nokasHnka «AHOMaslbHa
TOKCUYHICTb» (EP, 2.6.9) BigNOBIAHO A0 pekoMeHaaLlii
€Bponelicbkoi hapMaLeBTUYHOT KOMiCil
56. BAKCIrPUN® cycneHsia ans CaHodi PpaHuis CAHO®I BIHTPOI PpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis:3MiHu | 3a UA/16141/01/01
TETPA | iH'ekuii, no 0,5 mny MacTep IHOACTPIA, YropumHa/ TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenmom
VAXIGRIP nonepegHL0 PpaHuis Benbris thapmakoHarnsgy. BeegeHHs abo 3miHu o
TETRA CNNIT- 3anoBHeHOMY (3anoBHeHHS, y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
BAKUWHA ANA | wnpwyji; no 1 nepBuHHe Ta (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO CUCTEMY
MPO®ITAKTUK | nonepefHbLO BTOPUHHE hapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi 0coou,
nrevny 3anoBHeHOMY nakyBaHHs, BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy;
YOTUPLOXBA wnpuuy 3 KOHTPO/Ib SIKOCTI); KOHTaKTHOT 0CO6M 3 chapMakoHarnsgy 3asiBHuKa 4
NEHTHA, NPUKpPINIeHo CaHodi MNactep , 3aificHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
IHAKTUBOBAH | rosnikoto y KapTOHHil PpaHuis (MoBHui BifIMiHHa Bif, YNOBHOBaXeHOI 0co6y, BiANOBIAA/ILHOI 3a

A

Kopo6ui; no 0,5 mny
nonepeaHL0
3anoBHEHOMY
wnpwyi; no 1
nonepeaHL0
3anoBHeHOMY
Lwnpuuy 6es roskm y
KapTOHHI kopobuyj;
no0,5mny
nonepegHbL0
3arnoBHEHOMY
wnpuui; no 1
nonepegHbL0
3arnoBHEHOMY
wnpuvuy 3
NPVKPINIEHO
TOJIKOK Y KapTOHHIi
Kopo6bui; no 0,5 mny
nonepegHbL0
3arnoBHEHOMY
wnpuui; no 1

LKA BUPOGHMLTBA,
3aMoBHEHHS,
nepBUHHE Ta

BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK CepiT;
BTOpWHHE
nakyBaHHs1,
KOHTPO/b AKOCTI,
BUNYyCK cepii);
CaHodi-ABeHTiC
Mpaisit Ko. N114,.,
Mnatdpopma
NoricTukm Ta
LUCTPUbYLiT Y M.
Bypanewr,
YropLumHa
(BTOpYHHE
nakyBaHHs, BUMYCK
cepii); CPHA CA,

3ilicHeHHs chapmakoHariaay (BKIKYaoUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTemMu hapmakoHarnagy) - 3MiHa ynoBHOBaXKeHOT
0cobu 3asiBHMKA, BiANOBIAA/IbHOT 3a hapMmakoHarnsag.
MponoHoBaHa pepakuis: Xaiike LLonnep, fokTOp
meguumHu / Heike Schoepper, MD. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXEHOT 0COOM 3asBHUKA, BifgNOBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnsgy. 3miHa micus
3[jiliCHEHHSI OCHOBHOI AifiNbHOCTI 3 chapMakoHarnsay.
3MiHa MicLle3Haxo4KeHHs1 MacTep-haina cuctemm
chapmakoHarnsgy
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nonepegHbL0 Benbrisa (BToprHHe
3anoBHEHOMY nakyBaHHS)
Lwnpuuy 6es roskm y
KapPTOHHI Kopobui
57. BAJIMICAP 160 | TabneTku, BKpUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/16186/01/03
nNiBKOBOKO PapmacbioThK PapmacbloTrKanc TUny - 3MiHK 3 AKOCTI. FOTOBUIA NTiKapPCbKMiA 3aci6. peyenmom
o60onoHkoto, no 160 anc Jlimiteq Nimiteq CuncTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa y
mr; no 10 TabneTok NepBWHHIli yNakoBLji roTOBOro /ikapCbKoro 3acoby (Tun
y 6nicTepi, no 1 abo KOHTeliHepa abo foAaBaHHSl HOBOrO KOHTENHepa) -
3 6nictepun y BunyyeHHs NepBUHHOI YNakoBKy, L0 He NpU3BoAUTb A0
KapTOHHI Kopo6Lyi NOBHOTO BU/TyYEHHS NIKApCbKOro 3acoby 3 NeBHO
cunoto aii abo y neBHili nikapcbkin doopmi - BunyueHHs
NepBUHHOT yNakoBKM - dh/1akoHW 471 BCiX [03yBaHb 3
BiAMNOBIAHMMU 3MiHAMU B p. «YNakoBKa». 3MiHW BHECEHI
B IHCTPYKL,iIO A4/15 MeAMYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y po3ain "YnakoBka", (BUNy4YEHHSI NePBUHHOT
yNakoBKM - h1akoH 415 BCiX 403yBaHb). BBeAEHHS 3MiH
npoTArom 6-T1 MicALIB 3 AaTW 3aTBEPAKEHHS
58. BAJIMICAP 320 | Ttabnetku, BKpUTI Maxkneopc IHais Makneopc IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/16186/01/04
nNiBKOBOKO PapmacboThK PapmacbioTrKanc TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, Mo 320 aunc Jlimiteq Nimiteq Cuctema KoHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa y
mr; no 10 TabneTok NepBUHHIli yNakoBLji FOTOBOro fikapCbKoro 3acoby (Tun
y 6nictepi, no 1 abo KOHTeliHepa ab0 AofaBaHHA HOBOrO KOHTeHepa) -
3 6nictepn y BunyyeHHs NepBUHHOI YNakoBKY, L0 He NPpU3BOANTb A0
KapTOHHi KopobLyi MOBHOrO BUyHYEeHHS NiKapCbKOro 3acoby 3 MEBHOLD
cunoto Aii abo y NeBHiit nikapcbkili hopMi - BunyyeHHs
NepBUHHOT YNakoBKM - h/1akoHW A/1 BCiX [03yBaHb 3
BiAMOBIAHMMN 3MiHAMW B p. «YNakoBKax». 3MiHW BHECEHI
B IHCTPYKL,O A4/19 MeAMYHOro 3acTOCyBaHHs NiKapCbKoro
3acoby y po3gain "YnakoBka", (BU1y4YeHHs NepBUHHOT
yNakoBKM - o1akoH 4151 BCiX 4,03yBaHb). BBeAEHHS 3MiH
NpoTArom 6-T1 MiCALIB 3 faTW 3aTBEPAKEHHS
59. BAJIMICAP 40 TabneTkn, BKpUTI Makneoac IHgis Makneoac IHais BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3MiHu | 3a UA/16186/01/01
NiBKOBOO dapmMacbloThK dapmMacbloTuKasic TUMy - 3MiHK 3 SKOCTi. FOTOBWIA Nnikapcbkuii 3acio. peyenmom
060/10HKOI0, N0 40 anc Nimiteq Nimiteq Cuctema KoHTelHep/3akynoptoBasibHuiA 3aci6. 3miHa y
mr; no 10 TabneTok MepBVHHIli yNakoBLji rOTOBOrO /iKapCbKOro 3acoby (Tvn
y 6nictepi, no 1 a6o KOHTeliHepa ab0 AofaBaHHA HOBOrO KOHTeHepa) -
3 6nictepuy BunyyeHHA NepBMHHOI yNakoBKy, LLIO HE NPU3BOAUTL A0
KapTOHHI Kopo6Li MOBHOTO BW/TYYEHHS NiKapCbKOro 3acoby 3 NeBHO
cunoto aii abo y neBHili nikapcbkiii popmi - BunyueHHs
NepBUHHOT YNakoBKM - hakoHW ANs BCIX [03YBaHb 3
BiAMOBIAHMMM 3MiHAMM B p. «YNakoBKa». 3MiHWN BHECEHI
B HCTPYKL,iI0 419 MEANYHOrO 3aCTOCYyBaHHS NikapcbKoro
3acoby y po3gin "Ynakoska", (BUNy4YeHHs NepBUHHOT
YMakoBKM - hN1akoH Ans BCiX A03yBaHb). BBeAeHHS 3MiH
NpoTArom 6-Tu MicALUiB 3 faTU 3aTBEPKEHHS
60. BAJ/IMICAP 80 TabneTku, BKpUTI Maxkneopc IHAis Makneogc IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepiasis: 3MiHu | 3a UA/16186/01/02
NNiBKOBOK dapmacbTUK dapmacbloTUkanc TMNy - 3MiHK 3 AKOCTI. [OTOBWIA JTiKAPCLKMIA 3aci6. peyenmom
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
060/10HKOI0, No 80 anc Nimiteq Nimiteq CuncTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa y
mr; no 10 TabneTok NepBWHHIli yNakoBLji roTOBOro /ikapCbKoro 3acoby (Tvn
y 6nicTepi, no 1 abo KOHTeliHepa abo foAaBaHHSl HOBOrO KOHTENHepa) -
3 6nictepn y BunyyeHHs NepBUHHOI YNakoBKY, L0 He NpU3BoAnTb A0
KapTOHHI KopooLyi NMOBHOMO BUJTyYEHHS NIKAPCHKOro 3acoby 3 NeBHO
cunoto aii abo y neBHili nikapcbkin doopmi - BunyueHHs
NepBUHHOT yNakoBKM - dh/1akoHW 471 BCiX A03yBaHb 3
BiAMNOBIAHMMU 3MiHAMU B p. «YNakoBKax». 3MiHW BHECEHI
B IHCTPYKL,IO 4719 MeAMYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y po3gin "Ynakoska", (BUMy4YEHHS NepBUHHOT
yNakoBKM - h/1akoH A5 BCiX 403yBaHb). BBeAEHHS 3MiH
NpoTArom 6-T1 MiCALIB 3 AaTW 3aTBEPAKEHHS
61. BANCAPTAH TabneTkn, BKpUTI TOB "TeBa Ykpaina AkTasic /1T, ManbTta/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/5744/01/01
H-TEBA nNiBKOBOKO YkpaiHa" ManbTta; Bonrapis TUNYy - NOAAHHSA OHOB/IEHOrO cepTudikaTy BiANOBIAHOCTI peuenmom
060510HKOt0, No 160 BankaHdapma- €poneiicbkilii hapmakonei R1-CEP 2012-338-Rev 01
mr/12,5 mr; no 10 AOynHnua AT, (nonepepHs Bepcis R1-CEP 2012-338-Rev 00)Ha AdI
Tabnetok y 6nictepi; Bonrapis Ba/icapTaH, Bif BXe 3aTBepKeHoro BupobHuka DIVI'S
no 3 abo 9 6nictepis LABORATORIES LIMITED-UNIT II, IHgis.
Y KapTOHHIlA Kopoobui BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMAKEHHS; 3MiHW | TUNY - pO3AineHHs meToay
BM3HayeHHs gomiwok NDBA Ta NMPA B A®| BancaptaH
3a gornomoroto metogy BEPX-MC/, Ha aBa meToau:
3aTBEpMXEHU A MeToz 3a fornomorol BEPX-MC ans
BM3HayeHHs NDBA Ta HoBUWiA MeTog, 3a fonomoroto MX-
MC ans BusHadeHHss NMPA. BBefieHHs 3MiH NPOTArom
6-TU MicALIB NiCNA 3aTBEPAKEHHS;
3MiHW | TUNY - 3BY)KEHHS JOMYCTUMUX MEX, BUSHAYEHUX Y
cneundoikauii Ha A®I Big BUpo6HuKa M3, Ans AoMILoK
NDMA T1a NDEA fo mexi «He 6inblue 0,03 ppm»,
BiAgnoBigHo Ao Bumor EMA
62. BANCAPTAH TabneTkn, BKpUTI TOB "TeBa Ykpaina AkTasic 1T/, ManbTta/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/8900/01/01
H-TEBA nniBKOBOO YkpaiHa" MauibTa; Bonrapis TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI peuyenmom
060/10HKO10, Mo 320 BankaHgapma- €Bponeiickkin dpapmakonei R1-CEP 2012-338-Rev 01
mr/12,5 mr; no 10 OynHuus AT, (nonepepnHs Bepcis R1-CEP 2012-338-Rev 00)Ha A®I
TabneTok y 6nictepi; Bonrapis BasicapTaH, Bifi BXe 3aTBeppkeHoro BupobHuka DIVI'S

no 3 a6o 9 6nicTepis
Y KapTOHHIli Kopoo6Li

LABORATORIES LIMITED-UNIT II, Ingis.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHU | TUNY - PO3AiNEHHS MeToay
BM3HayeHHst gomiwok NDBA Ta NMPA B A®| BasicapTaH
3a gonomoroto metogy BEPX-MC/ Ha aBa meToau:
3aTBEpMAXEHUNI A MeToz 3a fonomoroto BEPX-MC ans
BM3HauyeHHst NDBA Ta HOBWiI1 MeTog, 3a gonomoroto MX-
MC ans BusHadeHHss NMPA. BBefieHHs1 3MiH NPOTArom
6-TV MicALIB MiCNA 3aTBEPLKEHHS;
3MiHW | TUMY - 3BY)KEHHS AOMYCTUMUX MEX, BUSHAYEHNX Y
cneuudoikauii Ha A®I Big BUpo6HuKa M3, AN 4oMILoK
NDMA 1a NDEA fio Mexi «He 6inblue 0,03 ppm»,
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BignoBigHo Ao BumMor EMA
63. BA/NICAPTAH TabneTku, BKpUTI TOB "TeBa Ykpaina Axtasic /1ITA, ManbTa/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/5743/01/01
H-TEBA nNiBKOBOKO Ykpaina" ManbTa; Bonrapis TUNy - NOAAHHS OHOB/IEHOTO CepTudiKaTy BiANOBIAHOCTI peyenmom
o060n0Hkoto, no 80 BankaHdapma- €poneiicbkili hbapmakonei R1-CEP 2012-338-Rev 01
mr/12,5 mr; no 10 OynHuus AT, (nonepepfHs Bepcist R1-CEP 2012-338-Rev 00)Ha AdI
Tabnetok y 6nictepi, Bonrapis BasicapTaH, Bif BXe 3aTBeppkeHoro BupobHuka DIVI'S
no 3 abo 9 6nicTepis LABORATORIES LIMITED-UNIT II, IHgis.
Y KapTOHHii1 kopobui BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHA3MIHM | TUNY - po3gineHHs meToay
BU3Ha4yeHHs gomiwok NDBA 1a NMPA B A®| BasicapTaH
3a gonomoroto metogy BEPX-MC/ Ha aBa meToau:
3aTBEpPAXKEHUI MeTog, 3a fgonomoroo BEPX-MC ansa
BM3HauyeHHst NDBA Ta HOBWi1 MeTop, 3a gornomoroto MX-
MC ans BusHadeHHss NMPA. BBefieHHs 3MiH NPOTSArom
6-TV MicALiB NiCNSA 3aTBEPAYKEHHS.
3MiHW | TUMY - 3BY)KEHHSI AOMYCTUMUX MEX, BUSHAYEHNX Y
cneumdikauii Ha A®I Big BupobHuka M3, ana AoMioK
NDMA Ta NDEA f0 Mexi «He 6inbLue 0,03 ppm»,
BiAnoBigHO A0 BumMor EMA
64. BANCAPTAH TabneTku, BKPUTI TOB "TeBa YkpaiHa AkTasic 1T/, ManbTta/ BHECEHHS 3MiH [10 peecTpauiliHix maTepianis:3miHu | 3a UA/5744/01/02
H-TEBA NNiBKOBOKO YkpaiHa" MabTa; Bonrapis TMNy - NOAAHHS OHOB/IEHOTO CepTMaiKaTy BiAMOBIAHOCTI peuyenmom
o60onoHkoto, no 320 BankaHdapma- €poneiicbkili hapmakonei R1-CEP 2012-338-Rev 01
mr/25 wr; no 10 AynHuus AT, (nonepepHs Bepcia R1-CEP 2012-338-Rev 00)Ha AdI
TabneTtok y 6nictepi; Bonrapis Ba/ICapTaH, Bif BXe 3aTBepaKeHoro BupobHuka DIVI'S
no 3 a6o 9 6nicTepis LABORATORIES LIMITED-UNIT I, Ingis.
Y KapTOHHii1 kopobu,i BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPMKEHHS; 3MiHW | TUNY - PO3AiNeHHs meToay
BU3HayeHHs gomiwok NDBA ta NMPA B A®| BasicapTaH
3a gornomoroto metogy BEPX-MC/] Ha fBa MeToau:
3aTBEpPKEHNI MeTog, 3a gonomoroto BEPX-MC ansa
BM3Ha4yeHHss NDBA Ta HOBUWiA MeTog, 3a fornomororo MX-
MC pgns BusHaveHHsa NMPA. BBefieHHs! 3MiH NpoTArom
6-TN MicAUIB NiC/1A 3aTBEPAKEHHS;
3MiHW | TUMY - 3BY)KEHHSI AOMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikauii Ha A®| Bif BUpo6Huka M3, s AoMioK
NDMA T1a NDEA fo mexi «He 6inblie 0,03 ppm»,
BignoBigHo Ao Bumor EMA
65. BANCAPTAH TabneTku, BKPUTI TOB "TeBa YkpaiHa AkTasic N1TA, ManbTta/ BHECEHHS 3MiH [10 peecTpauiliHix maTepianis:3miHu | 3a UA/5743/01/02
H-TEBA nAiBKOBOIO YkpaiHa" ManbTa; Bonrapis TUMY - NOAAHHSA OHOB/IEHOTO cepTudikaTy BiAMOBIAHOCTI peyenmom
060/10HKO0, No 160 BankaHapma- €poneiicbkili hapmakonei R1-CEP 2012-338-Rev 01
mr/25 wr; no 10 AynHuus AT, (nonepepgHs Bepcia R1-CEP 2012-338-Rev 00)Ha AdI
TabneTtok y 6nictepi, Bonrapis Ba/icapTaH, Bif BXe 3aTBeppkeHoro BupobHuka DIVI'S

no 3 a6o 9 6nicTepis
Y KapTOHHii Kopobui

LABORATORIES LIMITED-UNIT II, Ingis.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3aTBEPMKEHHA3MIHM | TUMY - PO3AINEHHA MeToay
BMU3Ha4YeHHs gomiwok NDBA Ta NMPA B A®I BanicapTaH
3a gonomoroto Metogy BEPX-MC/J, Ha aBa meToam:
3aTBepMXeHUi A MeTog 3a gornomoroo BEPX-MC agns
BM3HauyeHHs NDBA Ta HOBMWIA MeToz, 3a fonomororo MX-
MC pgns BusHaveHHs NMPA. BBefieHHS1 3MiH NpoTArom
6-TV MicSLiB NiCNSA 3aTBEPIKEHHS.
3MiHW | TUMY - 3BY)KEHHSI AOMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauii Ha A®I Big Bupo6Huka M3, s AoMiok
NDMA Ta NDEA fo Mexi «He 6GinbLue 0,03 ppm»,
BignoBigHo Ao BumMor EMA
66. BEHKNIKCTO® | Ttabnetku, BKpUTI E66BI LLiBeiuapis E668i AiipneHg HN IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3miHu || 3a UA/16667/01/01
NNiBKOBOIO Biochapmacsio B.B., IpnaHgis HimeuyunHa TUMY - 3MiHW BHECEHO B KOPOTKY XapaKTepucTUKy peyenmom
060/10HKO0, 10 MF Tikan3 rmex (BUPOBHMLTBO nikapcbKoro 3acoby Ao po3ainy "dapmakonoriyHi
Ne 14 (no 2 nikapcbKoro 3acoby, BnacTmBocCTi". BBeAeHHs 3MiH NpoTArom 6-T MicaLiB
Tabnetkn y 6nictepi, TecTyBaHHs); E6GGBI nicnsa 3aTBepkeHHs; 3MiHu |l Tuny - 3MiHM BHECEHO B
no 7 6nictepis B Loiunens MveX i IHCTPYKLiIO AN18 MeAMYHOro 3aCTOCYBaHHSA Ta KOPOTKY
KapTOHHI KOPO6Li) Ko. KI, HimeyunHa XapakTepUCTUKY /ikapCbKOro 3acoby 40 po3giny
(BpoOGHMLTBO, "MokasaHHs" (BofaHo nokasaHHs: "flikapcbkuii 3acio
nakyBaHHs Ta BeHkMikcTO® B KOMGIHALii 3 FINOMETU/IIOIUYNM areHToM
TeCTyBaHHA nokasaHuin Ansa nikyBaHHS AOPOC/NX NaUieHTIB i3
NPOMiXXHOr0 BrepLUe fiarHoCTOBaHWM FrOCTPUM MIENOTAHNM N1e/iKo30M
ekcTpyaarty (FMT), AKMM He MoXxe ByTK NpU3HaYeHa iHTeHCMBHA
BEHETOK/IaKcy; ximioTepanis") Ta, Sk HacniAokK, A0 PO34iNiB IHCTPYKL,i
nepBuHHe Ta "apmMakonorivyHi BnactmsocTi”, "MpoTunokasaHHA",
BTOPVHHE "B3aemopisa 3 iHWMMM Nikapcbkumu 3acobamu Ta iHLLi
nakyBaHHs, BUNYyCK BMAW B3aemogiin", "OcobmBoCTi 3aCTOCYBaHHA",
cepii rotoBoro "3[aTHICTb BN/IMBATU Ha LWBUAKICTb peakuii npu
nikapcbKoro 3acoby) KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMK
mexaHismamu", "Cnoci6 3acTocyBaHHS Ta 4o3un",
"Mo6iyHi peakuyji" Ta O po34iniB KOPOTKOT
XapaktepucTukm "[lo3n Ta cnocib 3actocyBaHHS",
"MpoTunokasaHHs", "OcobnBi 3aCTEPEXEHHS Ta
3anobixHi 3axoaun Npu 3acTocyBaHHI", "B3aemogis 3
iHLWMMK NiKapCbKMMK 3acobamu Ta iHWi BUAK
B3aemogiin", "Bnave Ha 34aTHICTb kepyBaTu
TpaHCNOpPTHUMM 3acobammn abo npauoBaTy 3 iHWMMK
aBTomMaTtun3oBaHuMK cuctemamu', "MobiuHi peakuii,
"®apmakonoriyHi BnactmBocTi". BBegeHHs 3MiH
npoTarom 6-Tu MicsLiB NMicNs 3aTBepaAXXeHHS
67. BEHK/NIKCTO® | Tabnetku, BKpUTI E66BI LBeliuapis E66BI Alipneng HN IpnaHgis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3miHu || 3a UA/16667/01/02
NNiBKOBOKO Biochapmacbto B.B., IpnaHgis HimeuunHa TUMy - 3MiHW BHECEHO B KOPOTKY XapaKTepuUCTUKY peuyenmom
060n0Hkot0, 50 Mr Tikan3 MmeX (BMPOGHMLUTBO nikapcbKoro 3acoby A0 po3ainy "dapMakonoriyHi

Ne 7 (no 1 Tabnetui
y 6nicTepi, no 7
6nicTepis B
KapTOHHI kopo6bu,)

nikapcbKoro 3acoby,
TecTyBaHHs1); EGOBI
Loiunena MrveX i
Ko. KI', HimeyunHa

BfacTuMBoCTi". BBefeHHs 3MiH NpoTAroMm 6-Tn MicALiB

nicns 3aTBEPAKEHHS; 3MiHK || TUMy - 3MiHM BHECEHO B

IHCTPYKLi0 4151 MeANYHOTo 3acTOCyBaHHS Ta KOPOTKY
XapakTepUCTUKY JiKapCcbKoro 3acoby 0 po3giny




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
(BMpoO6HMLTBO, "MokasaHHa" (BogaHo nokasaHHs: "flikapcbkuii 3acio
nakyBaHHs Ta BeHkNikcTO® B KOMGIHALLii 3 rINOMETU/IIOIOUYNM areHToM
TeCTyBaHHA nokasaHuin Ansa nikyBaHHS AOPOC/NX NaUieHTIB i3
NPOMiXXHOro BrepLUe fiarHoCTOBaHWM FrOCTPUM MIENOTAHNM 1e/iKO30M
ekcTpyaary (FMT), AKMM He Moxe BYTK NpU3HaYeHa iHTEHCMBHA
BEHETOK/TaKcy; ximioTepanis") Ta, Ak HacniAokK, A0 PO34iNiB IHCTPYKL,i
nepBuHHE Ta "®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs",
BTOPVHHE "B3aemogis 3 iHWMMM NiKapcbkumu 3acobamu Ta iHLLi
nakyBaHHs, BUNYCK BMAW B3aemogiin", "OcobmBoCTi 3aCTOCYBaHHA",
cepii rotoBoro "34aTHICTb BNAMBATY Ha LWBUAKICTb peakuii npu
nikapcbKoro 3acoby) KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMK
mexaHismamu", "Cnoci6 3acTocyBaHHS Ta 4o3un",
"Mo6iyHi peakuji" Ta O po34iniB KOPOTKOT
XapakTepucTukm "[lo3n Ta cnocié 3actocyBaHHS",
"MpoTunoka3aHHs", "OcobnBi 3aCTEPEXEHHS Ta
3anobixHi 3axoaun Npu 3acTocyBaHHI", "B3aemogis 3
HLWMMK NiKapCcbKMMK 3acob6amu Ta iHWi BUAK
B3aemogiin", "Bnave Ha 34aTHICTb kepyBaTu
TpaHCMopTHMMMK 3acobamu abo npauoBaTti 3 iHWNMK
aBToMaTtn3oBaHUMK cuctemamu', "MobiuHi peakuii,
"®apmakonoriyHi BnactmeocTi". BBegeHHs 3MiH
NpOTSArom 6-Ty MicsILiB MicNsi 3aTBEPAKEHHS
68. BEHK/IIKCTO® | TabneTku, BKpUTI E66BI LLiBeiiuapis E66Bi AiipneHg HN Ipnangis/ BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis:3minu || 3a UA/16667/01/03
nNiBKOBOKO Biochapmacbto B.B., Ipnangis HimeuunHa TUMY - 3MiHW BHECEHO B KOPOTKY XapaKTepuUCTUKY peyenmom
o060n0oHkoto, 100 Mr Tikan3 Mm6X (BMPOGHMLTBO nikapcbKoro 3acoby A0 po3ainy "dapMakonorivHi

Ne 7 (no 1 TabneTui
y 6nictepi, no 7
6nicTepis B
KapTOHHI Kopo6Lii);
Ne 14 (no 2
Tabnetku y 6nictepi,
no 7 6nictepis B
KapTOHHI Kopo6Li);
Ne 112 (no 4
Tabnetkn y 6nictepi,
no 7 6nictepis B
KapTOHHi kopobuyj,
no 4 KapTOHHI
KOPOGKM y rpynoBii
ynakoBLj)

nikapcbKoro 3acoby,
TecTyBaHHs); E6GGBI
Loiiuneng rméX i
Ko. KI', HimewunHa
(B1pOGHMLTBO,
nakyBaHHs Ta
TeCTyBaHHS
MPOMiXHOro
ekcTpygary
BEHETOK/TaKCY;
nepBuHHE Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii roToBoro
nikapcbKoro 3acoby)

BNacTUBOCTI". BBeEeHHS 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmkeHHs; 3MiHu |l TMny - 3MiHM BHECEHO B
IHCTPYKLUiO /19 MeANYHOT0 3aCTOCyBaHHS Ta KOPOTKY
XapakTepuUCTUKY JikapCbKoro 3acoby 0 po3ainy
"MokasaHHa" (AoaaHo nokasaHHs: "flikapcbkuii 3acio
BeHKNiKCTO® B KOMGIHAL,ii 3 riNOMETU/TIIOIOUNM areHToM
nokasaHuin Ansa nikyBaHHsi 4OPOC/IMX NaUieHTIB i3
BrepLUue fgiarHOCTOBaHUM roCTPUM MIEMOIAHUM NENKO30M
(TMJ1), SKMM He MoXe ByTn NpU3HaYeHa IHTEHCUBHA
ximioTepania") Ta, Ik HacNigoK, A0 PO34iNiB IHCTPYKLUT
"dapmMakosiorivyHi BnactmsocTi", "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU fikapcbknMK 3acob6amu Ta iHLWi
BMAM B3aemogiit”, "Oco6/MBOCTi 3aCTOCYBaHHS",
"34aTHICTb BNAMBATY Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMU
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mo6iuHi peakwyji" Ta [0 Po34iniB KOPOTKOT
XapaktepucTuky "[,03n Ta crnocib 3acTocyBaHHs",
"MpoTunokasaHHs", "OcobMBi 3aCTEPEXEHHS Ta
3anobixHi 3axofun Npu 3acTocyBaHHI", "B3aemogis 3
HLWIMMK NiKapCbKMKM 3acob6amMm Ta iHLWi B1uam
B3aemogiit", "Bnave Ha 34aTHICTb kepyBaTu
TpaHCMoOpTHMMM 3acobammn abo npauoBaTth 3 iHWKYMK
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
aBToMaTtM3oBaHUMK cuctemamu”, “ro6iyHi peakuii”,
"®apMakonoriyHi BnactmsocTi". BBeleHHs 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepPAKEHHS
69. BEC-HOPMA rpaHynu, no 10ry MpAT Ykpaina MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/3812/01/01
neHani "HaujioHanbHa [omeonaTnyHa TUNY - NepeHeceHHs BUPOOHMYOI AinbHULI ANTeka peyenma
nonimepHomy; rno 1 FomeonatnyH Cninka" "HauioHanbHa N'omeonatuyHa Cninka“Nel ana Adl
neHasy B navui 3 a Cninka" Sulfur 30CH; 3anponoHoBaHo: KuiB, By/. TypreHeBCbKa,
KapTOHY 76-78, rpyna npum. Ned5 YkpaiHa; 3miHu | Tuny -
nepeHeceHHs1 BUPOGHWYOT AibHNL AnTeka
"HauioHasibHa MfomeonatunyHa Cninka'Nel ans Adl
Gelsemium 30CH; 3anponoHoBaHo: Kuis, By.
TypreHeBcbka, 76-78, rpyna npum. Ned5 YkpaiHa; 3miHu |
TUMY - NepeHeCceHHs1 BUPOGHMYOT AibHUL ANTeka
"HaujioHanbHa MomeonatuyHa Cninka"Nel ana Adl
Cimicifuga 200CH; 3anponoHosaHo: Kuis, By/.
TypreHescbka, 76-78, rpyna npum. Ned5 YkpaiHa; 3miHu |
TUNY - NepeHeceHHs BUPOOHMYOI AinbHUL ANTeka
"HauioHanbHa N'omeonatnyHa Cninka“Nel ana Adl
Ammonium carbonicum 200CH; 3anponoHoBaHo: Kuis,
ByN. TypreHeBcbka, 76-78, rpyna npum. Ne45; 3miHn |
TUMY - NePeHeceHHs1 BUPOOHMYOT AinbHNL AnTeka
"HauioHasibHa FomeonatunyHa Cninka'Nel ans Adl
Lycopodium 1000CH. 3anponoHoBaHo: Kuis, Byn.
TypreHescbka, 76-78, rpyna npum. Ned5 YkpaiHa
70. BITANINIA KOHUEeHTpaT ans ®peseHiyc HimeyunHa dpeseHiyc Kabi Ab Lseuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/16590/01/01
pO3unHy Ans Kabi TUMY - OHOB/IEHHA BXe 3aTBEPKEHNX METOAIB peyenmom
iHdpy3in; no 10 mny [Loliunang KOHTPO/HO SIKOCTi /13, a came BUKTaAEHHSI TEKCTY
CKMSAHIA amnyni; no mM6X [lepxaBHOI MOBOIO 3riJHO Cy4acHUX BUMOT.
10 amnyny MprBeaeHHA MeToiB KOHTPOSIIO AKOCTI 3a NOKasHMKamu
KapTOHHI KOpoOL;i «KifbkicHe BM3HaYeHHs eprokasibundeposny»,
«KinbkicHe BU3HaYeHHs asbha-Tokoeposy, peTuHony,
hiTomeHagioHy», «KinbKicHe BU3HAYeHHS rAiLepuHy»,
«KinbKicHe BM3HaueHHs Tpuraiuepugie», «KinbkicHe
BM3HAYEHHs dhocdoninigis» y BiANOBIAHICTb A0
aHasTiTUYHUX MEeTOAMK BUPOGHMKa (peaakLiiiHi npaskm)
71. BITAMIH C 500 | Ta6ieTku XyBaslbHi AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/5623/01/01
3 anenbCUHOBUM "KNIBCbKWN BITAMIHHW TUNY - BUTYYEHHS NOKa3HWKa «Baxkki MeTanm» 3i peyenma
cMakom no 500 wr, BITAMIHHNIA 3ABO" cneuucpikauii A®l AckopbiHoBa KiCoTa; 3MiHW | Tuny -
no 10 TabneTtok y 3ABOL" 3aMiHa BUPOGHMYOT AiNbHULI Bif BXe 3aTBEPAKEHOr0

6nicTepi; no 3
6nicTepu B nauuj; no
30 TabneTtok y
KOHTeWHepi
(6aHouui); no 1
KOHTelHepy
(6aHouuji) y nayui;

BMPOOHUKA Ha HOBY Ai/IbHULLIO Bif, 3aTBEPAKEHOro
BMPOGHMKa AckopbiHoBOI kncrnotn «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pepaxuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLlenrkcnny foHr Poag, 29, 30Ha EkoHOMiuHOrO Ta
TexHonoriyHoro Po3sutky, LLeHsHr, Kutaii
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 10 TabneTtok y
6nictepax; no 30
Tabnetok y
KOHTelHepax
(6aHou4Kax)
72. BITAMIH C 500 | Ta6neTkun XyBasbHi AT Ykpaina AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3MiHu | 6e3 UA/5624/01/01
3 /INMOHHUM CMaKom "KNIBCbKWN BITAMIHHW TUNY - BUTYYEHHS NOKa3HWKa «Baxkki MeTasin» 3i peyenma
no 500 wr, no 10 BITAMIHHAIA 3ABO4" cneundikavii A®I AckopbiHoBa KMCN0Ta; 3MiHW | Tuny -
TabneTtok y 6nictepi; 3ABO/L" 3amMiHa BUPOGHMYOT AiNbHULI Bif, BXe 3aTBEPAKEHOr0
no 3 6nictepu B BMPOGHMKA Ha HOBY AifIbHULIKO Bif, 3aTBEPAXKEHOIO
nauui; no 30 BUpPO6HMKa AckopbiHOBOI kncnotu «Northeast
Tabnetok y Pharmaceutical Group Co., Ltd.», Kutaii. NponoHoBaHa
KOHTeWHepi pepaxuis: Ne.29, Shenxiliu Dong Road, Economic
(6aHouui); no 1 Technology Development District, Shenyang,
KOHTeliHepy China/LLleHrkeuny oHr Poag, 29, 30Ha EKOHOMIYHOro Ta
(6aHouuj) y navuy; TexHonoriyHoro Po3Butky, LLeHsaHr, Kutaii
no 10 Tabnetok y
6nictepax; no 30
Tabnetoky
KOHTelHepax
(6aHouKax)
73. BITAMIH C 500 | Ta6/eTku XyBa/lbHi AT Ykpaina AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 6e3 UA/1861/01/01
3 NepcuKoBUM "KNIBCbKWI BITAMIHHW TUNY - BUTYYEHHS NOKa3HWKa «Baxkki MeTanm» 3i peyenma
cmakom no 500 mr BITAMIHHAIA 3ABO/" crneundikayii A®I Ackop6iHoBa KMCOTa; 3MiHW | Tuny -
no 10 TabneTtok y 3ABOA" 3aMiHa BUPOGHMYOT AiNbHULI Bif BXe 3aTBEpPAKEHOr0
6nicTepi; no 3 abo 6 BMPOOHUKA Ha HOBY AiNIbHULLIO Bif, 3aTBEPAKEHOrO
6nicTepiB B nauuj; BUPO6HMKaA ACKOp6iHOBOI kncnotu «Northeast
no 30 TabneTok y Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
KOHTEWHepi pegaxuis: Ne.29, Shenxiliu Dong Road, Economic
(6aHouui); no 1 Technology Development District, Shenyang,
KOHTelHepy China/lLeHrkeuny AoHr Poag, 29, 30Ha EKOHOMIYHOro Ta
(6aHouLj) y nauuy; TexHonoriyHoro Po3BuTky, LLeHsHr, Kutaii
no 10 TabneTtok y
6nictepax; no 30
Tabnetok y
KOHTeliHepax
(6aHou4Kax)
74. FEMOMPOKT cynosuTopii TOB YkpaiHa TOB "®APMEKC YKpaiHa BHECEHHS 3MiH [JO peecTpaujiiiHux maTepianis: 3MiHu | 6e3 UA/12641/01/01
pekTasnbHi no 5 "®APMEKC reyn" TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib. peyenma
CynosuTopiiB y reyn" CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo

CTpuni; N0 2 CTpUnM
B NauLli 3 KAPTOHY

ymoBax 36epiraHHs rotToBOro Nikapcbkoro 3acoby
(36inbLUEHHS TEpPMiHY NPUAATHOCTI FOTOBOTO J1iKapChKOro

3acoby) - [ns ToproBoi ynakoBku (MigTBEPAXKYETLCS

[aHVMU peanbHOro vacy) - 36i/bLUEHHS TEPMiHY

npuaaTHOCTI TOTOBOrO JliKapCbKoro 3acoby.
3arBepKeHo: 2 poku. 3anpornoHOBaHO: 3 POKK. 3MiHU

BHECEHI B IHCTPYKLj0 4151 MeAUYHOro 3aCTOCyBaHHS
NiKapCcbKoro 3acoby y po3ain "TepMiH npuaaTHOCTI".
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHSA
75. FEPLENTUH® niogpinizat gna ®.XotbcpmanH- | Lseliuapisa Bnpo6HMLUTBO CLUA/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/13007/01/01
KOHLIeHTparty ana Na Pow Jitg Hepo3dacoBaHO| HimevunHa/ TUMY - 3asBHWKOM HaaHO OHOBMEHWI MNnaH ynpaBniHHS peyenmom
pO34nHy Ans npoayKLii, nepByHHe Lseiiuapis pusmkamm (MYP) Bepcia 23.0. 3MiHM BHECEHO [0 YaCTUH:
iHdpysiin no 150 wr; nakyBaHHs: Il «MnaH 3 chapmakoHarnsagy», VIl «4oaatku» y 3B'A3Ky
niodpinizat ans [bxeHeHTeK IHK., 3 NpYBEAEHHAM MaTepianiB peecTpauiliHoro fJocbe y
KOHUEeHTpaTy A CLA; Bupo6bHuuTBO BiANOBIAHICTb A0 AOKYMeHTaLii 3asBHMKa
pO3unHy Ans Hepo3cacoBaHol
iHdpy3iil y donakoHi, npoAayKLii, NepByHHe
no 1 conaxkoHy B nakyBaHHs,
KapTOHHI Kopo6Lyi BTOPVHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BUNYycK cepii: Poww
[LiarHocTrke MvbX,
HimeuunHa
BTopuHHe
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPOJO AKOCTI,
BUNYCK cepil:
®.XothbdpmaHH-/15
Pouw JITa,
LLIBeiiuapis
76. FEPUENTUH® niocpinizat ans ®.XopcpmanH- | LBeiiuapis BrnpobHMuTBO CLlA/ BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3MiHu | 3a UA/13007/01/02
KOHLIeHTparty ans Na Pow fitg Hepo3dacoBaHO| LBeiiuapis TUMY - 3asiBHUKOM HalaHO OHOBMEHWI MnaH ynpaBniHHS peyenmom
po3unHy anA NpoAyKLUii, NnepBuHHe pusvkamm (MYP) Bepcis 23.0. 3MiHU BHECEHO A0 YACTUH:
iHdpy3ii no 440 wr; nakyBaHHs, Il «MnaH 3 chapmakoHarnsagy», VIl «4oaatku» y 3B'A3Ky
niodpinizat ans BMNPOOYBaHHS. 3 NpYBEAEHHSIM MaTepianiB peecTpauiiHoro focke y
KOHLeHTparty A/s KOHTPO/IIO AKOCTI BIANOBIAHICTb A0 fOKYMeEHTaLi 3asaBHMKa
PO34MHy AN (Tinbkn
iHdpy3iil y donakoHi, CTePW/IbHICTb Ta
pasom 3 20 mn MeXaHiuHi
PO3UMHHUKA BK/TOYEHHS):
(PO3UMHHUK: J[DKeHeHTeK IHK.,
6akTepiocTaTnyHa CLA;
BoJa ANs iH'ekuin 20 Bunpo6yBaHHs
M/1, WO MICTUTb KOHTPOJI0 AKOCTI
1,1% 6eH31noBoro (Tinbkn
cnupTy Ta Boay AnA CTEPUNbHICTb Ta
iH'ekuill) y chnakoHi B MeXaHiyHi
KapTOHHI Kopo6Lli BK/THOYEHHS):
[KeHeHTeK IHK.,
CLUA;
BunpobysaHHs

KOHTPOJ1K0 AKOCTI:




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
®.XohbpmaHH-/15
Pow lta,
Llseiuapis;
BTopuHHe
nakyBaHHs1,
BMNPOBYBaHHSA
KOHTPO/O AKOCTI,
BUNYCK cepil:
®.XothbdpmaHH-/15
Pouw JITa,
Lseiiyapis;
PO34YMHHUK:
B1po6HMLTBO
Hepo3gacoBaHOl
npoAyKLUii, NepBNHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPO/O AKOCTI,
BUWMYCK Cepii:
®. XohbpmaHH-/15
Pow lta,
Llseiuapis;
BunpobyBaHHs
KOHTPO/O SKOCTI:
®.XothbdpmaHH-/15
Pouw JITa,
LLIBeiiuapisi
77. riagPOKOPTU3 cycneHsis ans AT "BIONIK" Ykpaina AT "BIOJTIK" YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3MiHu | 3a UA/5626/01/01
OHY ALETAT iH'ekuin, 25 mr/mn, TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. peyenmom
no 2 mn B amnyni 3i CucTema KoHTelHep/3aKynoptoBasibHUA 3aci6 (iHLWi
ckna; no 10 amnyn y 3MiHW) - BHECEHHS AOAATKOBOrO NakyBaHHSA amnyn y
nauyi; abo no 5 6nicTepi, a came no 2 Mn1 B amnynax 3i ckna, no 5 amnyn
amnyn y énictepi; no y 6nictepi, no 2 6nictepy y naywi, 6€3 3MiHW NePBUHHOIO
2 6nictepu y nayuyj nakyBa/lbHOro mMatepiasty, 3 BiANOBIAHUMY 3MiHAMU Y p.
«YnakoBka» MKA J13. Mpy nakyBaHHi amny/ 3 KisibLemM
3n1amy abo TOUKOIO 3M1amy ckapuddikaTtop He
BKNafaeTbcs. 3MiHM BHECEHI B iHCTPYKLi0 AnA
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby y po3gin
"Ynakoska"
78. FMAPOKCUCEY | kancynu no 500 mr Megak HimeuunHa Megak esenbliadyt HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis:3MiHu | 3a UA/6720/01/01
OBUWHA MELAK | no 10 kancyny lesenbwadpt dorop KNiHiwe MRy - 3MiHW Woa0 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
6nicTepi; no 10 chrop KniHiwe LWneujansnpenapat thapmakoHarnagy. BeefeHHs abo 3miHn o
6nicTepiB y Kopobui LWneuianbnpe e M6X, HimeuumHa y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
3 KapPTOHY naparte m6X (BMPOGHUK, WO (BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy

Bignosigae 3a
BTOPVHHE

hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bif4noBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nakyBaHHs, KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa Ans
MapKyBaHHS 3ailicHeHHs thapmakoHarnsgy B YkpaiHi, SKLL0 BOoHa
NepBUHHOI BiIMiHHA Bif, YNOBHOB&XeHOI 0CO6W, BiANOBIAA/ILHOI 3a
yMaKoBKM, 3[jicCHeHHs1 hapmakoHaraay (BK/IKYakoum KOHTaKTHI
KOHTPONb/BUNPOGYB [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
aHHs cepii Ta 3a cucTemn chapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT
BWMYCK cepii); XaynT 0Cco6U 3asBHUKA, BiANOBIAA/LHOI 32 34iiCHEHHS
dapma Amaper hapmakoHarnsgy. NponoHoBaHa pefakuis: Dr. Barbara
v6X, HimeuuunHa, Jogereit. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
HimeuunHa 0co6u 3asiBHMKA, BiANOBIAA/IbHOI 32 3AiCHEHHS
(BMPOBHUK, LLO hapmakoHarnsgy
Bignosigae 3a
BVPOGHMLTBO
nikapcbKoro 3acoby,
nepByHHE, BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHsA cepii)
79. FNEHUET TabneTku, BKPUTI neHmapk IHais neHmapk IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/13538/01/01
EABAHC nNiBKOBOKO PapmacbioThK PapmacboTrKan3 TUNY - HE3HAYHI 3MiHW Y METOANLI BU3HAYEHHS peyenmom
060/10HKO0, MO 7, ans fitg. nro. nokKasHuka «BMiCT BOAW» A/151 KOHTPOJO AKOCTi AdI.
a6o no 14, a6bo no BcTaHoBNEHO po3Mip HaBaxku 3paska, «Bif 0,25 r Ao
28, abo no 50 1,00 r» siky 6epyTb 418 TUTPYBaHHS, BignosigHo Ao USP
Tabnetoky <921>
KOHTeliHepi; no 1
KOHTeliHepy B
KapPTOHHI Kopobui
80. rNILEPNHOBI PO3YMH pPeKTaNbHWIA, KYN®EP JinToBcbKa E.l. 3APBIC eHp, Ipevis BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 6e3 UA/18738/01/01
MIKPOKNI3MU 1,8r/2,5 mn; no 2,5 BIOTEX, YAB Pecny6nika Ko., NN MMy - BBEAEHHS HOBOro cepTuduikaty BignosigHocTi R1- peuyenma
rniguK ana MJ/1 B annikaTtopi B CEP 2008-014-Rev 01 ans A®l I'niyepuH Big HOBOro
MAIOKIB nnisui; no 4 Bupo6HMKa OLEON S.A.S., France; 3anponoHoBaHo:

annikatopu B niBuj
B KapTOHHIi1 kopobui

SPIGA NORD S.P.A./CNIFA HOPJ C.MN.A. OLEON
S.A.S., France; 3MiHu | TUNY - 3MEHLLEHHA Po3Mipy cepii
N3 3 13 104 annikatopa Ao 12 000 annikaTtopis.
BBegeHHs 3MiH NpOTAroM 6-Tu MicAuiB nics
3aTBEPXKEHHS; 3MiHW | TUNY - BHECEHHS 3MiH 10
Cneuucpikauii / MeTopgis BunpobysaHHs /13, 30kpema: -
3BY)KEHHSI MEX 3a MOKa3HMKOM "BigHocHa ryctmHa (20°
C)" 3 «1,160 - 1,175» Ha «1,155 — 1,171»; - 3amMiHa
nokasHuka "CepegHsa maca" Ha "Maca HanoBHeHHsA
KOHTeliHepy" 3i 3MiHOI0 MeToAy BMNPOOYBaHHS
(3aTBEpMXEHO: 2,95 -3,13 I; 3anponoHoBaHo: 3,49 1 +
5%); - YTOUHEHHS KpUTEPIiB NPUIAHATHOCTI Ta OANHULL
BMMIpY 3a Moka3HMKOM "KinbKiCHe BU3HAYEHHS
rniLeprHy" Ta He3HauHi 3MiHM y MeToZi BUNpobyBaHHS
(3anponoHoBaH0:62,0+5% (1,8 r/go3a +5%). BeegeHHs
3MiH NPOTArom 6-TM MICALIB NiC/1A 3aTBEPAKEHHS; 3MiHM
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
| TNy - BHeceHHs 3MiH go Cneuudikauii / MeTogis
BMNPO6YBaHHs /13, 30kpema: BBEAEHHS HOBOro
nokasHuka "OfHOPIAHICTb A030BaHNX OAMNHWLb PO3UVHIB
B O[JHO030BUX KOHTeHepax" 3 BiANOBI4HAM METOL0M
BMNPO6YBaHHA. BBeAEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs; 3MiHW | TNy - BHECEHHS 3MiH A0
Cneuudpikauii /13 Ha TepMiH NpUAATHOCTI, 30Kpema:
BW/IYYEHHS NoKasHuka "laeHTudikauis D ans raigepuHy”.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
3aTBEPAKEHHS;3MIHN | TUMY - BHECEHHSA 3MiH A0
Cneuudpikauii / MeTogiB Bunpo6yBaHHs /13, 30kpema: -
BHECEHHS YTOUYHEHHS B MeTOZi BUNpobyBaHHA 3a
nokasHMKkoM "Onuc"; - 3amiHa nokasHuka "KMcnoTHicTb
ab0 NyXHICTb" Ha NokasHWK "pH" 3i 3miHOK MeToay
BMMNPOBYBaHHS; - BHECEHHS YTOYHEHHS B METOZ
BMNpo6yBaHHSA "laeHTudikauis C Ta D". BBeAeHHS 3MiH
NPOTArom 6-Tv MicsILiB NMicNs 3aTBEPYKEHHS
81. AA3ATUHIB- TabneTku, BKpUTI Mictpan AHrnis Ixi | Bonrapis/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/17829/01/01
BICTA NNiBKOBOKO Kenitan PapmacboTikasic Yecbka TUMY - BHECEHHSI HE3HAYHMX 3MiH Y 3aKpUTIiil YaCcTUHI peyenmom
06010HKO10, No 20 MeHeKMeHT Ntp, Bonrapis Pecny6nika/ ASMF, a came: fofalnTbCsa NocTavyasibHUKM BUXIAHMX
Mmr, no 60 TabneTok Nimiteq (nakyBaHHS); ITECT Icnanis PeYoBUH AN BUPOGHMULTBA AP [la3aTuHioy
y thrakoHi 3 nntc, c.p.o., Yecbka
nonieTuneHy Pecny6nika
BVICOKOI LLIIHOCTI i3 (KOHTpOAb AKOCTI
noninponisieHoBo (mikpobionoriuHuit));
KPWLLIKOKO 3 KBiHTa-AHaniTuka
CUCTEMOIO 3aXUCTy c.p.o., Yexis
Bif, BiAKpUTTSA (KOHTPO/Ib AKOCTI
OiTbMK, no 1 (piznKo-xiMiuHMIA));
hnakoHy B CiHTOH XicnaHis
KapTOHHI Kopo6Lyi C.J1., IcnaHis
(BUPOBHMLTBO
(noBHMIA LKKN))
82. OA3ATUHIB- TabneTkn, BKpUTI Mictpan AHrniA Loxi | Bonrapisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/17829/01/02
BICTA nNiBKOBOKO Kenitan dapmacbloTikanic Yecbka TUMY - BHECEHHSI HE3HAYHUX 3MiH Y 3aKpUTIiil YaCcTUHI peyenmom
060/10HKO10, Mo 50 MeHemKMeHT Ntp, Bonrapis Pecny6nika/ ASMF, a came: fofatoTbCsl NOCTavYa/IbHUKN BUXiGHUX
Mr, no 60 TabneTok Nimitepn (nakyBaHHs); ITECT Yexis peyvoBUH Ans BUPOGHMLTBA AD| [la3aTuHiby
y thnakoHi 3 nntc, c.p.o., Yecbka /IcnaHis

nonietTuneHy
BMCOKOI LLiNBbHOCTI i3
noninponinieHoBo
KPULLIKOIO 3
CUCTEMOIO 3axUCTy
Bif, BiAKpUTTS
LiTbMK, Mo 1
(hNakoHy B
KapTOHHi Kopobui

Pecny6nika
(KOHTPO/Ib AKOCTI
(Mikpo6ionoriyHuit));
KBiHTa-AHaniTvka
c.p.o., Yexis
(KOHTpONb AKOCTI
(hi3nKO-XIMiYHWIA));
CiHTOH XicnaHis
C.J1., IcnaHis
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
(BMPOGHMLUTBO
(noBHMIA LKKN))
83. AA3ATUHIB- TabneTku, BKpUTI Mictpan AHrnis Ixi | Bonrapis/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/17829/01/03
BICTA NNiBKOBOKO Kenitan PapmacbloTikasic Yecbka TUMY - BHECEHHSI HE3HAYHMX 3MiH Y 3aKpUTIiil YacTUHI peyenmom
06010HKO10, No 70 MeHeKMeHT Ntp, Bonrapis Pecny6nika/ ASMF, a came: fofalTbecsa NocTavyasibHUKM BUXIAHMX
Mmr, no 60 TabneTok Nimiteq (nakyBaHHS); ITECT Yexis pPevYoBUH AN BUPOGHMLTBA AP [la3aTuHioy
y thrakoHi 3 nnkc, c.p.o., Yecbka /lcnaHis
nonieTuneHy Pecny6nika
BVICOKOI LLIIHOCTI i3 (KOHTpOnb AKOCTI
noninponisieHoBo (mikpobionoriuHuit));
KPWLLIKOKO 3 KBiHTa-AHaniTuka
CUCTEMOIO 3aXUCTy c.p.o., Yexis
Bif, BiAKpUTTSA (KOHTPO/Ib AKOCTI
OiTbMK, no 1 (piznKo-xiMiuHWIA));
hnakoHy B CiHTOH XicnaHis
KapTOHHI Kopo6Lyi C.J1., IcnaHis
(BUPOBHMLTBO
(noBHMIA LKKN))
84. OA3ATUHIB- TabneTkn, BKpUTI Mictpan AHrniA Loxi | Bonrapisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/17829/01/04
BICTA nNiBKOBOKO Kenitan dapmacbloTikanic Yecbka TUMY - BHECEHHSI HE3HAYHUX 3MiH Y 3aKpUTIiil YaCcTUHI peyenmom
060/10HKO10, Mo 140 MeHemKMeHT Ntp, Bonrapis Pecny6nika/ ASMF, a came: fogatoTbCsl NOCTavYa/IbHUKN BUXiGHUX
Mmr no 30 TabneTok y Nimitepn (nakyBaHHs); ITECT Yexisa/ pevoBUH Ans BUPOGHMLTBA AD| [la3aTuHiby
dNaKkoHi 3 nakc, ¢.p.o., Yecbka Icnanis
nonietTuneHy Pecny6nika
BMCOKOI LLiNBbHOCTI i3 (KOHTPO/Ib AKOCTI
noninponinieHoBo (Mikpo6ionoriyHwuit));
KPWLLIKOK 3 KBiHTa-AHastiTMKa
CUCTEMOIO 3axUCTy c.p.o., Yexis
Bif BiAKPUTTA (KOHTpONb AKOCTI
LiTbMK; Mo 1 (hi3nKO-XIMiYHUIA));
(hNakoHy B CiHTOH XicnaHis
KapTOHHI Kopo6Lyi C.J1., IcnaHis
(BUPOGHMLTBO
(NOBHWIA LKK))
85. AE3O®PEMIH TabneTku, BKpUTI TOB "MIBE Ykpaina mi6e Mm6X HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3aMiHu || 3a UA/17211/01/01
30 nAiBKOBOIO YKPAIHA" ApuHaiimitTTens TUMY - 3MiHN 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
06010HKot0, no 0,03 KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
mr/0,15 wmr; no 21 napameTpiB cneuudikauiii Ta/abo AoNYyCTUMMX MEX
Tabnetui y 6nictepi, rOTOBOrO JlikapCcbkoro 3acoby (3MiHa 3HaxXoAUTbCA no3a
no 1, a6o no 3, a6o 3aTBEPMKEHUMI AONYCTVMUMM MeXamMm crneumdikauii) -
no 6 6nictepis y BHECeHHS 3MiH f0 Cneumdikauii 13 Ha BUnycK,
KapTOHHI Kopo6Li 30Kpema: 3MiHa KpUTepiiB NPUAHATHOCTI 3@ NOKa3HUKOM
"KinbkicHe Bu3HaveHHs. Tokodepon” 3 "90-110%" Ha
"70-110%"
86. AEKAMEBIT® TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:3miHu | 6e3 UA/4850/01/01
nNiBKOBOIO "KNIBCbKWN BITAMIHHW TUNY - BUSTYYEHHS NOKa3HWKa «Baxkki MeTanm» 3i peyenma
060/10HKO0; N0 10 BITAMIHHNIA 3ABOA" cneuudikauii A®l AckopbiHoBa K1C10Ta; 3MiHW | Tuny -




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
TabneTok y 6nictepi; 3ABOL" 3aMiHa BUPOGHMYOT AiNbHULI Bif BXe 3aTBEpPAKEHOro
no 2 6nicrepun y BMPOOHUKA Ha HOBY Ai/IbHULLIO Bif, 3aTBEPAKEHOr0
nauuj BUPO6HMKa AckopbiHOBOI kncnotu «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pepakuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkcuny [oHr Poag, 29, 30Ha EkoHOMiuHOrO Ta
TexHonoriyHoro Po3sutky, LLeHsHr, Kutaii
87. AEKCANTIH®C | rpaHynu ans MeHapiHi INokcembypr Na6opaTopioc Icnanis BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/9258/02/01
ALLE OpasIbHOro PO34nHY IHTEepHeLwoHan MeHnapiHi C.A. MRy - 3MiHW Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
no 25 wr; no 10 a6o OnepeiiwoHc thapmakoHarnsgy. BeegeHHs abo 3miHn fo
no 30 o4HOA030BMX TNiokcembypr y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
nakeTiB 3 rpaHynamu C.A. (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
Y KapTOHHiit kopobu,i hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3assHuKa gns
3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbLHOI 3a
3[jiCHeHHs1 hapMakoHaraay (BK/IKYakUum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemun chapmakoHarasgy) - 3MiHa KOHTakTHOI 0cobu
3asBHVIKa, BignoBigabHOI 3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pepakuis: Kyuep MapuHa BacunisHa.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6W 3asBHNKa,
BiANOBiAANbLHOI 3a 34ilicHeHHS chapmakoHarnsgy B
YkpaiHi
88. AENAKIH TabneTkn, BKPUTI TOB "CaHoi- Ykpaina CAHO®I BIHTPOIN dpaHuis BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3MiHu | 3a UA/10298/01/01
XPOHO® 300 060/10HKOH, ABeHTIC IHOACTPIA TUNY - NOAAHHA HOBOTO cepTudikaTa BifnoBigHOCTI peuyenmom
Mr NpPOJIOHroBaHoI Aii, YkpaiHa" €Bponeiicbkiin hapmakonei R1-CEP 2003-108-Rev 05
no 300 mr; Ne 100 0151 HoBOTO BMpo6HuKa A®I Basibnpoesa kucnioTta SCI
(50x2): no 50 PHARMTECH, INC., Taiwan
Tabnetok y
KOHTEeliHepi,
3aKPUTOMY KPULLIKOHO
3
BOJIOTONOI/INHAYEM,;
no 2 KoHTelHepu y
KapTOHHi Kopobui
89. AENAKIH TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOI ®paHuisa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/10118/01/01
XPOHO® 500 060/10HKOI0, ABeHTIC IHOACTPIA TUMY - NOAAHHA HOBOTO cepTudikaTa BifnoBigHOCTI peuenmom
Mr NPOJIOHrOBaHOI fji YkpaiHa" €Bponeiicbkiin hapmakonei R1-CEP 2003-108-Rev 05

no 500 mr; Ne 30: no
30 Tabnetok y
KOHTEWHepi,
3aKpPUTOMY KPULLIKOKO
3

415 HOBOro BUpo6Huka A®| Banbnpoesa kucnota SCI
PHARMTECH, INC., Taiwan




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BOJIOTOMOI/INHAYEM,
B KapTOHHI1 kopobui
90. ANTOKCUH PO3UMnH ANS iH'EKLN, ToBapucTso 3 Ykpaina KOHTPOb AKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasiB: 3MiHa 3a UA/5751/02/01
0,25 mr/mn; no 1 mn o6MexeHo BUNYCK Cepil: 3asBHUKa (BNacHVKa peecTpauiiHoro nNocBig4yeHHs) peyenmom
B amnyni; no 10 BiANOBIAA/IbHI ToBapucTBO 3 (3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460) TepmiH
amnyn y nadui 3 CTHO 06MexeHot BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
KapToHy; no 1 mn B "apmauesTu Bif4NoBiAaIbHICTIO 3aTBEPKEHHS; 3MiHK | TNy - 3MiHK Woa0
amnyni; no 10 YyHa KOMMaHis "focnigHnii 3aBofg, 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnsgy. BeeaeHHs
amnyn y énictepi; no "3p0pos'a” "THLIC", YkpaiHa; ab0 3MiHM [0 y3ara/ibHeHNX AaHUX MNPO CUcTeMy
1 6nicTepy B mauui 3 BCi cTagii hapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHux npo
KapToHy; Mo 1 mn B BUPOGHMLITBA, cuctemMy hapMakoHarnsay, 3MmiHa ynoBHOBaXKeHOT
amnyni; no 5 amnyn KOHTPOb AKOCTI, ocobwu, BignoBiganbHOI 3a 34iliCHEHHS hapmakoHarnsay;
y 6nicTepi; no 2 BUNYCK Cepil: KOHTaKTHOI 0Co6u 3 hapMakoHarnsay 3asiBHMKa 415
6nicTepun B nauui 3 ToBapucTBO 3 3ajiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
KapTOHY 06MexeHot BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbLHOI 3a
BiAMNOBiA&/IbHICTIO 3[jiCHeHHs1 hapMakoHaraay (BK/IKYakum KOHTaKTHI
"®apmaueBTUYHA [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
KOMMaHis cmucTeMu dhapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOT
"3p0poB'a”, YkpaiHa 0ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg,.
[Oitova pepgakuis: MnakciHa OneHa BonogvmMupisHa.
MponoHoBaHa pegakuis: LLeBueHko OneHa IropiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6U
3asBHMKA, BiANOBIAA/LHOI 32 3iiCHEHHS
hapmakoHarnsgy
91. AUTOKCUH PO34MH ANS iH'EKLN, ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/5751/02/01
0,25 mr/mn, no 1 mn obmexeHoo 06MexeHot TMNYy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM Y | peyenmom
B amnyni; no 10 BiANOBIAA/TbHI BiAMOBIAA/TbHICTIO BMPOGHMUTBI. 3MiHa po3mipy cepii (Bk/oYatum gianasoH
amnyn y nadui 3 CTHO "AocnigHnii 3aBofg, po3mipy cepii) roToBOro Nikapcbkoro 3acoby
KapToHy; no 1 mn B "flocnigHnii "THUNC", YkpaiHa (36inbLueHHA Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
amnyni; no 10 3aB0j, (KOHTPO/Ib SIKOCTI, pO3MipoMm) - BBEAEHHS A0A4ATKOBMX Po3MipiB cepili N3
amnyn y 6nictepi; no "rHUnNC" BUNYyCK cepii); NS BUpo6HMKa "®apmaleBTryYHa KoMnaHis "340poB'a”.
1 6nicTepy B nauui 3 ToBapucTBo 3 3anponoHosaHo: 40 n a6o 40 000 amnyn 100 n a6o 100
KapToHy; No 1 mn B 06MeXeHOo 000 amnyn 195 n a6o 195 000 amnyn 425 n a6o 425
amnyni; no 5 amnyn BiAMNOBIA&/bHICTIO 000 amnyn
y 6nicTepi; no 2 "dapmaLeBTUyHa
6icTepun B nauui 3 KOMMNaHis
KapTOHY "340poB'a”, YkpaiHa
(Bci cTagji
BMPO6GHMLTBA,
KOHTPO/b SIKOCTI,
BUMYCK cepii)
92. ANKNO®EHAK | cynosuTopii MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/7239/01/01
pekTanbHi no 0,1, akuioHepHe akuioHepHe MYy - 3MiHK 3 gKocTi. CepTudikat BignosigHOCTI/lE- peuenmom
no 5 cynosutopiis y TOBapuCTBO TOBapUCTBO "JlekxiMm cepTudikaTt BigNoBigHOCTI €BPONENChKiit
6nicTepi, no 2 "Nlekxim- - XapkiB" hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
6nicTepy B navwi Xapkis" HEOoO6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0

MoHorpadii 4PY abo EBponeiicbkoi thapmakonei, abo
iHLWOT HalioHasIbHOT chapmakoneil aepxasun €C (3MiHa y
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

cneuudikauisix, NnoB'A3aHa 3i 3MiHamu B JdY, abo
€Bponelicbkii hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C); cynyTHs 3MiHa - 3MiHU 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBiAHOCTI EBponelickbkil hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo EBponeicbKoi
thapmakonei, abo iHLWOT HauioHabHOT thapmakonei
Aepxasun €C. BunyyeHHs i3 cneuudikauii Ta metogis
KOHTposito A®I nokasHuka «3anuvLKoBa Ki/lbKiCTb
OpraHiYHUX PO3UYNHHWKIB»; 3MiHW | TUMY - NOAAHHS
OHOBIEHOr0 cepTudikaTy BignosigHocTi E® Ne R1-CEP
1997-066-Rev 04 (3atBepmxeHo R1-CEP 1997-066-Rev
03) Big BXe 3aTBEpAXeHOro BUpo6bHnka APl Amoli
Organics Private Limited, IHgjs, Ta Ak Hacnigok 3amiHa
po3gainy «TepMiH npuaatHocTi» MKA 13 Ha po3gain
«TepMiH NEPEKOHTPO/IIO», & TAKOX B PO34iNni «YNakoBka»
- «KapTOHHI 6apabaHu» 6y/10 3aMiHEHO Ha
«nonieTnneHoBi abo cibposi bapabaHm»

93.

ANKNOD®EHAK

Tabnetkn no 0,05 ;
no 10 TabneTok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 1, no 3 a6o 10
6nicTepiB y nayuj 3
KapTOHY

MAT
"Ximcbapm3zas
of "YepBoHa

3ipka"

YkpaiHa

NnAT
"Ximcpapmsasosn
"UepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu |
TUMY - 3MiHW 3 AKOCTIi. FOTOBUIA Nikapcbkuii 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO JIiKAPCbKOro 3acoby (BUTyYEHHSI HE3HAYHOTO
nokasHuka (Hanpvkiag, 3actapinoro nokasHuka, Takoro
AK 3anax Ta cMak, abo igeHTugikaLis 6apBHUKIB Un
CMakoBUX [06aBOK)) - BUAAIEHHSA MOKa3HKKa «KpeMHito
Jiokecng konoigHuii 6e3soaHWin» 3i Cnieumdikauii Ta
MeToziB KOHTPOIO, Y 3B'A3KY 3 NPUBEAEHHAM [0 BUMOT
MoHorpadii APY, «TabneTkn». 3MiH y SKOCTI
nikapcbKoro 3acoby He BifOyBaETbCA

3a
peyenmom

UA/0708/01/01

94.

ANKNODEHAK

cynosuTopii
pekTanibHi Mo 0,1 1in
bulk: Ne1000 (no 5
cynosuTopiis y
6nictepi, no 200
6nicTepiB y ALLKKY)

MpusatHe
akuioHepHe
TOBapuUCTBO

"J1ekxim-
Xapkis"

Ykpaina

MpusatHe
akuioHepHe
TOBapUCTBO "J1ekxim
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis:3MiHu |
My - 3MiHK 3 iKocTi. CepTudikaT BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. 3mMiHW, Nos'a3aHi 3
HEeoOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii JdY abo EBponeiicbkoi chapmakonei, abo
IHLWOT HaLioHanbHOT thapmakoneil aepxasn €C (3MiHa y
crneundikalisx, nos's3aHa 3i 3MiHamu B dY, abo
€Bponelicbkiin hapmakonei, abo iHLLUIA HaLioHaNbHIl
thapmakonei gepxasun €C); cynyTHA 3MiHa - 3MiHU 3
skocTi. CepTudpikaT BignosigHocTi/l E-cepTudikat
BiANOBiAHOCTI EBponelicbkiin hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiAMOBIAHICTb A0 MOHOrpadii dY ab6o €Bponelicbkol
chapmakonei, ab0 iHLWOi HaLjioHanbHOI hapmakonei

UA/13933/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Aepxasu €C. BunyyeHHs i3 cneyudikauii Ta metogis
KOHTPOM0 AD| nokasHuKa «3a/nLLKOBA KiNbKiCTb
OpraHiYHNX PO3YMHHUKIB»; 3MiHW | TUNY - NOAAHHS

OHOBJIEHOrO cepTudikaty BignosigHocTi E® Ne R1-CEP
1997-066-Rev 04 (3aTBepmxeHo R1-CEP 1997-066-Rev
03) Big BXe 3aTBEpAXEHOro BUPo6GHNka APl Amoli
Organics Private Limited, IHgjsa, Ta Sk Hacnigok 3aMiHa
po3sginy «TepMiH npugarHocTi» MKA 13 Ha po3gin
«TepMiH NEPEKOHTPOIO», & TAKOX B PO3AiNni «YNakoBka»
- «KapTOHHI 6apabaHu» 6yno 3amiHeHO Ha
«nonieTnneHosi abo hibposi 6bapadbaHn»

95.

ANKNO®EHAK
HATPIO

MOPOLLIOK
(cybeTaHuis) y
noABiliHNX nakeTax 3
nonieTuneny ans
thapmaL,eBTMHHOTO
3aCTOCYBaHHS

MpusatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

Ykpaina

Awmoni OpraHikc lMBT.
nro.

IHais

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu |
TMNYy - 3MiHK 3 aKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4PY abo EBponeiicbkoi thapmakonei, abo
iHLWOT HauioHaibHOT thapmakonel gepxasn €C (3MiHa y
cneuudikayisix, NoB'a3aHa 3i 3MiHamy B JdY, abo
€Bponelicbkiit hapmakonei, abo iHLUI HaLioHaNbHIl
thapmakonei gepxasu €C); cynyTHs 3MiHa - 3MiHK 3
AKocTi. CepTudikat BignosigHocTi/lIE-cepTudiikar
BiAnoBiaHOCTI EBponelickbkiit hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii 4dY abo EBponeiicbKoi
thapmakonei, abo iHLWOT HauioHanbHOT thapmakonei
Aepxasun €C. BunyyeHHs nokasHuka «Baxkki meTanms» 3i
cneuudikauii Bupo6Hnka A®l Amoli Organics Pvt. Ltd.,
India. MprBeaeHHs meToankmM 3a n. «BTpara macu npu
BMCYLLYBaHHi A0 BMMOr MoHorpadii EP; 3MiHn | Tuny -
BW/IYYEHHS 3i cneuudikalii 3actapifioro nokasHmka
eTuneHgnamiHTeTpaouToBa kucnota (EDTA);
3MiHM | TUNY - BUNpPaB/iIeHHS NOCUNAHHA Y 3aTBEPKEHUX
mMeTogax BunpobyBaHHs , a came 3a M. «KonbopoBiCTb»
Ta NpUBEAEHHSA METOANKN «3a/INLLKOBI KifIbKOCTI
OpraHiYHNX PO3YMHHMKIB» A0 BUMOTN SOKYMEHTaLil
BMpo6HMKa (in house & ICH guideline)

UA/13857/01/01

96.

BIA30NIH®

npaxe no 0,05, no
10 gpaxey
6nictepax; no 10
npaxe y énictepi;
no 2 6nictepn y
nauui 3 KapToHy

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu |
TUMY - BUTYYEHHSA TEKCTY METOAMNKN BU3HAYEHHSA
nokasHuka «MikpobionoriyHa 4icToTa», MeToamka Ta
HOPMYBaHHA 3a/MLLeHo 6e3 3MiH, MeTof, aHanisy
BK/IOYEHO A0 APY Ta €Bp.PapM., 3a/IULLIEHO NOCU/IaHHA
Ha 3arasibHi cTaTTi; 3MiHU | TUMY - 3MiHa HaliMeHyBaHHs
Ta agpecu BUpo6Huka APl MebrigponiH, 6e3 3miHu
MicLs BUPOOHMLTBA; 3anpornoHoBaHo: AT «dapmak»
YkpaiHa, M. Kuis, ByNn. Kupuniscbka, 74; 3MiHu | Tuny -
3MiHa HaliMeHyBaHHSA BUpo6HKKa APl Mebrigponi

6e3
peyenma

UA/0270/02/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

97.

BMpOGHMLTBA AT «®apmak», YkpaiHa (M. LlocTka), 6e3
3MiHM MiCLA BUPOBHULTBA; 3anpornoHoBaHo: AT
«®apmak» Ykpaina, Cymcbka 061., M. LLlocTka, Byn.
larapiHa, 1/174; 3miHu | TNy - BCTAHOB/IEHHS
nepiognYHOCTI KOHTPOSIIO NoKasHuKa «MikpobionoriyHa
yncToTa» «*KOHTPOsIb NPOBOANTLCS BUGIPKOBO: NepLly
Cepito NOTOYHOTO POKY Ta KOXHY AecATy cepito, asie He

pigwe 1 pa3sy Ha pik»; 3MiHun Il Tuny: 3MiHK 3 aKocTi. AdI.

Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea AdI.
[JonasaHHA nepekpucTanisauii (penpouecuHr) Adl ta
cTagii po3mony 3 BignoBigHMMMN 3MiHaMU B PO34,in
3.2.S.2.2. Onnc BMPOBHMYOro npoLecy Ta iioro
KoHTposnito (Ctagis 4. «Cylika MebrigponiHy»). Micns
ctagii 4 «Cylwka Meb6rigponiHy» 3a3HayeHa npumiTka
«[4na AOCATHEHHA 3a[4aHNX NMOKA3HWKIB SIKOCTI MOX/IMBE
NoBTOpPHE NPOBeAEHHS NepekpucTanisauii (ctagia 3 Ta
cragisa 4)»

98.

DIA3ONIH®

JIOP30NTUK

npaxe no 0,1r, no
10 gpaxey
6nictepax; no 10
npaxe y énictepi;
no 2 6nictepn y
nauui 3 KapToHy

AT "®apmak”

Ykpaina

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu |
TUMY - BUNYYEHHSA TEKCTY METOAUKN BU3HAYEHHSA
nokasHuka «Mikpob6ionoriyHa YicToTa», MeToavka Ta
HOPMYBaHHS 3avLieHo 6e3 3MiH, MeTof aHanizy
BK/OYEHO A0 APY Ta €Bp.PapM., 3a/IMLLIEHO NOCUaHHA
Ha 3arasibHi cTaTTi; 3MiHU | TUNY - 3MiHA HaliMeHYBaHHs
Ta agpecu BUpo6Huka APl MebrigposiH, 6e3 3miHn
MicLs BUPOOHMLTBA; 3anpornoHoBaHo: AT «dapmak»
YkpaiHa, M. KuiB, ByNn. Kupuniscbka, 74; 3MiHun | Tuny -
3MiHa HalilMeHyBaHHA BUpobHUka A®l MebrigponiH
BMpOGHMLTBa AT «®apmak», YkpaiHa (M. LlocTka), 6e3
3MiHM MiCLA BUPOGHMLTBA; 3anpornoHoBaHo: AT
«®apmak» Ykpaina, Cymcbka 0611., M. LLlocTka, Byn.
[arapiHa, 1/174; 3miHv | TUNY - BCTAHOBNEHHSA
nepiognYHOCTI KOHTPOSIIO NoKasHuKa «MikpobionoriyHa
yncToTa» «*KOHTPOsIb NPOBOANTLCS BUGIPKOBO: NepLly
Cepito MOTOYHOIO POKY Ta KOXHY [ecATy cepito, asie He
pigwe 1 pasy Ha pik»; 3MiHu Il Tuny: 3miHK 3 aKocTi. AdI.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea AdI.
[JopasaHHA nepekpucTanisauii (penpouecuHr) A®l ta
cTagji po3mony 3 BignoBigHMMM 3MiHAMUN B PO34in
3.2.S.2.2. Onnc BMPOBHMYOro npoLecy Ta ioro
KoHTponito (Ctagis 4. «Cyluka MebrigponiHy»). Micns
ctagii 4 «Cylwka Meb6rigponiHy» 3a3HayeHa npumiTka
«[ANa AOCATHEHHA 3a[aHNX NOKA3HMKIB SIKOCTi MOX/IMBE
NOBTOPHE NPOBeAeHHs nepekpucTanizaii (ctagisa 3 Ta
cragisa 4)»

6e3
peyenma

UA/0270/02/02

KOMBI EKO

Kpansi O4Hi, po34nH

dapmaueBTny

20 mr/mn+5 mr/mn

HUIA 3aBOf,

Monbwa

BapLuaBcbkuii
hapMaLeBTUYHWIA

Monbwa

BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu |
TMny - 3MiHuM 3 AkocTi. CepTuduikat BignosigHocTi/l E-

3a

UA/18413/01/01

peyenmom
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 5 mn1 npenapary “NMONb®APM 3aBof Monbdha AT cepTudikaT BignoBigHOCTI EBponeichkiii
y hnakoHi- A’ C.A.

KpanenbHuui; no 1
abo 3 donakoHu B
KapTOHHI KopooLyi

thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkili hapmakonei:
ons A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuMHYM (cepTuUdikaTt BiANoBIgHOCTI EBpONechkili
thapmakone’) - OHOBMeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHO OHOBEHWI
cepTtudikaT BignosigHocti € No. R1-CEP 2003-239-
Rev 05 ansa gitoyoi peyosmHM TUMOONY Maneary Big
3aTBepaxeHoro BupobHnka OLON S.P.A., ITania Ha
3aMiHy cepTudikaty BignosigHocTti E® No. R1-CEP
2003-239-Rev 04; 3miHn | TRy - 3MiHM 3 SKOCTi. [OTOBMIA
nikapcbkuii 3aci6. Onuc Ta ckiag. 3MiHa y ckiagi
(8oNoMXHMX peyoBMHaX) roToBOro NikapcbKoro 3acoby
(iHLWi 3MiHW) - 3MiHa Ha3BW AOMOMDKHOI PEe4YOBUHM 3
«BOAA BMCOKOOUMLLIEHa» Ha «BOJA O4MLLieHa» 3
NiABULLEHUMI BUMOTamMu 10 SKOCTi LONOMDKHOT
peyoBuHK. | Sk HacNiAoK Bigdy10Cb OHOBIEHHS
BiANOBIAHUX NigpPO3AiNiB peecTpauiiHoro focke. 3MiHM
BHECEHI B iHCTPYKLIit0 419 MEAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginn "Cknag" (4onomikHi
PeYOBUHM) 3 BiAMOBIAHVMY 3MiHAMW B TEKCTI
MapKyBaHHs1 yNakoBOK. BBeieHHA 3MiH NpoTAarom 6-Tn
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI.
3MiHM y npoLeci BUPOBGHULITBA rOTOBOTO NiKapCbKOro
3ac06y, BK/1IOYAKUN NPOMDKHUIA NPOAYKT, LLO
3aCTOCOBYETLCSA NPV BUPOGHULTBI FOTOBOTO NiKapCbKOro
3aco006y (iHLi 3MiHK) - YTOYHEHHS iHhopmauii Wwoao
po3Mmipy cepii Ta LjiboBOro 06’eMy HanoBHEHHS Y
po3ginax 3.2.P.3.2.Cknag Ha cepito Ta 3.2.P.3.3.0nuc
BMPOGHNYOro NpoLecy Ta KOHTPO/I0 NpoLecy
peecTpauinHOro AoCbe; 3MiHM | TNy - 3MiHN 3 SKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikar BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOrO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkiii
hapmakonei: ana Adl; ons BUXigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBMHYM (cepTuUdikaTt BiANoBIgHOCTI EBpONechkili
thapmakonei) - HoBuii cepTudikat Ha HeCcTepubHN
A®I, sAkuii 6yae BUKOPUCTOBYBATUCS 4718 BUPOGHMLTBA
CTepUIbHOTO NiKapcbKoro 3acoby, AKL0 Boja
BMKOPMCTOBYETLCA HA OCTaHHIX eTanax CUHTe3y Ta
mMartepian He BiNlbHWIA Bif 6akTepiasibHUX eHAOTOKCUHIB -
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
noAaHo HoBwWii cepTudikaTt BignosigHocTi € No. R1-
CEP 2011-102-Rev 06 Ha HeCTepusbHY Aito4y peyoBUHY
Aop3onamigy rigpoxnopuay Big HOBOrO BUPOGHMKA
MICRO LABS LIMITED, IHgis, ans BupobHuuTBa
CTepu/IbHOrO Nikapcbkoro 3acoby
99. APOTABEPVH Tabnetku no 0,04 r, MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/2014/01/01
no 10 TabneTtok y "Ximthapm3as "Ximdhapm3zasop TUNY - BUAAIEHHS NOKa3HUKa «KpemHito giokeung peyenma
6nictepi, no 1 a6o 2 oA "UepBoHa "UepBoHa 3ipka" KONoigHWin 6e3BogHMin» 3i Cneundpikadii Ta MeTopgis
6nicTepu B nayw,j 3 3ipka” KOHTPOJ10, Y 3B'A3KY 3 NPUBELEHHAM [0 BUMOT
KapToHY MoHorpadii dY, «TabneTkn». 3MiH y SKOCTi
niKapcbKoro 3acoby He BifbyBaeTbCA
100. | AYONPOCT Kpansi O4Hi, po34nH K.T. Pompapm PymyHist K.T. Pomdpapm PymyHis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHu || 3a UA/15824/01/01
no25mny KomnaHi KomnaHi C.P.J1. TUMY - 3asiBHUKOM HalaHO OHOBMEHWI MNnaH ynpaBniHHS peyenmom
dhNaKkoHi- C.P.N. pu3nkamm Bepcia 3.0 3MiHU BHECEHO A0 YacTuH: |
KpanesibHuuj; no 1 «3arasibHa iHdhopmauis» Il «Crneundikais 3 6e3nekn»
hNakoHy- (mopgyni Cl «Enigemionoris nokasaHb 10 3aCTOCYBaHHs
KpanenbHuLi y Ta uinboBa(i) nonynsuyis(i)», CV «MicnspeecTpauiiHnii
KapTOHHI KOpooL;i nocsig», CVII «lgeHTudbikoBaHi Ta NOTEHUNHI pU3NKN»,
CVIIl «Pestome npobnem 6e3nekn» V «3axoam 3
MiHiMi3auii pu3ukie», VI «Pe3ome nnaHy ynpasiHHA
pusmkamm» VIl «logatku» y 38’A3Ky 3 3MiHOK nepeniky
BaX/IMBUX PU3UKIB Ha NiACTaBi OHOBJIEHHSA iHChopMauii 3
6e3nekun Ailyoi PpeyoBUHU, L0 onybikoBaHa Ha caiTi
CMDh
101. | EK3U®DIH Tabnetku no 250 Mr €Bpo IHais ®AC NimiTeq, IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/1678/02/01
no 7 tabnetok y Nalicbkep TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro peyenmom
6nicTepi; no 1 abo MpaiiBiT 3acoby 3atBepgxeHo: IAMILEPM LAMIDERM
no 2 6nictepu B Nimitep 3anponoHosaHo: EK3V®IH EXIFINE 3MiHM BHeCEeHI
KapTOHHi Kopo6bLy LLIOA0 Ha3BW NikapcbKoro 3acoby A0 IHCTPYKUIT ans
MeAMYHOro 3aCTOCYBaHHS, 3 BifMNOBIAHNMK 3MiHaMK Y
TeKCTi MapKyBaHHS YNakoBKW NikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS
102. | EKCTPAKT NOPOLLIOK AT "dapmak” Ykpaina Biocbopu C.A. IcnaHis BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | - UA/17587/01/01
NMACUDIIOPU (cybeTaHuis) y TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
CYXUiA MiLLKax noABiliHMX Ta/abo agpecy 3asiBHMKa (B/lacHMKa peecTpaviiiHoro
nonieTuNeHoBmxX NOCBIJYEHHST) - 3MiHa Ha3BY 3asBHUKa. 3MiHU | TUny -
ans 3MiHK 3 sKocTi. API. (iHLWi 3MiHW) - OHOBNEHHA MaiicTep-
thapmavneBTUYHOro thaiina Ha A®| ExctpakT Macudnopu cyxuii Big,
3acTOCyBaHHs BMpo6HMKa Biosearch S.A., IcnaHis 3 BignosigHUMYK
3MiHaMu y cneumdikauii Ta MeTogax KOHTPOo.
3arBepmkeHo: Bepcis DMF, v.6 (April 2015).
3anponoHoBaHo: Bepcia DMF, v.7 (April 2020).
103. | ENTIOHBA PO3unH NS iH'eKuin OpraHoH LLiBeiuapis Bettep ®apma- HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 3a UA/13125/01/01
no 100 mkr/0,5 mn CeHTtpan Ict depTuryHr MrmoX i HigepnaHnan MRy - 3MiHW Woa0 6e3nekn/eddeKTMBHOCTI Ta peyenmom
no 0,5 M po3ynHy B m6X Ko KI', HimeuunHa hapmakoHarnsay. BeegeHHs abo 3miHM a0
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nonepeaHLo (BvpobHuLTBO y3arasibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
HanoBHEHOMY Hepo3dacoBaHoi (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
wnpuui; no 1 npoaykuii Ta hapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi 0cobu,
nonepegHbL0 nepBUHHA yNaKkoBKa, BiANOBIAA/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy;
HanoBHEHOMY KOHTPO/b SIKOCTI, KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
LINpULYy pasom 3i TecTyBaHHA 3[ilicHEeHHS1 chapMakoHarnsay B YKpaiHi, KLU0 BOHA
CTEPWUIbHOI CTEpPUNBLHOCTI Ta BiIMiHHA BiJ YNOBHOB&X€eHOI 0CO6M, BiANOBIAA/ILHOI 3a
iH’eKUiiHOIO ronKo b6akTepianbHUX 3[jiCHEeHHs1 hapMakoHaraay (BK/IKYakuM KOHTaKTHI
y BigkpuTOomy €HAO0TOKCUHIB [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-gaiina
nnacTUKoBOMYy roToBOro cuctemun papmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
NIOTKY B KapTOHHIlA niKapcbKoro 3acoby 0ocobu 3as1BHMKA, BiANOBIAA/ILHOT 38 hapmakoHarnsag.
Kopoo6Li (KOHTpOSb AKOCTI), MponoHoBaHa pepakuis: MapiaHHa Basik- KopteHpaag,
Bi3yasibHa iHCneKuis; 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0Co6u
); BeTTep ®apma- 3asBHKKA, BiANOBIAA/IbHOI 32 3iiCHEHHS
®epTuryHr MrmoX i hapmakoHarnsgy. 3mMiHa KOHTakTHOT 0cobum 3aABHMKA,
Ko. KI', HimewunHa BiANOBIAa/IbHOI 3a hapmakoHarnifg B YkpaiHi.
(BizyasnibHa MponoHoBaHa pepakuis: MoTuniHcbka OneHa
iHcnekuis); Bettep BiTaniiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOT 0cobm
dapma-depTUryHr 3a8BHMKa, BiANOBIAA/ILHOI 32 34iiCHEHHS
'm6X i Ko. KI, hapmakoHarnagy B YkpaiHi. 3MiHa Micus 3iiCHEHHS
HimeuyunHa OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnsgy. 3miHa
(KoHTponb siKocTi, MicL,e3HaxoMKeHsa MacTep- chaiina cucremu
TeCcTyBaHHSA dhapmakoHarnsgy Ta oro Homepa
CTepW/IbLHOCTI Ta
6akTepiasibHNX
€HO0TOKCUHIB
roToBOro
nikapcbKoro 3acoby
(KOHTpPO/Ib AKOCTI),
BisyasibHa
iHcnekuisa); H.B.
OpraHoH,
Higepnangn
(kOHTpO/Ib sIKOCTI Ta
TeCcTyBaHHS
cTabinbHoCTI,
BTOPWHHA ynaKoBka,
[103BiN Ha BUMNYCK
cepii)
104. | ENOHBA PO34uH NS iH'eKLin OpraHoH LLiBeiuapis Bettep dapma- HimeuyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/13125/01/02
no 150 mkr/0,5 mn CeHTtpan lct depturyHr rméX i HigepnaHan TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuenmom
no 0,5 Mn po3unHy B X Ko KI', HimeuunHa hapmakoHarnsigy. BeegeHHs abo 3miHn go

nonepegHL0 (BupobHuyTBO y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
HanoBHEHOMY Hepo3dacoBaHol (BBEAEHHS Y3ara/lbHEHUX AaHWX NP0 cUCTeEMy
wnpuui; no 1 npoaykuii Ta hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
nonepegHL0 nepBUHHA yNaKoBKa, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
HanoBHEHOMY KOHTPO/b SKOCTI, KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asiBHMKa 415
LINpYLY pasom 3i TeCTyBaHHA 3[iiCHEHHS1 chapMakoHarnsay B YKpaiHi, KLU0 BOHA
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
CTEPWU/IbHOI CTEpPUNIBLHOCTI Ta BiIMiHHa BiJ YNOBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 3a
iH’eKUiiHOI ronKor bakTepiaibHUX 3[jiCHEeHHs1 hapMakoHariaay (BK/IKYakuM KOHTaKTHI
y BigkpuTOmy €HAO0TOKCUHIB [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-gaiina
nnacTUKoBOMYy roToBOro cucteMu dpapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
NIOTKY B KapTOHHIlA nNiKapcbKoro 3acoby 0cobu 3asiBHMKA, BIANOBIAA/ILHOT 38 hapMmakoHarnsag.
Kopoo6Li (KOHTpOSb AKOCTI), MponoHoBaHa pepakuis: MapiaHHa Bask- KopteHpaag,
Bi3yasibHa iHCneKLUis; 3MiHa KOHTaKTHMX AaHuX YNOBHOBaXEHOI 0CO6U
); BeTTep ®apma- 3asBHIKA, BiANOBiAAILHOI 32 34iiCHEHHS
®epTuryHr MrmoX i hapmakoHarnsgy. 3mMiHa KOHTakTHOT 0cobuM 3aABHUKA,
Ko. KI', HimeuyunHa BiANOBIAa/IbHOI 3a thapmakoHarnisg B YkpaiHi.
(BizyasnibHa MponoHoBaHa pepakuis: MoTuniHcbka OneHa
iHcnekuis); Bettep BiTaniiBHa. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOT 0cobm
dapma-depTUryHr 3a8BHMKa, BiANOBIAA/ILHOI 32 34iiCHEHHS
'm6X i Ko. KI, hapmakoHarnagy B YkpaiHi. 3MiHa Micus 34iiCHEHHSI
HimeuyunHa OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnsgy. 3miHa
(KoHTponb siKocTi, MicL,e3HaxoMKeHsa MacTep- caiina cucremu
TeCcTyBaHHS chapmakoHarnsgy Ta oro Homepa
CTepW/IbLHOCTI Ta
6akTepiasibHNX
€HO0TOKCUHIB
roTOBOro
nikapcbKoro 3acoby
(KOHTpPO/Ib AKOCTI),
BisyasibHa
iHcnekuisa); H.B.
OpraHoH,
Higepnangn
(kOHTpO/Ib sIKOCTI Ta
TeCcTyBaHHS
cTabinbHoCTI,
BTOPWHHA ynaKoBka,
[103BiN Ha BUMNYCK
cepii)
105. | EMTPIUUTABI TabneTkn, BKpUTI FETEPO IHAjsA FETEPO NNAB3 IHAjia BHECEHHS 3MiH [j0 peecTpaviiHmx 3a UA/13859/01/01
H TEHO®OBIP 060n10HKo10, No 30 NAB3 NIMITEL mMaTtepianis:BUNpaBIeHHSA TEXHIYHOT NOMW/IKN, peyenmom
Tabnetok y NIMITEL, NnoB’sA3aHol 3 NepeknagoM abo nepeHeceHHaMm

KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHI Kopo6Lyi

iHdbopmauii. Byna gonyleHa nomuska npy onuci
npo6oniAroToBKM CTaHAAPTHOrO PO34MHY Y PO34iNi
nponyLLeHO PO3BeAEHHA PO3UMHY. HeobxigHO HeBecTH
iHdbopMmauito Npo fopatkose po3sBedeHHs: 5,0 M
BiA(hiNbTPOBHOrO po34mHy foBoAATL 40 50,0 Mn
PO3YMHHMKOM i MepemillytoTb. MponoHoBaHa pegakuis.
MeToau KoHTposto fKocTi. 8.0 KonuyectseHHoe
onpegenexve, BOXXX ... MNMpurotosneHne ctaH4apTHOro
pactsopa
To4HO B3BELUMBAIOT U NEPEHOCAT 0Koo 40 Mr pabouero
cTaHgapTa amTpuuymTabrHa n 60 mr pabouero
CcTaHAapTa TeHodhoBMp Ansonpokcua doymaparta B 100
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

M1 MepHYto Konby. [lo6asnsaoT okono 60 Mn
pacTBopuTens n 0bpabaTbiBaloT ybTPa3BYKOM [0
pacTeopenus [JoBOAAT [0 06bema pacTBOpUTENEM U
nepemMelumsatoT. 5,0 Ma OThUILTPOBAHHOTO pacTBopa
nosogAaT no 50,0 mn pacTsopuTenem 1 nepemMeLlvsaoT.
3asHayeHe B/NpaBeHHN BigNoBigae maTepianam
peecTpauiiHoro AockE, AKi NPeAcTaBeHi B apxiBHUX
Marepianax peecTpauiiiHoro AoCkE.

106.

EMTPILUUTABI
H TEHO®OBIP

TabneTkn, BKPUTI
060/10HKOt0, in bulk:
no 1000 TabneTok y
KOHTeWHepi

FETEPO
NAB3
NIMITE[,

IHgis

FETEPO JIAB3
NIMITEL

IHais

BHECEHHS 3MiH 40 peecTpaLiinHnx
mMartepianis:BUNPaBIeHHSA TEXHIYHOT NOMWIIKN,
NnoB’A3aHoi 3 nepeknagomMm abo nepeHeceHHAM

iHpopmauii. Byna gonylieHa noMuska npu onuci
npo6oniAroToBKV CTaHAAPTHOTO PO3UNHY Y PO3Aini
NponyLLEeHO PO3BEeAEHHA PO3UMHY. HeobxifAHO HeBeCTH
iHchopmauito npo fogaTkoBe po3BedeHHs: 5,0 mn
BiA(hiNbTPOBHOrO PO34MHy foBOAATL A0 50,0 Mn
PO3YMHHUKOM i NepemillytoTb. MponoHoBaHa pefakLis.
MeToau KoHTpornito skocTi. 8.0 KonnuectseHHoe
onpegenenune, BoXX ... MpurotoBneHne ctaH4apTHOIo
pacTsopa
TOYHO B3BELUMBAOT 1 NEPEHOCAT 0KOs10 40 Mr paboyero
cTaHfapTa amMTpuuutabuHa n 60 mr paboyero
cTaHAapTa TeHooBMp ausonpokcun cymaparta B 100
M1 MEPHYI0 konby. [lo6aBnstoT okono 60 mn
pacTBopuTens n 0bpadaTbiBaloT ybTPa3BYKOM [0
pacTBopeHus [joBogaT 4o o6bema pacTBopuUTesieM 1
nepemewumsatoT. 5,0 M1 0OTOUNBTPOBAHHOTO pacTeopa
fosoaaT fo 50,0 mn pacTBopuTENIEM U NMEPeMeLLBatoT.
3a3HayeHe BUMNpaB/IEHHSA BiANOBigaE MaTepianam
peecTpaLiiniHOro AoCbe, siki NpeAcTaB/ieHi B apXiBHUX
Martepianax peecTpauiiiHoro AOoCbE.

UA/13858/01/01

107.

EPMITA/Ib 10
000

Kancynu
racTpope3nNCTeHTHi
TBepai; no 20 abo
no 50, a6o no 100
Kancyn y naswui; no
1 nnawui y
KapTOHHi KopobLyi

Hopamapk
dapma M'm6X

HimeyunHa

Hopamapk ®apma

eX

Himeyunna

BHECEHHSA 3MiH 10 peeCTpaLiiiH1x maTepianis: 3miHa
3asiBHMKA (B/1aCHMKA PEECTPaLiiHOro NoCBigYEeHHS)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BeegeHHSA
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS; 3MiHN
| TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn fo
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiNOBiAaNbHOI 3a 3iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
3aificHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BifIMiHHa Bif, YNOBHOBaXeHOI 0co6y, BiANOBIAA/ILHOI 3a
3ilicHeHHs chapmakoHariaay (BKIKYatoUun KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-doaiina

6e3
peyenma

UA/7948/01/01
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Ne
n/n

NliKapcbKo20

Hassa

3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

cucTeMu dpapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOT
0co6U 3asiBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakorHarnsgy. fitova pegakuist: Dr. llona Schonn.
MponoHoBaHa pepakuisi: Barbara Brunhuber. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 32 34iICHEHH hapmakorHarasgy. 3MiHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnag B Ykpaini. [itova pegakuis: Stanislav
Prusskiy. MNponoHoBaHa pegakuisi: Gots Tetiana. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
BigNoBigasIbHOI 3a dhapmMakoHarnsg B YkpaiHi. 3miHa
HomMepa macTep-thaiina cuctemu chapmaxkoHarnsgy;
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu Micusa NPoBafXeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3aco6y, BKIOYAKUU [i/TbHUL BAMYCKY cepii abo MicLe
NpoBeAileHHA KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUN BUMYCK
cepiii) - 3MiHa Ha3Bu BUPOGHWKKa 13, 6e3 3miHM micus
BMpOOHULTBA. BBEEHHA 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepAkeHHs

108.

EPMITA/b 25

000

Kancynm
racTpope3nCTeHTHi
TBepAi; no 20 abo
no 50, a6o no 100
Kancyn y naswui; no
1 nnawuiy
KapTOHHI Kopo6Lyi

Hopamapk
dapma M'mM6X

HimeuunHa

Hopamapk ®apma
M6X

HimeyunHa

BHECEHHS 3MiH 1O peecTpavjiiiHuX maTepianiB: 3MiHa
3asBHUKA (BNacHMKa peecTpaLiiHoro nocBig4yeHHs!)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BeegeHHs
3MiH NPOTArOM 6-TW MICALB NIiC/1A 3aTBEPIXKEHHS; 3MiHU
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx npo cuctemy dhapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobum,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
3fificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
BiIMiHHA BiJ YNOBHOBaX€eHOI 0CO6M, BiANOBIAA/ILHOI 32
3[jiCHEHHs1 hapMakoHarnaay (BKIKYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-charina
cuctemu chapmakoHarnagy) - 3miHa ynosHoBaXKeHol
0co6U 3as1BHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakorHarnsgy. fitoua pegakuis: Dr. llona Schonn.
MponoHoBaHa pepakuis: Barbara Brunhuber. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakorHarasgy. 3miHa
KOHTaKTHOT 0CO6M 3asiIBHMKA, BiAnoBigasibHOI 3a
hapmakoHarnag B Ykpaini. [irova pegakuis: Stanislav
Prusskiy. MNponoHoBaHa pegakuisi: Gots Tetiana. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
BigNoBigasIbHOI 3a dhapMakoHarnsg B YkpaiHi. 3miHa
HoMepa MacTep-thaiina cuctemu chapmakoHarnsgy;

6e3
peyenma

UA/7948/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLsa NPoBaXeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3aco6y, BKII0YAKUN [i/TbHUL BUMYCKY cepii abo MicLe
NpoBeAileHHA KOHTPOJIHO AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, BKOYAOUN BUMYCK
cepiii) - 3MiHa Ha3Bu BUPOGHWKKa 13, 6e3 3miHM micus
BMpOOHULTBA. BBEEHHA 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepAkeHHs

109.

EPMITA/b 36
000

Kancynu
racTpope3nCTeHTHi
TBepAi; no 20 abo
no 50, a6o no 100
Kancyn y naswui; no
1 nnawuiy
KapTOHHI Kopo6Lyi

Hopamapk
dapma M'mM6X

HimeuunHa

Hopamapk ®apma

m6X

HimeyunHa

BHECEHHS 3MiH 1O peecTpavjiiiHuX maTepianiB: 3MiHa
3asiBHUKA (BNacHMKa peecTpaLiiHoro nocBig4yeHHs!)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BeegeHHs
3MiH NPOTArOM 6-TW MICALB NIiC/1A 3aTBEPIXKEHHS; 3MiHU
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx npo cuctemy apmakoHarnsagy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
3fjificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
BiIMiHHA BiJ YNOBHOBaX€eHOI 0C06M, BiANOBIAA/ILHOI 32
3[jiCHEHHs1 hapMakoHarnaay (BK/IKYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-charina
cuctemu chapmakoHarnagy) - 3miHa ynosHoBaXKeHol
0co6U 3as1BHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakorHarnsgy. fitoua pegakuist: Dr. llona Schonn.
MponoHoBaHa pepakuis: Barbara Brunhuber. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakorHarisgy. 3miHa
KOHTaKTHOT 0CO6U 3asiIBHMKA, BiAnoBigasibHOI 3a
hapmakoHarnag B Ykpaini. [irova pegakuis: Stanislav
Prusskiy. MNponoHoBaHa pegakuisi: Gots Tetiana. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
Bi4NoBigasIbHOI 3a hapMakoHarnsg B YkpaiHi. 3miHa
HomMepa macTtep-thaiina cuctemu chapmakoHarnsgy;
3MiHuW | TUNY - AOMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPoBafKEeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3aco6y, BK/1H0YAKUU [i/TbHUL BAMYCKY cepii abo MicLe
NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (LISNbHICTb, 3a AKY
BiANOBIAA€E BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiii) - 3MiHa Ha3Bu BUPOGHWKKa 13, 6e3 3miHM micus
BMpO6OHULTBA. BBEAEHHA 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepAkeHHs

6e3
peyenma

UA/7948/01/03

110.

ECNYMISAH®
L

Kpanni opabHi,
emynbcist, 40 mr/mn;
no 30 ma a6o no 50

BEPIIH-XEMI
Al

HimeuunHa

BEPNIH-XEMI Al

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu |
UMYy - 3MiHN Woao 6e3nekn/etekTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHM go

6e3
peyenma

UA/0152/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
My chnakoHi 3 y3arasibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
KpanenbHuLeto- (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
BCTaBKO Ta thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
npo6koto; no 1 BiANOBIAA/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy;
dhnakoHy B KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
KapTOHHI KOpOOL; 3[ilicHEeHHS1 chapMakoHarnsay B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ YNOBHOB&X€eHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs1 hapMakoHaraay (BK/IKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLeHHI MacTep-charina
cucTeMu dpapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
3as1BHVIKa, BignoBiganbHOI 3a chapmakoHarnsag B Ykpaii.
MponoHoBaHa pegakuis: Kyuep MapuHa BacunisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHUKA,
BiANOBiAaNbLHOI 3a 3AilicHEHHS chapmakoHarnagy B
YkpaiHi
111. | ECOYMI3AH®B | kpanni opasibHi, BEPNIH-XEMI HimeyunHa BEPNIH-XEMI Al HimeuyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/10476/01/01
EBI emynbceis, 100 Al TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peuyenma
mr/mn; no 30 mn abo hapmakoHarnsigy. BeegeHHs abo 3miHn go
no 50 mn 'y donakoHi y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
3 HacafKow ans (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
[,03yBaHHSA Kpanesb, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
KPWLLIKOHO, LLIO BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
3arBUHYYETLCSA, Ta KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
MipHUM 3fjificHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
cTakaHunkom; no 1 BiIMiHHA BiJ YNOBHOBaX€eHOI 0CO6M, BiANOBIAA/ILHOI 32
hNakoHy y 3[jiCHEHHs1 hapMakoHarnaay (BK/IKYaUM KOHTaKTHI
KapTOHHI KOpoOL;j [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-gaiina
cuctemmn chapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
3as1BHYVIKa, BignoBiganbHOI 3a chapmakoHarnsag B Ykpaii.
MponoHoBaHa pegakuis: Kyuep MapuHa BacunisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHUKA,
BiANOBiAANbLHOI 3a 3AilicHEHHs chapmakoHarnagy B
YkpaiHi
112. | ETAUUA cnpeii HasabHUiA, yopPna TypeyunHa yopna MEANLUINH TypeyunHa BHECEHHS 3MiH [JO pEeECTpaLiiiHMX MaTepianiB: TEXHIUHY 3a UA/16256/01/01
[030BaHW, MEAOVLUWH INAY CAH. BE NMOMWJ/IKY BUNPAaB/IEHO B TEKCTI MapKyBaHHS Ha peyenmom
cycnehsis, 50 ODTANbMIKC TIDK. A.LL. BTOPWHHII yNakoBLii NiKapCbKoro 3acooy.
MKr/go3a no 18 r INAUNAPI 3anponoHosaHo: 11. HAUMEHYBAHHS |
(140 po3) y nTA. WTl. MICLIE3HAXOXXEHHA BUPOBHUKA TA/ABO
dhnakoHi, no 1 3AABHVKA 3asiBHMK/BNACHWK peecTpaLiiiHoro
(hNakoHy B NOCBIAYEHHS:

KapTOHHi KopobLyi

yopna MEANLUNH OPTANIBMIKC IJTAYNAPI NTA.
LUTI., TypeuumHa. BupobHuk: YOPA4 MEANLINH INAY
CAH. BE TIOX. A.LL., TypeuunHa (15 Temmy3
Maxannewi Dxami Mony Ixagaeci Ne50 MoHeLwuni
Barmpxunap/Ctambyn, TypeuunHa). 3a3HaveHe
BMNPAaB/IEHHS BiANoBigae maTepianiam peecTpaLiiiHoro




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
[0CbE
113. | 3OKAPAIC® TabneTku, BKpUTI MeHapiHi TMokcembypr A. MeHapiHi ITanis/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/6736/01/01
nnwocC 30/12,5 naiBKOBOIO IHTepHeLoHan MaHyhakTypiHr HimeuunHa MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
o6onoHkoto no 14 OnepeiiwoHc J1oricTike eHp, thapmakoHarnsgy. BeegeHHs abo 3miHu oo
Tabnetok y 6nictepi; NMokcembypr Cepsicec C.p.J1., y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
no 1 a6o 2 6nictepn C.A. ITanis (BMpo6HULTBO (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
Y KapTOHHIlA KopoobLi in bulk, kiHueBe hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
nakyBaHHs, BUMYCK BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
cepiii); A. MeHapiHi KOHTaKTHOI 0co6u 3 hapMakoHarnisgy 3asiBHMKa 415
MaHyakTypiHr 3ajificHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
JoricTike eHp, BiMiHHA Bif, YNOBHOBaXEHOI 0Cc0o6M, BignoBigaibHOI 3a
Cepsicec C.p.J1., 3[jiCHeHHs hapmakoHaraay (BKIYakun KOHTaKTHI
ITanis (KOHTpo/b [aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-caiina
cepiid); Jomne cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHoOI 0cobu
thapmaveyTiui 3asBHUKA, BiANOBIAAbLHOI 3a thapmakoHarnsag, B YkpaiHi.
C.n.A., ltanisa MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
(KOHTpONb Ccepiif); 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0Cobu 3asiBHMKA,
MeHapiHi-PoH BiANOBIAaNbHOI 3a 34ilicHeHHS chapmakoHarnagy B
XeligeH Mv6X, YkpaiHi
HimeuunHa
(BMpPOGHMLTBO in
bulk, kiHUeBe
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepiif)
114. | IMET® AnA CyCneHsis opasibHa, BEPIH-XEMI Himeuunna BEPJTIH-XEMI AT, Himeuunna/ BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 6e3 UA/14969/01/01
BITENA 2% 100 mr/5 mn, no 100 Al HimeuumnHa (Bunyck Icnanis TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenma
M1 abo no 150 mn, cepii); thapmakoHarnsgy. BeegeHHs abo 3miHu o
abo no 200 mny Na6opaTopioc y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
dhnakoHi, no 1 Ankana ®apwma, (BBEAEHHSA Yy3arasIbHEHNX AaHUX NPo cucTemy
(hNakoHy B C.J1., IcnaHis hapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi 0coou,
KOMM/IEKTi 3 (B1pOGHMLTBO "in BiNOBiAaNbHOI 3a 3iiCHEHHSA hapmakoHarnsgy;
[03YH0UMM bulk", nakyBaHHs, KOHTaKTHOT 0CO6M 3 chapMakoHarnsgy 3asiBHuKa 41
NPUCTPOEM Y KOHTPO/b Ta BUMYCK 34ilicHeHHs thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa
KapTOHHI Kopo6bLyi cepiin) BifIMiHHa Bif, YNOBHOBaXeHOI 0co6y, BiANOBIAA/ILHOI 3a
3ilicHeHHs chapmakoHariaay (BKIKYatoUun KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHoOI 0cobu
3as1BHMKA, BignoBigasibHOI 3a chapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAa/IbHOT 3a 34iICHEHHS (hapmakoHarisgy B
Ykpaini
115. | IHPAHPUKC™ cycneHsia gns nakcoCmiTKn Benuka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH [10 peecTpauiliHix maTepianis:3miHu | 3a UA/15120/01/01
KOMBIHOBAH iH’exuili no 1 gosi AainH Ekcnopt BputaHis Bionomxikans C.A. TUMY - BUTyYEHHS BUPO6HUYOI AinbHULi GlaxoSmithKline | peyenmom

A BAKUMHA

(0,5mn)y

Nimiteq

Biologicals Branch of SmithKline Beecham Pharma
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Anda nonepegHbL0 GmbH & Co.KG, 40 Zirkusstrasse, 01069 Dresden,
MPO®ITAKTUK | 3anoBHeHOMY Germany (Building H), BignosigansHoi 3a ctagii
N ANDTEPII, wnpuui Nel y MapKyBaHHS Ta NakyBaHHS roTOBOT MPOAYKL,i;
NMPABLUSA, KOMMNNEKTi 3 OAHIED 3MiHW | TUNY - BUNYYEHHS BUPOOHUYOI AiNbHUL
KALLUTHOKY a6o ABOMa rosikamu; GlaxoSmithKline Biologicals S.A., 89, rue de I'Institut
ALIEENONAPHA (Building RX46), 1330 Rixensart, BignosigansHoi 3a
OYMLLEHA no 1 nonepegHsLo cTafii HanoBHEHHS Ta (DOpPMyBaHHS
IHAKTUBOBAH | HanoBHeHOMYy
A PIOKA LINpULi Y KOMAAEKTI
3 ofHiel0 abo ABOMA
ronkamu y
nnacTyKoBoMy
KOHTeliHepi; no 1
nnacTUKoBOMy
KOHTeliHepy B
KapPTOHHI Kopobui
116. | IH®NTAPAKC Masb no 15 r abo 25 ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis:3miu || 3a UA/10175/01/01
r, abo 50 r, a6o 100 obmexeHoro obmexeHo TMAY - 3MiHK 3 AKoCTi. A®l. BUpobHMLTBO. 3MiHA peyenmom
ry Ty6i; no 1 1y6iy BiANOBIA&/TbHI BiAMNOBIA&/IbHICTIO BMPOGHMKA BUXiAHOro/NpOMKHOrO NMPOAYKTY/peareHTy,
KapTOHHI KopooLyi CTHO "®apmaueBTUYHA LLI0 BUKOPUCTOBYHOTLCA Y BUPO6HMYOMY npoueci AdI,
"®bapmavesTu KomnaHis "3gopos'a” abo 3miHa BNpoGHYKa (BKNOYaroun, e HeobxigHo, Micue
YyHa KOMMaHis npoBeeHHsA KOHTPO0 AKocTi) APl (3a BigCyTHOCTI
"3p0pos'a" cepTucpikaTa BigNoBigHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHMKA
A®| 3 HagaHHsAM MacTep-haiina Ha ADl) - BBeAEHHS
HOBOro BMpPO6HUKa A®| BeH3anKoHilo x1opuz
Bupo6HuuTBa UNILAB CHEMICALS &
PHARMACEUTICALS PVT. LTD., India goaatkoso fo
3aTBepmxeHoro BupobHnka NOVO NORDISK
PHARMATECH A/S, Denmark.
117. | KANEBICTA TabneTkn, BKpUTI Mictpan AHrniA Pemegika NTg, Kinp BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/17936/01/01
nNiBKOBOKO Kenitan TUNY - 3MiHW BHECEHI A0 IHCTPYKLUi 418 MeguyHoro peyenmom
060/10HKO10, Mo 150 MeHemKMeHT 3acToCyBaHHS fikapcbkoro 3acoby y po3ain “rMo6iyHi
Mr no 10 TabneTok y Nimitepn peakujii" BiANOBIigHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
6nicTepi; no 6 Aio4oi peyoBuHY
6nicTepiB B nauuj 3
KapTOHY
118. | KAMNEBICTA TabneTku, BKPUTI Mictpan AHrnis Pewmegpika NTp, Kinp BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:3miHu | 3a UA/17936/01/02
nNiBKOBOKO Kenitan TUNY - 3MiHW BHECEHI A0 IHCTPYKUi 418 MeguyHoro peyenmom
060s10HKot0, Nno 500 MeHempKMeHT 3aCTOCyBaHHSA NikapCbKoro 3acoby y po3ain "MobiyHi
Mr no 10 TabneTok y Nimitep peaxuii” BignoBigHO 40 OHOBNEHOT iHChopMaLii 3 6e3neku
6nicTepi; no 12 Ailo40i peyoBuHY
6nicTepiB B navuj 3
KapTOHY
119. | KANEUMBEKC TabneTku, BKPUTI Akkopg, Benvka Brvpo6HMuTBO IHais/ BHECEHHS 3MiH [10 peecTpaLiliHix MmaTepianiB: TeXHIYHA 3a UA/14799/01/01
150 NNiBKOBOH Xerickea BpuTaHis roToBOr0 Benuka nomusika (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) peyenmom




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
060s10HKOI0, No 150 Nimiten nikapcbKoro 3acoby, Bputanis/ BvinpaBneHo TEXHIiYHi MOMW/IKK, a came - rpaMaTuyHi Ta
mr; no 10 TabneTok nepBuHHE ITania/ NIEKCUYHI NOMUIKM B IHCTPYKLiT A8 MeANYHOro
y 6nictepi; no 3, 6 nakyBaHHs, Icnanis 3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ginax
abo 12 6nictepiB y BTOpWHHE "®apmakonoriyHi BractusocTi", "lMokasaHHs",
KapTOHHI KopooLyi nakyBaHHs, "Oco611BoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
KOHTPO/Ib SKOCTI no3n", "Mo6iuHi peakwyii"
cepii:
IHTac

dapmacbioTikan3
Nimiteq, IHAis;
Brvpo6HMuTBO
roTOBOro
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepil
(anbTepHaTuBHWIA
BUPOGHMK):
IHTac
dapmacbloTikans
Nimitep, HAis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs:
AKKopg, Xesnickea
Nimiten, Benvka
BpuTaHis;
BTOPUHHE
nakyBaHHs:
A4 Canni Yeiin,
ITania CMNA, Itanis;
KOHTPO/b AKOCTI
cepit:
AcTpoH Pe3bopuy
Nimiten, Benvka
BpuTaHis;
KOHTPO/b SKOCTi
cepii:

AJ1C Nabopatopic
(FOKen) NMimites,
Benuka BpuTaHis;
KOHTPO/b AKOCTI
cepii:
NabopaTtopi
dyHaacio JAY,
IcnaHis;
BignosigansHuii 3a




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BUWMYCK Cepii:
AKKopf Xesnckea
Nimiten, Benvka
BpuTaHis
120. | KANEUMBEKC TabneTku, BKPUTI Akkopg, Benvka Brvpo6HMuTBO IHais/ BHECEHHS 3MiH [J0 peecTpauiliHix maTepianiB: TeXHIYHA 3a UA/14799/01/02
500 naiBKOBOIO Xenckea BpuTtaHis roToBOro Benuvka nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) peyenmom
060s10HKot0, No 500 Nimitep nikapcbKoro 3acoby, BpuTania/ BunpaBneHo TexHiYHi NOMW/IKY, a came - rpaMaTuyHi Ta
mr; no 10 TabneTok nepBuHHE ITanis/ NEKCUYHI NOMUNKM B IHCTPYKLiT AN18 MeANYHOro
y 6nictepi; no 3, 6 nakyBaHHs, Icnanis 3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginax
abo 12 6nictepiB y BTOPVHHE "®apmakonoriyHi BnactnsocTi”, "MNokasaHHsa",
KapTOHHI Kopo6Lyi nakyBaHHs, "Oco61BoCTi 3acTocyBaHHA", "Cnoci6 3acTocyBaHHA Ta
KOHTPO/Ib SKOCTI [o3n", "Mo6iuHi peakwyii"
cepit:
IHTac

dapmachbioTikan3
Nimiteg, IHAis;
Brvpo6HMuTBO
roTOBOro
niKapcbKoro 3acoby,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SAKOCTi
cepii
(anbTepHaTMBHWMIA
BVIPOGHUK):
IHTac
dapmacbioTikans
Nimiten, HAais;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Akkopf Xesnckea
Nimiten, Benvka
BpuTaHis;
BignosiganbHuii 3a
BUNYCK cepil:
AKKOpA, Xesnckea
Nimiteq, Benuka
BpuTaHis;
BTopuHHe
nakyBaHHs:
A4 Canni Yeiin,
ITania CMNA, Itanis;
KOHTpOsb SIKOCTI
cepiii:
AcCTpoH Pe3bopy
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

NimiTen, Benvka
BpuTaHis;
KOHTPO/b SAKOCTI
cepii:
Nab6opaTtopi
dyHpacio JAY,
IcnaHis;
KOHTPO/b AKOCTI
cepii:

AJIC Naboparopic
(FOKeit) NMimiTen,
Benuka BpuTaHis

121.

KANEUNTABIH
KPKA

TabneTkn, BKpUTI
nNiBKOBOKO
060710HKO0, 1Mo 150
Mr; no 10 TabneTok
y 6nictepi; no 3, 6
abo 12 6nictepis B
KapTOHHI Kopo6Lli

KPKA, 4.4.,
HoBo mecTo

CnoBseHig

IHTac
PapmacboTrKan3
Nimiteq, HAja
(BignoBiganbHUiA 3a
BMPOBHULTBO "in
bulk", nepsuHHy
yNakoBKy, BTOPUHHY
ynakoBky); KPKA,
4.4n., Hoeo mecrto,
CnoseHis
(BignoBiganbHUiA 3a
Bunyck cepii); KPKA,
n0.4a., Hoeo mecto,
CnoseHis
(BignoBiganbHuii 3a
BTOPWHHY YNakoBKy);
dapmakap Mpemiym
nra., Mansta
(BignoBiganbHuiA 3a
KOHTPO/b cepil)

IHais/
CnoseHisi/
ManbTa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu |
TNy - nogaHHA Hosoro CEP RO-CEP 2015-325-Rev 00
Bif 3aTBEepXeHoro BupobHuka INTAS
PHARMACEUTICALS LIMITED, India gns A®l
KaneumTabiHy, K HacNigokK, 3MiHWIAack agpecu
BMpo6HuKa A®I; 3anponoHoBaHo RO-CEP 2015-325-Rev
00 BnacHuk CEP Intas Pharmaceuticals Limited Sage
House 319, Pinner Road United Kingdom-HA1 4HF
North Harrow, Middlesex Bupo6Huua ginbHuus ans Adl
Intas Pharmaceuticals Limited Plot No. 457/458 &
191/218P, Sarkhej-Bavla Highway, Matoda Taluka-
Sanand, -India-382 210 Ahmedabad, Gujarat; 3miHu |
TMny - nogaHHA Hosoro CEP RO-CEP 2014-332-Rev 00
Bif, 3aTBEpAKeHOro BupobHuka SHILPA MEDICARE
LIMITED, India ana A®I kaneuuTtabiny, SK Hacnigok,
3MiHWIack agpecu BupobHuka A®l; 3anponoHoBaHo; RO-
CEP 2014-332-Rev 00 BnacHuk CEP Shilpa Medicare
Limited No. 12-6-214/A1, Hyderabad Road India-584
135 Raichur, Karnataka Bupo6Huya ginbHuus ana Adl
Shilpa Medicare Limited Plot No. 33, 33A and 40 to 47,
Raichur, Industrial Growth Centre, Wadloor Road,
Chiksugar Cross, Chiksugar India-584 134 Raichur,
Karnataka; 3miHu | TUnNy - nogaHHs HOBOTO cepTudikaTy
BiAnoBigHOCTI EBponeiickbkilt hapmakonei RO-CEP 2013-
309-Rev 03 Big HoBOro BMpo6Huka Acebright (India)
Pharma Private Limited ans gito4oi pe4yoBuH®
KaneuuTabiHy. [logaBaHHsA BUPOGHNYMX AiNIbHULbL A0 P.
3.2.5.2.1 Bupo6Huku: Shanghai Acebright
Pharmaceuticals Co., Ltd.; Yancheng Desano
Pharmaceuticals Co., Ltd.; Acebright (India) Pharma
Private Limited BHacnigok nogaHHa HoBoro CEP; 3MiHK |
TUMy - BBEAEHHA A0AaTKOBOro po3mipy cepii 2000 000
Tabnetok gna KANEUWNTABIH KPKA, TabneTkn, BKpuUTI
NNiBKOBOK 060/10HKO0, M0 150 Mr; 3anponoHoBaHo: 120
000 Tabnetok; 500 000 Tabnetok; 840 000 TabneTok;
2000 000 TabneTok; 3mMiHKM | TMNY - OHOB/IEHHS BXe

3a
peyenmom

UA/15821/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3aTBePKEHNX METOAIB KOHTPOJIHO AKOCTI NiKapCbKoro
3aco0y, a came BUK/1a[EHHA TEKCTY AepXXaBHOK MOBOIO
3rigHO CyYacHUX BUMOT
122. | KANEUNATABIH | Tabnetku, BKpUTI KPKA, a.4a., CnoseHig IHTac IHais/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/15821/01/02
KPKA nNiBKOBOKO HoBso mecTo PapmacboTrKans3 CnoseHis/ TNy - nogaHHA Hosoro CEP RO-CEP 2015-325-Rev 00 peyenmom
060n0Hkoto, no 500 Nimiteq, HAja ManbTa Bif 3aTBEepXeHoro BupobHuka INTAS
mr; no 10 TabneTok (BignoBiganbHUiA 3a PHARMACEUTICALS LIMITED, India gna Aol
y 6nictepi; no 3, 6 BMPOBHULTBO "in KaneumTabiHy, K HacnNigokK, 3MiHWIAack agpecu
abo 12 6nictepis B bulk", nepsuHHy BMpo6HuKa A®I; 3anponoHoBaHo RO-CEP 2015-325-Rev
KapTOHHI Kopo6Lyi YyNaKkoBKY, BTOPUHHY 00 BnacHuk CEP Intas Pharmaceuticals Limited Sage
ynakoBky); KPKA, House 319, Pinner Road United Kingdom-HA1 4HF
4.4., Hoso mecro, North Harrow, Middlesex Bupo6Huua ginbHuus ans Ad|
CnoseHis Intas Pharmaceuticals Limited Plot No. 457/458 &
(BignoBiganbHUiA 3a 191/218P, Sarkhej-Bavla Highway, Matoda Taluka-
Bunyck cepii); KPKA, Sanand, -India-382 210 Ahmedabad, Gujarat; 3miHu |
4.40., HoBo mecTo, TMny - nogaHHa Hosoro CEP RO-CEP 2014-332-Rev 00
CnoseHis Bif, 3aTBEpAKeHoro BupobHuka SHILPA MEDICARE
(BignoBiganbHuii 3a LIMITED, India ana A®I kaneuuTtabiny, 5K Hacnigok,
BTOPWHHY YNakoBKy); 3MmiHunack agpecu BupobHuka A®I; 3anponoHosaHo; RO-
dapmakap Mpemiym CEP 2014-332-Rev 00 BnacHuk CEP Shilpa Medicare
NTa., Manbta Limited No. 12-6-214/A1, Hyderabad Road India-584
(BignoBiganbHuiA 3a 135 Raichur, Karnataka Bupo6Huya ginbHuus ana Adl
KOHTPO/b cepil) Shilpa Medicare Limited Plot No. 33, 33A and 40 to 47,
Raichur, Industrial Growth Centre, Wadloor Road,
Chiksugar Cross, Chiksugar India-584 134 Raichur,
Karnataka; 3miHu | TUnNy - nogaHHs HOBOTO cepTudikaTy
BiAnoBigHOCTI EBponeiickbkilt hapmakonei RO-CEP 2013-
309-Rev 03 Big HoBOro BMpo6Huka Acebright (India)
Pharma Private Limited ans gito4oi pe4yoBuH®
KaneuuTabiHy. [logaBaHHsA BUPOGHNYMX AiNIbHULbL A0 P.
3.2.5.2.1 Bupo6Huku: Shanghai Acebright
Pharmaceuticals Co., Ltd.; Yancheng Desano
Pharmaceuticals Co., Ltd.; Acebright (India) Pharma
Private Limited BHacnigok nogaHHa HoBoro CEP; 3MiHK |
TUMy - BBEAEHHA A0AaTKOBOro po3mipy cepii 2000 000
Tabnetok gna KANEUWNTABIH KPKA, TabneTkn, BKpuUTI
NNiBKOBOK 060/10HKOO, M0 150 Mr; 3anponoHoBaHo: 120
000 Tabnetok; 500 000 Tabnetok; 840 000 TabneTok;
2000 000 TabneTok; 3miHM | TMNY - OHOBMIEHHS BXe
3aTBEPKEHNX METO/AIB KOHTPOJIHO AKOCTI NiKapCbKoro
3aco0y, a came BUK/Ia[EHHA TEKCTY AepXXaBHOK MOBOIO
3rigHO Cy4acHUX BUMOT
123. | KAPAIOMATHI TabneTkn, BKpUTI AciHo ®apma LLiBeiuapis BMPOGHMLITBO 3a HimeuyunHa BHECEHHS 3MiH [JO peecTpaLjiiiHuXx maTepianis: 3MiHu | Ne 30 — 6e3 UA/10141/01/02
N ®OPTE nniBKOBOO Al NOBHUM LIMK/TOM: TUny - AAMIHICTPaTUBHI 3MiHW. BUny4YeHHsA BUPOGHUYOT peyenma;
060/10HKO0, No 150 Takega M'm6X, micue AinbHUUI (BKAKOYatoun AinbHULi ais AL, MPOMiKHOIO Ne 100 — 3a
mr; no 30 a6o 100 BMPOGHMLTBA npoaykTy abo roToBOro fikapcbKoro 3acoby, AiNbHNL peyernmom
TabneTok y hnakoHi; OpaHieHbypr 019 NPOBEiEHHA NakKyBaHHS, BUPOOHMKA,

no 1 p/1akoHy y

BifnoBiga/IbHOro 3a BMMNYCK Cepiii, MicLie NpoBeAeHHs
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
KapTOHHI Kopo6Ly KOHTPO/IHO cepil) abo nocTavasibHUKa BUXigHOrO
mMartepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayYeHo Y J0CbE) - BUTYYEHHS BUPOOHMYOT AiNbHUL,
BiANOBIAA/IbHOI 32 BUPOOHULITBO HEPO3dhacoBaHOI
npoaykuii, BupobHuka Takena ®apma A/C, [laHis
124. | KBAUT® TabneTku, BKpUTI AT "®apmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3minu || 6e3 UA/17603/01/01
3ACMOKIANNB | nniskoBoo MMy - 3MiHK 3 AKocTi. A®l. BupobHMLTBO. 3MiHA peyenma
nin 06010HKO10; no 10 BMPOBHUKA BMXiAHOrO/MPOMIXXHOrO NPOAYKTYy/peareHTy,
TabneTtok y 6nictepi; LLIO BUKOPUCTOBYIOTLCS Y BUPOBOHUYOMY npoueci AP,
no 2 a6o 4 6nictepn abo 3miHa BMpOoGHYKa (BKNOYarUn, ae HeobxigHo, MicLe
y nauui 3 KapToHy npoBeAeHHs KOHTPOAo AkocTi) APl (3a BigcyTHOCTI
cepTuchikaTa BiANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(BBEAEHHA HOBOTO BUPOGHUKA
A®| 3 HapaHHAM MacTep-haiina Ha A®l) - BBeAEHHS
aNbTepHaTMBHOTO BUpo6HMKa Euromed SA, IcnaHis ansa
A®| EKCTpakT KopeHeBMLLa BasiepiaH BOAHO-CNPTOBUIA
cyxuii. 3anponoHoBaHo: Finzelberg GmbH &Co. KG.,
HimeuumHa, Euromed SA, IcnaHis
125. | KUCNOTA Tabnetku, no 10 AT Ykpaina AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 6e3 UA/4572/01/01
ACKOPBIHOBA | Tabnetoky "KNIBCbKWI BITAMIHHWIA TUNY - BUTYYEHHS NOKa3HWKa «Baxkki MeTanm» 3i peyenma
3 IMKOKO3010 6nictepax; no 10 BITAMIHHAIA 3ABO/" crneundikayii A®I Ackop6iHoBa KMC0Ta; 3MiHW | TNy -
Tabnetok y 6nictepi, 3ABOA" 3aMiHa BUPOGHMYOT AiNbHULI Bif BXe 3aTBEpPKEHOr0
no 3 6nictepu B BMPOGHMKa AckopbiHOBOI Kncnotn «Northeast
nauuj Pharmaceutical Group Co., Ltd.», Kutaii. NponoHoBaHa
pepaxuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkeuny oHr Poag, 29, 30Ha EKOHOMIYHOrO Ta
TexHonoriyHoro Po3Butky, LLeHsHr, Kutaii
126. | KNIHAAMILUWH NOPOLLIOK CninbHe Ykpaina Ximiko- Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | - UA/11131/01/01
Y ®OCDHAT KpucTanivyHmi YKPaiHCbKO- thapmaueBTUyHe Tuny - 3miHn 3 sikocTi. CepTuddikaT BignosigHOCTI/IE-
(cybeTaHuin) y icnaHcbke 06'egHaHHs, C.A. cepTudikaT BignoBigHOCTI EBponeichkiii
noaBiNHNX nignpMeEMCTBO (YKIDA) thapmakonei/mMoHorpadii. NMogaHHs HOBOro abo
nonieTuIeHoBKX "Cnepko OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI @60 BUMYyYEHHS
Milkax ons YkpaiHa" cepTudpikaTa BignosigHOCTi EBponeiickkili hapmakonei:
dhapmaLleBTUYHOro ana A®l; ons BuxigHoro
3aCcTOCyBaHHS matepiany/peareHTy/npomMibkHOro NPOAYKTY, Lo

BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 418 LONOMDKHOT
peyoBMHYM (cepTUdikaT BiANoBigHOCTI €Bponechbkili
thapmakone’) - OHOBIEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudikata BignoBigHOCTI EBponelickbkili hapmakonet
Ne R1-CEP 2000-097-Rev 03 (3atBepmxeHo: R1-CEP
2000-097-Rev 02) ons A®l. Fk Hacnigok 3MiHK y
MeTOAMNL| BU3HAYEHHSA 3a NOKa3HUKOM «CynpoBigHi
[OMILLKV»; BBEAEHHSA Mepiofy NepeKoHTPOs0 3 poKu
(6yno: TepmiH npugartHocTi 3 poku). BunpasneHa
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

nomuska LLoAo NopsaKkoBol Hymepauii metogis y MKA
N3

127.

KOrHym

Tabnetkv no 250 wmr,
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y nauui

AT

"KMIBCbKWN

BITAMIHHWI
3ABOJ"

Ykpaina

AT "KUIBCbKWIA
BITAMIHHWA
3ABOA"

YkpaiHa

BHeceHHs 3MiH [0 peecTpaviliHix matepianis: 3miHu |l
Tuny - 3miHn 3 skocTi. A®Il. Bupo6HMuTBO. 3MiHa
BMPOBHUKA BMXiAHOrO/NMPOMIXHOrO NPOAYKTYy/peareHTy,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBOHUYOMY npoueci AP,
abo 3miHa B1poGHYKa (BKNOYaKUn, ae HeobxigHo, MicLe
npoBeAeHHs KOHTPOAo AkocTi) APl (3a BigcyTHOCTI
cepTuchikaTa BiANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(BBEAEHHA HOBOTO BUPOGHUKA
A®| 3 HagaHHAM MacTep-chaiina Ha A®l) - BBeaeHHs
HOBOro BMPO6HUKa A®I KasnbLieBOT CONi ronaHTeHOBOT
KMCNoTn ToBaprCTBO3 0OMEXEHOI0 BiAMOoBifaIbHICTHO
"®APMXIM", YKpaiHa [0 BXe 3arBepaKeHoro -
degepanbHe gepxXasBHe YHITapHe NignprueMcTso
"Cneuja/ibHe KOHCTPYKTOPCbKO-TEXHO/OTIYHE 6opo
"TexHonor" (PAYN "CKTB "TexHonor"), Pociiicbka
depepauis

3a
peyerimom

UA/13717/01/01

128.

KOIrHym

Tabnetku no 500 wmr,
no 10 TabneTok y
6nicTepi; no 5
6nicTepiB y naui

AT

"KMIBCbKWN

BITAMIHHAIA
3ABO["

YkpaiHa

AT "KMIBCbKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHeceHHs 3MiH 10 peecTpaviliHix maTtepianis: 3minHu |l
TUny - 3MiHu 3 akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHMKA BMXiAHOTO/MPOMIXXHOrO MPOAYKTy/peareHTy,
1110 BUKOPUCTOBYHTLCS Yy BUPOOHUYOMY npoueci AdI,
abo 3miHa BUPOOGHYKa (BKNOYaroun, ge HeobxigHo, MicLe
npoBeAeHHs KOHTPOA sikocTi) APl (3a BigCyTHOCTI
cepTucpikaTa BiANoBIigHOCTI E€Bponeiickkili hapmakonei y
3aTBEpPAXEHOMY [0CbE)(BBEAEHHSA HOBOIO BUPOGHMKA
Al 3 HagaHHAM MacTep-thaiina Ha AdIl) - BBeaeHHst
HOBOro BMpo6HUKa A®I KanbLieBOT CONi ronaHTeHOBOT
KMCNoTn ToBapnCTBO3 OOGMEXEHOI BifNOBIAaNbHICTIO
"®APMXIM", YKpaiHa [0 BXe 3aTBep)KeHoro -
depgepanbHe fepxaBHe yHiTapHe MignpueMcTBo
"CneLjia/ibHe KOHCTPYKTOPCbKO-TEXHO/OrYHE 6t0po
"TexHonor" (®4YIM "CKTB "TexHonor"), Pociicbka
Pepepauis

3a
peyenmom

UA/13717/01/02

129.

KOMMNJIEBIT®

Kancynu Teepgi; no
10 kancyny
6nicTepi; no 2
6nicTepy B nayw,

AT

"KNIBCbKIN

BITAMIHHWIA
3ABOA"

Ykpaina

AT "KUIBCBbKMN
BITAMIHHW
3ABOA"

YkpaiHa

BHECEHHSA 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu |
TUNY - BUNYYEHHS NOKa3HUKa «Baxki meTanu» 3i
crneundikauii A®I AckopbiHoBa KMCNOTa; 3MiHW | Tuny -
3amMiHa BUPOGHMYOT AiNbHUL Bif BXe 3aTBEPAKEHOr0
BMPOOHMKA Ha HOBY AiIbHULIIO Bif, 3aTBEPAXKEHOI0
BMpO6GHMKa AckopbiHoBoI knciotu «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pepakuisi: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/llleHrkcuny floHr Poag, 29, 30Ha EkoHOMiYHOrO Ta

6e3
peyenma

UA/2090/01/01
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Ne

Hassa

3asBHUK

®opma sunycky KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
TexHonoriyHoro Po3sutky, LLeHsHr, Kutaii
130. | KOPBA3AH® TabneTku, BKpUTI MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis:3MiHu | 3a UA/1371/01/02
naiBKOBOIO "Kvismegnpen "Kuismepgnpenapar" TUMY - 3MiHX 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3mMiHny |  peyenmom
060/10HKO, No 12,5 apar" BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/IouYatoumn gianasoH
mr no 10 TabneTok y po3Mipy cepil) roToBOro NikapcbKoro 3acoby
6nicTepi; no 3 (36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
6nictepy y nauui PO3MIpOM) - BBELIEHHSA 404aTKOBOro po3mipy cepii I'N13.
KopekTHe 3a3HayeHHs Bxe 3aTBEPMKEHNX PO3MIpIB
cepiit; 3anponoHoBaHo: 103,30 kr (555 555 TabneTok)
227 kr (1 222 222 Tabnetok) 413,20 kr (2 222 222
TabneTok)
131. | KoconTt Kpansi O4Hi, pO34nH, CaHTeH AT diHnaHAia NabopaTtopii Mepk dpaHuia/ BHECEHHS 3MiH [0 peecTpauiiHux martepianis:3MiHu | 3a UA/12581/01/01
noswmny LWapn i Joym HigepnaHan MRy - 3MiHW Woao0 6e3nekn/edpeKTUBHOCTI Ta peuyenmom
nnacTMKoBOMy LLinbpe, PpaHuis; | ®iHnaHpia/ thapmakoHarnagy. BeegeHHs abo 3miHu o
dnakoHi Tuny MaHyhakTypiHr AnoHis y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
OkymeTp lMnoc® MaxariHr dapmaka (BBEAEHHSA y3araslbHEHNX AaHUX MPo cucTemy
abo 6inomy (MNo) b.B., hapmakoHarnsgy, 3miHa yrnoBHOBaXeHoi ocobu,
HaniBnpo3opomy Higepnangn Bi4MNOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
nnacTUKoBOMYy (anbTepHaTuBHUIA KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3asBHuKa ans
donakoHi Tuny 6 3 BUPOGHUK, 3ailicHeHHs thapmakoHarnsay B YkpaiHi, SKLL0 BoHa
6i/1010 KPULLKOIO; NO BiANOBIAa/IbHWI 32 BiMiHHA Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI 3a
1 conakoHy B BTOPVHHE 3[jiCHeHHs1 hapMakoHariaay (BKIKYakuM KOHTaKTHI
KapTOHili kopobLi nakyBaHHs); CaHTeH [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
AT, diHnaHgis cucTemn oapMakoHarnsigy) - 3MiHa ynoBHOBaXKEHOT
(anbTepHaTuBHWIA 0co6u 3asBHKKa, BiANOBIAAIbHOT 3a hapMakoHarnsg,
BUPOGHUK, MponoHoeaHa pepakuis: flensiHa bepTtpam, 4.¢.H.,
BiANOBIAa/IbHUI 3a [IOKTOP HayK. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
BTOPVHHE ocobwu, BignoBifanbHOT 3a thapmakoHarnsg,
naxkyBaHHs Ta
BMNYCK cepil,
BK/TIOHA0UM
KOHTpPO/b cepii);
CaHteH
dapmacbTrkanc Ko.,
Nta HoTto MnaHT,
AnoHis
(anbTepHaTuBHWIA
BUPOGHUK,
BiANOBIAa/IbHMI 32
BMPOGHULITBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs)
132. | KOCONT BK Kpanni O4Hi, PO3unH; CaHTeH AT ®iHNAHAIA CaHTeH AT, PiHnaHgia/ BHECEHHSA 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | 3a UA/18106/01/01
no 10 mn y doniakoHi DiHNAHAiA ITanis TUMy - BBEA,EHHS AOAATKOBOro po3mipy cepii N13. peyenmom
3 103aTOPOM Ta (BUPOGHUK, 3anponoHoBaHo: 100 n (10000 donakoHis); 150 n (15000

KPULLKOIO; no 1

BiNOBIAa1bHUIA 38

donakoHiB); 300 51 (30000 chriakoHiB); 3MiHKM | TURy -




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
chnakoHy 3 BUMNYCK cepili); BHECEHHS 3MiH [0 BUPOOHMYOro npoecy, 3okpema: ans
[03aTopoM Ta Tyb6intokc Papma 36inbLIeHoro po3Mipy cepii N3 (300 1) BBeAEHHS
KPWLLIKOIO 3 C.M.A., Itanisa 6iNbLLIOro CTEPULHOTO iNbTPY A1 3abe3neyeHHs
KOHTPO/IEM NEpLLOro (BUPOGHMK, BUWLLIOT LUIBUAKOCTI MOTOKY Npy inbTyBaHHSA (7,4 MN/XB);
PO3KPUTTA B BiAnoBiganbHMii 3a 3MiHU | TUNY - BHECEHHA 3MiH 0 BUPOBHNYOro npoLecy,
KapTOHHI Kopo6Lyi BMPOGHMLTBO in- 30Kpema: BBefeHHSA A0AATKOBMX NapamMeTpis
bulk, nepBuHHy Ta cTepunisauii gns posuunHy (FELL) Ha eTani 1 gns
BTOPWHHY YNaKoBKY, 36inbLeHoro po3mipy cepii N3 (300 n); 3miHun | Tuny -
BMNPOGYBaHHSA BHECEHHS 3MiH 4,0 BUPOGHMYOro npoLecy, 30kpemMa:
LLI0A0 SKOCTI) 3MiHa NapameTpiB NnepemillyBaHHS A1 36ibweHoro
po3mipy cepii 113 (300 )
133. | KCUBYNAH NOPOLLOK A/1A AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/18686/01/01
PO34UHY ANS iH'EKLI N CA MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
abo iHdysii no 1,2 1 thapmakoHarnsgy. BeegeHHs abo 3miHn fo
(1000 mr/200 mr), no y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
1 no 10, a6o no 25 (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
hNakoHiB y hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
KapTOHHIN navuj Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOI 0c0obu 3 (hapmakoHarnagy 3assHuKa gns
3aiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jiCHeHHs1 hapMakoHaraay (BK/IKYakUum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemun chapmakoHarasgy) - 3MiHa KOHTakTHOI 0cobu
3asBHVIKa, BignoBigaibHOI 3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pepakuin: Knpunisa MNanvHa leopriiBHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBiAANbLHOI 3a 3ilicHEHHS chapmakoHarnsgy B
YkpaiHi
134. | NATAMEL Kpanni o4Hi, po3unH; | TOB «YOP/A YkpaiHa K.O. Pomdhapm PymyHis/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu | 3a UA/14903/01/01
no25mMny MEAMLNH> KomnaHi C.P.J1., TypeyunHa TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
dhnakoHi- PymyHis; y BUpPO6HMLTBI. 3aMiHa abo BBeieHHA [0AATKOBOI
KpanesibHuuji; no 1 yopng MEAMLUMH OiNbHULI BUPOGHMLTBA A4/18 HaCTMHN abo BCbOro
hNakoHy- IN1AY CAH. BE BMPOGHMYOro NpoLecy roToBoro Jlikapcbkoro 3acoby
KpanesnbHuLi B TIAK. AL, (BinbHMLA, Ha AKIN NPoOBOAATLCA ByAb-AKi BUPOOHMYI
KapTOHHI KOpoOL;ji TypeyunHa cTagji, 3a BUHSATKOM BUMNYCKY Cepii, KOHTPOJIO SKOCTi Ta

BTOPWHHOTO MakKyBaHHS A1 CTEPUbHUX NiKAPCbKUX
3ac06iB (BK/IIOYAKOUM BUPOG/IEHI acenTUYHUM METOL0M),
KpiM NikapcbkMx 3aco6iB 6i010riYHOro/iMyHO0MNYHOro
noxomxeHHs1). CynyTHsi 3MiHa - 3MiHW 3 SKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUpOBHMLTBI. 3aMiHa abo
BBEJEHHS 404ATKOBOI AiIbHULi BUPOOHMLUTBA ANs
4yacTuHKM abo BCbOro BUPOBHNYOro NpoLecy roToBoro
NiKapcbKoro 3acoby (AinbHULA 418 BTOPUHHOIO
nakyBaHHs). BBefleHHA a/lbTepHaTMBHOIO BUPOOHMKA
roToBOro sikapcebkoro 3acoby YOP/A MEAVNLIH INAY
CAH. BE TIZ)XX. A.LL. / WORLD MEDICINE ILAC SAN.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

VE TIC. A.S. (15 Temmy3 Maxannewi [xawmi Nony
Dxapnneci Ne50 MoHewni barmpxmnap/Ctambéyn,
TypeuunHa / 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bagcilar/Istanbul, Turkey),
BifNoBiga/IbHOro 3a BUPOBGHULTBO J13, NepBuUHHE Ta
BTOPVHHE NakKyBaHHS. BBeAeHHs1 3MiH NpoTsArom 6-tu
MicAUIB Micna 3aTBepMAXEHHS. 3MiHu | Tuny - 3MiHK 3
sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJII0 AKOCTi FOTOBOTO /iKaPCbKOro 3acoby
(3amiHa abo fofaBaHHA BUPOOHUKA, L0 BiANOBILAE 3a
BBE3€EHHS Ta/abo Bunyck cepii) - Bkirovatoun
KOHTPO/b/BMNPOGYBaHHSA cepii — 3MiHK, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO SAKOCTi FOTOBOTO NiKapPCbKOro
3aco6y; B) 3amiHa abo f0AaBaHHA BUPOGHYKa, Lo
BiANOBiAaE 3a BBE3EHHA Ta/abo BMMNYCK cepii: 2.
BK/IH0H4AK0UM KOHTPOL/BUNPOGYBaHHS cepii. BBeaeHHS
anbTepHaTUBHOIO BUPOGHMKA FOTOBOTO NiKapCbKOro
3acoby YOP MEOVLIVH INAY CAH. BE TIDK. A.LL. /
WORLD MEDICINE ILAC SAN. VE TIC. A.S. (15
Temmys Maxannewi Jxami Mony Dxagaeci Ne50
MNoHewwni Bargpxunap/Ctaméyn, TypeyunHa / 15
Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli
Bagcilar/Istanbul, Turkey), BignosigasibHOro 3a BUNyck
cepil Ta KOHTposito sKkocTi [N13. Ak Hacnifok, 3'9BNATbLCA
[oAaTkoBa BTOPMHHA YNakoBKa, Ae 3a3HavyaTMeTbCs
anbTepHaTUBHWI BUPOOHMK rOTOBOTO NiKapCbKOro
3ac06y. 3MiHM BHECEHI B iHCTPYKL,i0 4719 MEeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ainu
"Brpo6HuMK", "Micue3HaxomKeHHs BUPOGHMKa Ta agpeca
MiCLil MPOBaKEHHS Or0 AiS/IbHOCTI", K HACNIA0K
nosiBa fO4aTKOBOrO NakyBaHHA /151 albTepHaTUBHOMO
BMPOGHMKA. BBEAEHHSA 3MiH MPOTAroM 6-TW MicALiB nicns
3aTBEPMAKEHHS.

135.

NEBEBPEH

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, No 250
Mmr no 10 TabneTok y
6nictepi, no 3 abo 5
6nictepiB y
KapTOHHI KopooLli

YOPAN[,
MEOMLVH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

YOPAJ, MEAVULH
INIAY CAH. BE
TIDK. A.LL

TypeuunHa

BHECEHHS 3MiH [10 peecTpauiliHix maTepianis:3miHu |
MRy - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarfisaay - OHOBJIEHHSA TEKCTY MapKyBaHHs
ynakoBKW NikapcbKoro 3acoby 3 BHeCEeHHAM iHchopmaLi
LLI0A0 3a3HaYeHHS OAMHULb BUMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny “MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKNPOBKA. B cooTBeTCTBUN C
YTBEPXEHHbIM TEKCTOM MapKMpOBKW. BBeAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPYKEHHS

3a
peyenmom

UA/16365/01/01

136.

NEBEBPEH

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, No 500
mr no 10 TabneTok y

YOP/
MEANLIAH
INIAY CAH. BE
TIDK. AL

TypeuunHa

YOPAJ MEAVULH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis:3MiHu |
TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta
chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHS
YNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM iHdopmaLii

3a
peyenmom

UA/16365/01/02
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
6nicTepi, no 3 abo 5 LLI0A0 3a3HaYeHHS OAMHUL BUMIPIOBaHHS y cucTeMi Sl.
6nictepiB y BHeceHHs 3MiH [0 po3giny “MapkyBaHHA" MKA N3:
KapTOHHI Kopo6Lyi 3anponoHosaHo: MAPKVPOBKA. B cooTeeTCcTBUM C
YTBEPXEHHbIM TEKCTOM MapK1pOBKW. BBEAEHHS 3MiH
NPOTArom 6-Tv MicAILiB MiCNs 3aTBEPYKEHHS
137. | NEBEBPEVH TabneTku, BKpUTI yYorPna TypeuunHa yopPna MEAVLNH TypeuunHa BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/16365/01/03
NNiBKOBOIO MEAVLUNH INAY CAH. BE MRy - 3MiHW Woao0 6e3nekn/eddeKTMBHOCTI Ta peyenmom
060/10HKOH0, MO INAY CAH. BE TIAXK. A.LL. hapmakoHarniaay - OHOB/IEHHS TEKCTY MapKyBaHHS
1000 mr no 10 TIOK. A.LL. yNakoBKM NikapcbKoro 3acoby 3 BHECEHHAM iHchopma,ii
TabneTtok y 6nictepi, LLLOA0 3a3HAaYEeHHS OAVHULB BUMIPIOBaHHA y cuctemi Sl.
no 3 a6o 5 6nictepis BHeceHHs 3MiH f0 po3giny “MapkyBaHHs" MKA N3:
Y KapTOHHI KOpoobLii 3anponoHoBaHo: MAPKINPOBKA. B cooTBeTCTBUM C
YTBEPXEHHLIM TEKCTOM MapK1pPOBKW. BBEAEHHSA 3MiH
NPOTArom 6-Tv MicsILiB NiCNs 3aTBEPKEHHS
138. | NIEBOMEHTO/1 | nnacTiBui abo TOB "TK YkpaiHa BAC® CE HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux matepianis:3MiHu | - UA/17811/01/01
TBEpAa maca "ABpopa" TUNYy - NOAAaHHA OHOBJ/IEHOIO cepTudlikaTa BignoBigHOCTI
(cybcTaHuis); €sponeiicbkiii hapmakonei Ne R1-CEP 2012-390-Rev
nnacTiBLj y nakeTax 01. Ak HacnigokK, 36iNbLUeHHs Nepiogy NepekoHTPOsI0 3
nonieTuNeHoBmX 3 pokiB A0 5 pokiB AN nnacTiByiB BigNOBIAHO [0
abo TBepaa maca B oHoBsieHoro CEP
MeTaneBnx
6apabaHax ans
hapmaLleBTUYHOrO
3aCTOCYyBaHHSA
139. | NEBOPO TabneTku, BKPUTI AHTUBIOTUK PyMyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/18756/01/01
nNiBKOBOKO n CA MYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
060s10HKO10, No 500 thapmakoHarnsgy. BeegeHHs abo 3miHv oo
mr; no 10 TabneTok y3arasibHeHUX JaHnx npo cuctemy papmakoHarnsgy
y 6nicTepi; no 1 (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
6nictepy B hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
KapTOHHI Kopo6Lli BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmMakoHarnsgy 3asBHuKa 415
3AiicHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BiIMiHHa Bif, YyNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 3a
3pjiicHeHHs hapmakoHarnagy (BKYarUy KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-caiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHoOI ocobu
3asBHUKA, BIANOBIAALHOI 3a thapmakoHarnsag, B YkpaiHi.
MponoHoBaHa pepakuis: Knupunisa MNanvHa eopriiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHUKA,
BiNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnsgy B
YkpaiH
140. | NEHANIAOMIA- | kancynu TBepai no TOB "TeBa Ykpaina MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/17643/01/01
TEBA 2,5 mr, no 21 YKpaiHa" [.0.0. TMNY - 3MiHW BHECEHI A0 iHCTPYKUIi A/18 MegnYHoro peyenmom
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Kancyniy 6nictepi; 3acTOCyBaHHS NiKapcbKoro 3acoby y po3ain
no 1 6nictepy B "Oco611BOCTI 3aCTOCyBaHHA" BifNOBIAHO A0 OHOB/EHOT
Kopob6ui; no 7 iHchopmauii Lwoao 6esnekmn Aitoyoi pevoBrHN. BBeaeHHs
Kancyn y énicrepi; 3MiH NPOTArom 3-X MiCALIB 3 faTu 3aTBEPAKEHHS
no 3 6nictepu B
Kopoo6Li
141. | NEHANIAOMIA- | kancynu TBepgi no 5 TOB "TeBa Ykpaina MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/17643/01/02
TEBA Mmr, no 21 kancyniy YkpaiHa" [.0.0. TUNY - 3MiHW BHECEHI A0 IHCTPYKLUi 418 MeguyHoro peyenmom
6nicTepi; no 1 3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
6nicTepy B kKOpo6Lyj; "Oco6nMBOCTI 3aCTOCYBaHHSA" BiANOBIAHO O OHOB/IEHOT
no 7 kancyny iHchopMmaii Wwoao 6e3nekun Aitoyoi pevyoBuHU. BBegeHHs
6nicTepi; no 3 3MiH NPOTAroM 3-X MIiCALIB 3 faTu 3aTBEpPAXXEHHS
6nicTepy B KOPOOLi
142. | NEHANIAOMIA- | kancynu TBepai no TOB "TeBa Ykpaina MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/17643/01/03
TEBA 7,5 wmr, no 21 YkpaiHa" A.0.0. TUNY - 3MiHWN BHECEHI A0 IHCTPYKLii AN MefUYHOro peyenmom
Kancyniy énictepi; 3acToCyBaHHS NiKapcbKoro 3acoby y po3aisn
no 1 6nictepy B "Oco6nMBOCTI 3aCTOCYBaHHA" BiNOBIAHO 1O OHOB/IEHOT
Kopob6Li; no 7 iHchopmauii Lwoao 6esnekmn Aitoyoi pevosrHN. BeeaeHHs
Kancysny 6nictepi; 3MiH NPOTAroMm 3-x MicsUIB 3 AaTU 3aTBEPAKEHHS
no 3 6nictepu B
Kopoo6Li
143. | NEHANIAOMIA- | kancynu TBepAi no TOB "TeBa YkpaiHa MNIBA XpBarcka Xopsaris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/17643/01/04
TEBA 10 wmr, no 21 kancyni YkpaiHa" £.0.0. TUNY - 3MiHW BHECEeHi [0 IHCTPYKUIi ANA MeguyHoro peyenmom
y 6nicTepi; no 1 3aCTOCyBaHHS NiKapCbKOro 3acoby y po3gin
6nicTepy B kOpo6Lyj; "Oco6nMBOCTI 3aCTOCYBaHHSA" BiANOBIAHO O OHOB/IEHOT
no 7 kancyny iHbopMmauii Wwoao 6esnekun gitoyoi pevyoBuHU. BBegeHHSA
6nicTepi; no 3 3MiH NPOTAroM 3-X MIiCALIB 3 faTu 3aTBEPXXEHHS
6nicTepy B KOPOOLi
144. | NEHANIAOMIA- | kancynu TBepAi no TOB "TeBa YkpaiHa M/IBA XpBarcka XopBartis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/17643/01/05
TEBA 15 wmr, no 21 kancyni YkpaiHa" [.0.0. TUNY - 3MiHW BHECEHI A0 IHCTPYKLUIT 418 MegU4HOoro peyenmom
y 6nictepi; no 1 3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
6nicTepy B kOpo6Lyj; "Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO O OHOB/IEHOT
no 7 kancyny iHcbopMmaLii Wwoao 6e3nekun gitoyoi pevyoBuHU. BBegeHHS
6nicTepi; no 3 3MiH NPOTArom 3-X MIiCALIB 3 faTu 3aTBEPAXXEHHS
6nicTepy B KOpOO6Li
145. | NEHANIAOMIA- | kancynu TBepai no TOB "TeBa Ykpaina MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/17643/01/06
TEBA 20 wr, no 21 kancyni YkpaiHa" [.0.0. TUNY - 3MiHW BHECEHI A0 IHCTPYKLUi 418 MeguyHoro peyenmom
y 6nictepi; no 1 3aCTOCyBaHHS NikapcbKoro 3acoby y po3gin
6nicTepy B kKOpo6Lyj; "Oco6nMBOCTI 3aCTOCYBaHHA" BiNOBIAHO O OHOB/IEHOT
no 7 kancyny iHchopMmawLii Wwoao 6e3nekun gitoyoi pevyoBuHU. BBegeHHS
6nicTepi; no 3 3MiH NPOTAroM 3-X MIiCALIB 3 faTu 3aTBEpPAXXEHHS
6nicTepy B KOPOOLi
146. | NEHANIAOMIA- | kancynu TBepai no TOB "TeBa Ykpaina MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/17643/01/07
TEBA 25 mr, no 21 kancyni YkpaiHa" A.0.0. TUNY - 3MiHW BHECEHI [0 IHCTPYKLUii AN MefUYHOro peyenmom

y 6nicTepi; no 1
6nicTepy B kKOpo6Lyj;
no 7 kancyny

3aCcToCyBaHHS NiKapCbKoro 3acoby y po3aisn
"Oco6NMBOCTI 3aCTOCYBaHHA" BiNOBIAHO 1O OHOB/IEHOT
iHpopmauii Loao 6e3nekun Aitoyoi pevyosrHN. BeeeHHs
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
6nicTepi; no 3 3MiH NPOTArom 3-X MiCALIB 3 faTu 3aTBEPIKEHHS
6nictepu B KOPO6L
147. | NE®NOTAB TabneTkn BKpUTI Mepak HimeyunHa Megak esenbliadt HimeuunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/12013/01/01
060710HKO0, No 10 lesenbwadt chrop KniHiwe TUMY - OHOB/IEHHS BXe 3aTBEPAKEHNX METOAIB peyenmom
mr no 30 TabneTok y dotop KAiHiwe LWneuianbnpenapar KOHTPOJIH0 SIKOCTI NikapcbKoro 3acoby, a came
KOHTelHepi; no 1 LWneuiansnpe e M6X, HimeuunHa BUKNAAEHHS TEKCTY AEPXKaBHOK MOBOLO 3rifHO CyHacHUX
KOHTEelHepy B nauuli napate M6X (BUPOOGHWK, L0 BMMOT
Bignosigae 3a
MapKyBaHHS,
BTOPVHHE
nakyBaHHs,
KOHTpONb/BUpobYyBa
HHS cepil Ta BUNYyCK
cepii); Xaynt ®apma
MioHcTep 'm6X,
HimeuunHa
(BUPOGHUK, L0
Bignosigae 3a
BVPOGHMLTBO
roToBOT NiKapCbKoi
dhopMK, NepBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTpONb/BUPOGYBa
HH$ cepii Ta 3a
BUMYCK cepii)
148. | NEPNOTAB Tab1eTkn BKpUTI Mepak HimeyunHa Mepgak Nesenbliadt HimeuyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/12013/01/02
060/10HKOI0, N0 20 lesenbwadt hrop KniHiwe TUMY - OHOB/IEHHA BXe 3aTBEPKEHNX METOAIB peyenmom
mr no 15 a6o no 30 dotop KAiHiwe Lneuianbnpenapar KOHTPOJTH0 SIKOCTi Mikapcbkoro 3acoby, a came
TabneTok y LWneuiansnpe e M6X, Himeuunna BUKNAAEHHS TEKCTY AEPXKaBHOK MOBOLO 3rifHO CyYacHUX
KOHTelHepi; no 1 napate M6X (BUPOOBHUK, L0 BMMOT

KOHTeliHepy B mauuj

BignoBigae 3a
MapKyBaHHSs1,
BTOPWHHE
nakyBaHHs,
KOHTpONb/BMpObGYBa
HHSA cepil Ta BUNYCK
cepii); Xaynt ®apma
MioHcTep MM6X,
HimeuunHa
(BMPOGHUK, L0
Bignosigae 3a
BVMPOGHULTBO
rOTOBOT NiKapCbKoi
dhopMK, NepBuUHHE
nakyBaHHs,
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
MapKyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTpOnb/BMpObyBa
HHS cepii Ta 3a
BUMYCK cepii)
149. | MArHEMAKC- TabneTkn, BKpUTI ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiiB:3MiHu 3 6e3 UA/15597/01/01
340POB'A nNiBKOBOKO 06MEXEHO 06MEeXeEHO sikocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema peuyenma
060/10HKOI Mo 10 BiANOBIAA/TbHI BIAMNOBIAA/IbHICTIO KOHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
TabneTok y 6nictepi; cTIo "dapmaLeBTnyHa noctavasibH1Ka nakyBaslbHUX MaTepiasnis abo
no 3 abo 6 6nictepis | "®apmaueBTu KoMnaHis "3gopos'a” KOMMMEKTYHUMNX (SIKLLO 3a3HAYEHO B OCbE) (3amiHa abo
y KopobL,i 3 KapTOHY YyHa KoMMaHis [0AaBaHHA nocTavyasibHUKa); CynyTHA 3MiHa: 3MiHU 3
"3popoB'a” AkocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yMNakoBLi FOTOBOro NiKapCbKoro 3acoby (AKiCHW Ta
KifibKicHWIA cknaa) - TBepAi nikapcbki hopmMu; cynyTHSA
3MiHa: 3MiHUM 3 IKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoproBasibHMIA 3aci6. 3MiHa
dhopmu abo Po3Mipy KOHTeHepa Y 3aKynoproBasibHOTO
3aco6by (NepBMHHOT yNnakoBkK) (HeCcTepunbHi Nikapcbki
3acobu). BBefeHHs 004aTKOBOrO BUPOGHMKA
nepBrHHOrO nakysaHHsA 13 (nniska MNBX/MBAX) Liveo
Research GmbH, Germany. fk Hacnigok, Bigdynucs
3MiHWM y SIKICHOMY, KiflbKiCHOMY cKnagi (3aTBepAXXeHO:
nniska NoniBiHiNX10puAHa; 3anpornoHoBaHo: NiBKa
[BOLLapoBa NoniBiHiIXNopuaHa/NoNiBiHiNiAeHxNopuaHa)
Ta po3Mipax NepBUHOrO NakyBaHHSA
150. | MATHIKO PO34MH ANS iH'EKLN, NAT Ykpaina NAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/8109/01/01
CYNb®AT 250 mr/mn, no 5 mn "Tanuudapm" TUNY - BHECEHHS 3MiH 0 KOHTPO/IIO Mif Yac peyenmom
abono 10 mn B BMPOOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby, 3oKkpema: -
amnyni; no 5 amnyn BBE/IEHHSI KpUTEPIIB NPUAHATHOCTI (He 6inbwe 10 KYO B
Y KOHTYpHilA 100 M) 3a noka3HuKoM "BioHaBaHTaxeHHs" Ha CTag,i
YapyHKOBIl dinbTpauisi po3urHy; - BUTyYEHHST MOKasHMKa
ynakosLii; rno 2 "MikpobionoriyHa unctota” Ha Ctagii MpurotyBaHHS
KOHTYpPHi YapyHKOBI po3UnHYy
ynakoBku B nauj; no
5 mn a6o no 10 mn B
amnyni; no 10
amnyn y kopobui; no
5 mn B amnyni; no 5
amnyn y KOHTYpPHUX
YapyHKOBUX
ynakoBKax,
3anasHux nanepom
151. | MEAO®P/IHOKO Kancynm no 50 mr no Megpokemi Kinp Mepnokemi T4 Kinp BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/7001/01/01
H 7 kancyn y 6nictepi; nTa (UeHTpanbHuii TUMY - 3MiHW BHECEHO A0 IHCTPYKUIi 418 MeguyHoro peyenmom
no 1 6nictepy B 3asofa) 3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis

KapPTOHHI Kopobui

"apmakonoriyni BnactusocTti”, "OcobamBocTi
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3acTocyBaHHS", "3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaar”, "MobivHi peakuii” wono 6esneku
3aCTOCYBaHHSA fjl040i PevyoBUHU BiAMOBIAHO A0
pekomeHpauili PRAC. BBeeHHS 3MiH NpoTAarom 3-x
MicALiB Nicna 3aTBepAKEHHS
152. | MEAO®/IIOKO Kkancynu no 150 mr Megpokemi Kinp Mepnokemi NTA Kinp BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/7001/01/02
H no 1 kancyni B nTa (UeHTpanbHuii TUMy - 3MiHW BHECEHO A0 IHCTPYKLii 418 MeguyHoro peyenmom
6nictepi; no 1 3aBop) 3acTOCyBaHHS NikapcbKoro 3acoby [0 po3ainis
6nictepy B "®apmakonoriyni BnactusocTi”, "OcobamBoCTi
KapTOHHI Kopo6Lyi 3acTocyBaHHS", "3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaar”, "MobivHi peakuii” wono 6esneku
3aCTOCyBaHHSA fjl040i peyoBUHU BiAMOBIAHO A0
pekomeHpauili PRAC. BBeieHHS 3MiH NpoTArom 3-x
MiCALIB Nicna 3aTBepAKEHHSA
153. | MEKCUKOP® PO34MH AN iH'EKL, TOB YkpaiHa MpAT "/lekxim- YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasiB:3miHu || 3a UA/4971/01/01
50 mr/mn, no 2 mn B "30PABO" Xapkis" TUNY - 3MiHU BHECEHO [0 YacTuH: | «3aranbHa peyenmom
amnyni; no 5 amnyn iHchopmauis», Il «Cneundikauis 3 6esnekm» (mogyni Cl
B KOHTYPHIlA «Enigemionoris nokasaHb 40 3aCTOCYyBaHHS Ta
YapyHKOBIli yinboBa(i) nonynauis(i)», Cll «[okniHiyHa YacTnHa
ynakosLii; no 2 cneundikauii 3 6esneku», Clll «EKCNo3unLis NaLieHTiB,
KOHTYPHi YapyHKOBI 3a/1ly4yeHnx 40 KIiHIYHMX BUNpobyBaHb», CIV
ynakoBKM B naui 3 «[lonynsuii, ki He BUBYa/IUCh Nif, Yac KMIHIYHUX
KapTOHY BUNpobyBaHb», CV «lMicnapeecTtpauiliHnii gocsig»), 1l
«[naH 3 hapmakoHarnsgy», V «3axogmn 3 MiHimizau,ii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA puankamu», VIl
«[lofatkv» y 38’A3Ky 3 BUAAIEHHAM [A0AaTKOBUX3aX0Z4iB
3 MiHiMi3aLii p13nKiB, OHOBMEHHS IH(DOpMaLLii 3 6e3nekn
Ha nigcTasi ouiHkn PO3b
154. | METOPTPIT PO34MH ANA iH'EKLNA, K.T. PymyHis K.T. Pomchapm PymyHis BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 3a UA/18524/01/01
POM®APM 10 mr/mn; no 0,75 POM®APM Komnani C.P.J1., TUMY - 3MiHW BHECEHO A0 IHCTPYKLii 415 MeguyHoro peyenmom
M1 abo no 1 mn, abo KOMMAHI PyMyHis (KOHTpoNb 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
no 1,5 mn, a6o no 2 C.P.N. BUXiAHUX "Oco6/1MBOCTI 3aCTOCYBaHHA" LWOA0 6e3neku
My nonepeaHb0 maTepianis, 3aCTOCYBaHHSA Ail040T PeyoBMHM MeToTpekcaTt
HarnoBHeHOMY KOHTpPO/b BiANOBIAHO A0 pekomeHaauin PRAC
wnpuui; no 1 NPOMIKHOro Ta
wnpuuy B 6nicTepi; KIHLLEBOrO NPOAYKTY,
no 1 6nictepy pasom BTOPVHHE
3 0]HOPa30BOI0 nakyBaHHs Ta
TrOJIKOI B KAPTOHHIi BMNyckK cepii M3;
naui BUrOTOBJIEHHSA
nikapcbKoro 3acoby,
acenTunyHe
HanoBHEHHS
nNikapcbKM 3ac060M
Lwnpuuis, ix 36ipka
Ta MapKyBaHHS)
155. | MYCKOME/[ Kpem, no 2,5 mr/r no YOPIA TypeyunHa yorpaa MEANLINH TypeyunHa BHECEHHS 3MiH 10 peecTpaliiiHMxX maTtepiasis: 3MiHu | 3a UA/16594/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
30 ry Ty6i, no 1 Ty6i MEANLIH ITAY CAH. BE Tuny - AAMIHICTPaTMBHI 3MiHW. BUnyyeHHs BUpOGHMYOT peyenmom
B KapTOHHIi kopobui | IJIAY CAH. BE TIDK. A.LL. OinbHUUI (BKNOYaoUW AinbHULI Ana AL, TPOMKHOIo
TIOK. A.LL. NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AiNbHULI
AN NPOBefeHHA NakKyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUNYCK CEpild, MicLie NPOBeAEeHHS
KOHTPO/IIO cepii) abo nocTavasibHNKa BUXigHOrO
marepiany, peareHTy abo AOMOMIKHOT PEYOBVHM (SKLLO
3a3HayeHo Yy 10CbE) - BUTyYeHHS BUPO6HMKa 13
3eHTiBa Carnuk YpyHnepi CaH. Be Tigx. A.LL.,
TypeuuunHa, 3aTBepAXeHUA BUPO6HUK 13, wo
3a/IMLLNBCSA — BUKOHYE Ti cami DYHKLiT, LU0 i BUNYYEHNIA.
3MiHN BHECEHI B iHCTPYKLiO 4719 MEANYHOrO
3acTOCyBaHHS NiKapCbKOro 3acoby y po3gainm
"Bupo6HMK", "MicLie3HaxomKeHHS BUPOGHMKa Ta iioro
ajpeca MicLs NpoBaKEHHS AiS/IbHOCTI" (BUNYYEHHS
BMPOGHWYOI AiNTbHNL) 3 BiANOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHs yNakoBOK. BBeieHHA 3MiH NpoTArom 6-Tn
MicsILiB NicNs 3aTBEPAKEHHS
156. | HABIPEN KOHUEeHTpaT ans Mepak HimeyunHa Mepak lesenbwadt | HimeuunHa/ | BHeECEHHS 3MiH 40 peecTpauiiHnx MaTepianiB:yTOYHEHHS 3a UA/4711/01/01
NpUroTyBaHHsA lesenbwadt dotop KNiHiwe Yecbka peecTpaLiiHoi npoleaypu B Hakasi MO3 Ykpaitu Ne peuenmom
pOo34nHy Ans chrop KniHiwe LLineyiansnpenapat Pecny6nika | 2594 Big 23.11.2021p. B NpoLeci BHECEHHS 3MiH: 3MiHu ||
iHdpysii, 10 mr/mn no | LWneuiansnpe e M6X, HimeuunHa TUMY - 3MiHW BHECEHO [0 IHCTPYKLUIT 4519 MeANYHOro
1 mn (10 mr) abo 5 napare mM6X (nakyBaHHS, 3acTOCyBaHHS NikapcbKoro 3acoby [0 po3ainis
mn (50 mr) y MapKyBaHHA Ta "®apmakonoriyHi B1acTmBocTi" (LLOAO YTOUYHEHHS
thnakoHi, no 1 BUNYyCK cepii); iHchopmawii Loao 6e3nekun Ailo4oi pevoBUHN
hNakoHy B OHkomeq, «BiHOpenb6iH»), "MpoTunokasaHHA", "OcobnBi 3axoam
KapTOHHI Kopo6Lyi MeHbodeKYEPIHT 6e3nekn”, "OcobaMBOCTI 3acTocyBaHHs", "Cnocio
a.c., Yecbka 3acTocyBaHHs Ta fo3un", "MobiuHi peakuii”. BBeaeHHS
Pecny6nika 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAKEHHS
(BMpPOGHUK "in bulk",
KOHTPO/b Cepiit)
157. | HANBY®IH PO34MH ANA iH'EKLNA, TOB "tOpis- Ykpaina TOB "lOpia-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/14429/01/01
10 mr/mn, no 1 mn dapm"” Tvny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKMiA 3aci6. peuyenmom
abo no 2 mnB CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
amnyni; no 5 amnyn PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
B KOHTYPHIlA (BUNYyYEHHS yNakoBKM MEBHOTO PO3MIpY) - BUSTYYEHHSI
YyapyHKOBIi ynakoBoK No 1 mn Ta no 2 mn 'y nonepegHLo
ynakosLi; no 1 a6o 2 HanoBHeHux wnpuuax Ne 1 (1x1), Ne 5 (5x1), 3
KOHTYPHi YapyHKOBI BigMNOBIgHMMM 3MiHaMK B po3gini «YnakoBka» MKA N3.
yNakoBKM B nauLii 3MiHV BHECeHi B pO34i/1 «YnakoBKa» iHCTPYKUii Ans
Me[MYHOro 3aCTOCYBaHHS flikapcbKoro 3acoby Ta B
po3ain 6.5. «Tun Ta BMICT NEPBUHHOT YNakoBKM»
KOPOTKOI XapakTepuCTVKM NiKapCbKOro 3acoby Y 3B'A3KY
3 BUJIyYEHHAM NEBHOTO PO3MIpY YNaKkoBOK, 1K HACI[OK —
BUJTYYEHHA TEKCTY MapKyBaHHA BifMNOBIAHNX YNaKOBOK.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHSA
158. | HATPIKO PO34MH ANs iH'EKLiA, MAT YKpaiHa MNAT "Tannudapm” YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianiB:3MiHu | 3a UA/4131/01/01




Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
xnoeupg 9 mr/mn, no 5 mn "Tannudapm” TUMY - BHECEHHS 3MiH 0 KOHTPOJIO Mif vac peyenmom
a6o 10 mn B amnyni, BMPOGHMLTBA rOTOBOIO NiKapCbKoro 3acoby, 3oKkpema: -
no 10 amnyn B BBE/IEHHS KpUTEPIiB NPUAHATHOCTI (He Ginbwe 10 KYO B
Kopob6ui; no 5 mn 100 ms1) 3a Noka3HUKOM "BioHaBaHTaxeHHs" Ha CTag,i
a6o 10 mn B amnyni, PinbTpauis po3unHy; - BUTyYEHHS NoKasHuKa
no 5 amnyny "Mikpob6ionoriyHa unctota" Ha Ctagii MpurotyBaHHs
6nicTepi, no 2 PO34UHY
6nictepu y nauui
159. | HEBIBOON/ TabneTku, BKpUTI TOB Ykpaina BankaHtapma - Bonrapis/ BHECEHHS 3MiH 10 peecTpaliiiH1x maTepianis:3MiHu | - UA/17339/01/01
FIAPOXNMOPTIA | nniskoBotO "APTEPIYM [OynHiva AL, IHgis/ ITania | Tuny - noAaHHA OHOB/MIEHOTO cepTudikaTta BifgnoBigHOCTI
3na 060/10HKo0, N0 5 nTaor Bonrapis (nepBuHHe €Bponelicbkiint hapmakonei Ne R1-CEP 2000-091 - Rev
Mmr/12,5 wr; in bulk: Ta BTOPUHHE 04 ans A®I rigpoxnopTiasuay Bif, BXxe 3aTBepAKeHoro
21000 TabneTtok y nakyBaHHs, BMpo6HMKa Unichem Laboratories Limited, IHgis, y
nonieTneHoBoMy KOHTPO/b SIKOCTi Ta Hacniflok BBEEHHA [04aTKOBOI BUPOGHUYOT AiNTbHUL
nakeri; no 1 nakety BUNycK cepii);
B MONieTUIeHOBUIA BatcoH ®apma
naker Mpusar Jiumutep,
IHAis (BUPOGHMLTBO,
KOHTPO/Ib SIKOCTI);
daiiH dyac eHa
$apmacbloTikanic
H.T.M.C.N.A,
ITanisa
(BUPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUMYCK cepil)
160. | HEAPOPYBIH PO34MH ANA iH'EKLN; TOB "TeBa Ykpaina Mepkne 'M6X, HimeuunHa BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 3a UA/10051/01/01
™ no 3 mn B amnyni; YkpaiHa" HimeuunHa TUNy - HE3HAYHI 3MiHN Yy 3aTBEpPAKEHOMY METOoSj peyenmom
no 5 amnyny (BMpOGHMLTBO 3a BuNpo6byBaHHsA /13 3a n.«laeHTudikalia Ta KinbkicHe
Kopoo6Li NOBHUM LIMK/IOM, BM3HayeHHs LiiaHkob6anamiHy». BeefeHHa 3MiH
KOHTPO/b SIKOCTI) NPOTArom 6-Ty MiCAILiB MiCNs1 3aTBEPAYKEHHS
161. | HITPOMNILUEPW | koHueHTpaT Ans ToBapucTso 3 Ykpaina KOHTPO/b SIKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHa 3a UA/5412/01/01
H pPO34mMHy ansa 06MEXEHO BUNYCK cepil: 3asiBHUKA (BNacCHMKa PeeCTpaLiiHoro NocBigYeHHs!) peyenmom
iHdpy3ii, 10 mr/mom; BiANOBiAAbHI ToBapucTBO 3 (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) TepMiH
no 2 mn B amnyni; CTHO 06MeXeHOo BBEJEHHS 3MiH NPOTAromM 6 micAuis nicns
no 10 amnyny "dapmavesTu BIANOBIAAILHICTIO 3aTBEPMKEHHS; 3MiHN | TURY - 3MiHU LWOA0
nasui; no 2 mMn B YyHa KOMMaHis "[locnigHuii 3aBog, 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs
amnyni; no 10 "3popos'a” "THUAC", a60 3MiHW [0 y3ara/lbHeHVX AaHUxX Npo cUcTemy
amnyn y énictepi; no YkpaiHa; thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx npo
1 6nicTepy B nauui; BCi cTagii cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT
no 5 mn B amnyni; BMpPOOHULTBA, ocobwu, BignoBifanbHOI 3a 34iliCHEHHS hapMakoHarnsay;
no 5 amnyny KOHTPONb AKOCTI, KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 415
6nicTepi; no 1 BUWMYCK Cepii: 3AificHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA

6nicTepy B nayui

ToBapucTso 3

BiMiHHA Bif, YNOBHOBaXXEHOI 0co6M, BifgnoBigabHOI 3a
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

o6MexeHo
BIANOBIAA/ILHICTIO
"®apmMaueBTnYHa
KOMMaHis
"3popos'a”,
YkpaiHa

3[jicCHeHHs1 hapMakoHariaay (BK/IKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina

cmucTemu dhapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOT

ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.

[Oitova pepakuis: MnakciHa OneHa BonogvmMupisHa.

OornoHoBaHa pegakuisi: LLleByeHko OneHa IropiBHa. 3MiHa

KOHTaKTHUX AaHVX YOBHOBaXEHOI 0COOM 3asBHUKA,

BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy

162.

HOBAPUHI'®

KinbLie BariHasibHe,
11,7 mr/2,7 mr, no 1
KinbLo y cawe; no 1
calle B KapTOHHIi
Kopoo6Li

OpraHoH
CeHTtpan Ict
M6X

LLiBeiuapis

H.B. OpraHoH,
Higepnangu (3a
NOBHUM LMK/IOM)

Higepnangn

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEEHHSA y3arasibHEHUX JaHMX MPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3assHuKa gns
3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbLHOI 3a
3[jiCHeHHs1 hapMakoHaraay (BK/IKYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTemMn chapmakoHarnsgy) - 3MiHa YyNnoBHOBaXKEeHOT
0cob6u 3asBHKKa, BiANOBIAA/ILHOT 3a hapMakoHarnsg,
MponoHoBaHa pefakuis: MapiaHHa Bank- KopTeHpaag,
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0Co6u
3as1BHYKA, BignoBigabHOI 3a 34jiCHEHHSI
hapmakoHarnagy. MponoHoBaHa pefakujis:
MoTtuniHcbka OneHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0COo6M 3asiBHMKA, BiAnoBiAabHOI 3a
3[jiicHeHHs hapMakoHarnsay B YkpaiHi. 3miHa micus
3[iACHEHHS1 OCHOBHOT AISNbHOCTI 3 hapMakoHarisay.
3MiHa MicLe3HaxomKeHs macTep- dhaiinia cuctemu
chapmakoHarnsgy Ta ioro Homepa

3a
peyerimom

UA/9613/01/01

163.

HOBIPUH

Tabnetkv no 500 wmr,
no 10 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepu B
nauuj

AT

"KMIBCbKWN

BITAMIHHWIA
3ABO/"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHWI
3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y

MeToAax BUNPOBYyBaHHA rOTOBOrO JliKapCbKOro 3acoby

(iHWi 3MiHM y MeTogax BUNpobyBaHb (BK/IOHAKUN 3aMiHy
a60 [0NOBHEHHS)) - CynyTHSA 3MiHa - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb FOTOBOMO
nikapcbkoro 3acoby. 3miHa napamMmeTpiB cneuudikadliii

Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoty

(iHWi 3MiHW) - BHECEHHST HE3HAYHMX 3MiH 40 METOAMK

BMNpo6yBaHHs /13 3a nokasHnkaMu «laeHTudikawis
2.B», «P0O34mHeHHs», «CynpoBigHi AOMILLKu» Ta

«KinbKicHe BM3HaYeHHs1». 3MiHu Il TUny - 3MiHKU 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA
BWXifHOro/MpoMiXXHOro NpoAyKTy/peareHTy, Lo

3a
peyenmom

UA/12436/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

3acoby ynakoska) nocsioYyeHHs
BVIKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoeci Adl, abo
3MiHa BMPOOHMKa (BK/HOYatoun, fie HeobxigHo, Micue
NpoBefEeHHs KOHTPO/IHO skocTi) AP (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [1OChE)(BBEAEHHA HOBOTO BUPOGHUKA
A®I| 3 HagaHHAM MacTep-thaiina Ha A®l) - CynyTHs
3MiHa: - 3MiHY 3 skocTi. A®I. KoHTponb Adl. 3miHa 'y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHW) - 3MiHN 3 akocTi. A®l. KoHTponb AdL. 3miHa y
mMeToAax BUNpobyBaHHS AD| abo BuXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA y NpoLieci BupobHuuTea AP (iHLwi
3MiHW) - BBEEHHS aflbTEpPHATMBHOIO BUPOGHMKa AdI,
TOB «®APMXIM», YkpaiHa 3 HajlaHHsIM MacTep-chaiina
Ha A®| [0 BXe 3aTBEpPA)KEHOrO BUPOGHYMKA 3i 3MiHaMK
40 cneuyndikauii Adl:
[OMOBHEHHS MOKA3HMKOM «3aJINLLIKOBI PO3UMHHUKUY» Bif
HOBOrO BMPOGHMKA
164. | HOXWWABEPWH | po34uuH ANs iH'eKu;i, ToBapucTBo 3 Ykpaina KOHTPO/b AIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3MiHa 3a UA/0591/01/01
"o3" 20 mr/mMnno 2 mn B 06MEXEHOI BUNYCK cepil: 3asBHUKA (BNacHMKa peecTpaLiiHoro nocBig4yeHHs!) peuenmom
amnyni; no 5 amnyn BiANOBiA&NbHI ToBapucTBo 3 (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460): BeegeHHs
y naui 3 KapToHy; CTHO 06MexeHot 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPIXKEHHSA. 3MiHN
no 2 mn B amnyni; "bapmaveBTu BiANOBIAALHICTIO | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
no5amnyny YyHa KOMMaHis "NocnigHuii 3aBog, hapmakoHarnsigy. BeegeHHs abo 3miHn go
6nicTepi; no 1 "3p0pos’a” "rHUCY, y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
6nicTepy B nauui YkpaiHa; (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
BCi cTagii hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BMPOGHMLITBA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTPO/b SIKOCTI, KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
BUWMYCK Cepii: 3fificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
ToBapucTBO 3 BiIMiHHA BiJ YNOBHOBaX€eHOI 0CO6M, BiANOBIAA/ILHOI 32
06MeXeHo 3[jiCHEHHs1 hapMakoHarnaay (BKIKYaUM KOHTaKTHI
BIAMNOBIAA/IbHICTIO [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-gaiina
"®apmMaueBTNYHa cuctemy chapmakoHarnsgy) 3MiHa yrnoBHOBaXeHOT
KOMnNaHis 0cobu 3asBHYKa, BignoBigasibHOT 3a hapMakoHarnsg.
"3p0pos’a”, [itoua pepakuis: MnakciHa OnerHa BonogumumpisHa.
YKpaiHa MponoHoBaHa pepakuis: LeByeHko OneHa IropiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CObMn
3asBHWKa, BiANOBIAAILHOI 38 34iiCHEHHS
dhapmakoHarnsgy.

165. | ONTAP® 2 MI' TabneTkv no 2 mr, MeHapiHi INMokcembypr BMPOGHULITBO "in Inpis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/6108/01/02
no 30 TabneTok y IHTepHeLwoHan r bulk": ITanis TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta peuyenmom
6nicTepi; no 1 abo OnepeiiwoHc YCB lNpaiiBeT hapmakoHarnsagy (iHwi 3miHn) - 3MiHW BHECEHi 10 TEKCTY
no 2 6nictepu B TNMokcembypr Nimiten, HAais; IHCTpYKLi y po3ginu: "Cknag”, "Nikapcbka dopma’ Wwono
KapPTOHHI Kopobui C.A. BMPOGHMLTBO "in BWIYYEHHs iHhopMauii npo OnTap 1 Mmry 3B'sA3KY i3
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
bulk", kiHLeBe CKaCyBaHHSAM peecTpaLiiiHOro NocBigueHHs; 3MiHu | Tuny
nakyBaHHs, BUMYCK - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
cepiii: hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuuj
A. MeHapiHi NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
MaHyhaKTypiHr AN MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
JoricTike eHp, OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
Cepsicec C.p.J1., [ocnigpKeHb 3 6e3MneKn 3acTocyBaHHS NikapCbKoro
ITanis; 3acoby B nic/isipeecTpaviiiHnii nepios, abo sk pesynbTar
KOHTPONb cepii: OLLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO A0
A. MeHapiHi nnaHy negiatpuyHmx gocnigpkeHs (PIP) (iHwi 3miHw) -
MaHyakTypiHr 3MiHM BHECEHI 10 TEKCTY IHCTPYKLUIT Yy po3ainu:
NoricTikc eHp, "®apmakonoriyni BnactmsocTi”, "MNoka3aHHsA"
Cepsicec C.p.J1., (peparyBaHHs), "MpoTunokasaHHs", "B3aemogis 3
ITania HLWMMK NiKapCbKMMK 3acob6amu Ta iHWi BUAK
B3aemogiin", "OcobamMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHoCTi abo rogyBaHHS
rpyaaro”, "Cnocib 3actocyBaHHs Ta fgosun", "Litn"
(yTouHeHHs), "MepepnosysaHHs", "Mo6iyHi peakuii” woao
6e3nekn 3acTocyBaHHS BiANOBIAHO A0 MaTepiasisB
peecTpauiiHoro Aocbe
166. | ONTAP® 3 MI' Tabnetkv no 3 wmr, MeHapiHi Iokcembypr BMPOGHMLTBO "in IHgis/ BHECEHHS 3MiH [0 peecTpaLliiiHuxX maTepianis: 3MiHu | 3a UA/6108/01/03
no 30 TabneTok y IHTEepHeLwoHan r bulk": ITanis TUny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 1 a6o OnepeiiwoHc YCB lMpaiiBeT thapmakoHarnsagy (iHwi 3miHn) - 3MiHW BHECEHI 0 TEKCTY
no 2 6nictepu B TNiokcembypr Nimiten, HAais; iHCTpYKLi y po3ginu: "Cknag”, "Nlikapcbka dopma” wono
KapTOHHI Kopo6Lyi C.A. BMPOGHMLTBO “in BUIyYeHHS iHdhopMauii npo Ontap 1 Mry 3B'A3Ky i3
bulk", KiHUeBe CKacyBaHHSAM PeECTPaLiiHOro NOCBigYEHHS; 3MiHK | Tuny
nakyBaHHs1, BUMYCK - 3MiHM Wwoao 6e3nekn/edheKTUBHOCTI Ta
cepiii: hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuj
A. MeHapiHi nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
MaHydhakTypiHr 0151 MeQUYHOro 3aCToCyBaHHA Ha NigcTasi perynspHo
J1oricTike eHp, OHOBJIHOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
Cepsicec C.p.J1., nocnigpkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro
ITanis; 3acoby B nicnsipeecTpavuiiiHnii nepiog, abo sk pesynsTar
KOHTPO/b cepii: OL|iHKM 3BITY 3 JOC/iAXeHb, NpoBeAeHNX BiANOBIAHO A0
A. MeHapiHi nnaxy negiatpuyHux gocnimxkers (PIP) (iHLWi 3MiHK) -
MaHythakTypiHr 3MiHV BHECEHI [0 TEeKCTY IHCTPYKUIT y po3ainu:
J1oricTike eHp, "apmakosoriyHi BnactmsocTi", "lMokasaHHA"
Cepsicec C.p.J1., (peparyBaHHs), "lMpoTunokasaHHs", "B3aemogis 3
ITanisa HLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
B3aemogiit", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHsA
rpyaato”, "Cnocib 3actocyBaHHs Ta go3un”, "Litn"
(yTouHeHHs1), "Mepeno3yBaHHs", "IMo6i4HI peakuii” woao
6e3nekun 3acTocyBaHHA BiANOBIAHO 4O MaTepianis
PEeECTPALLHOIO A0CbE
167. | ONTAP® 3 MI' Tabnetkv no 3 mr, MeHapiHi Trokcembypr A. MeHapiHi ITanis/ IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/6108/01/03
no 30 TabneTok y IHTepHeLLoHan MaHythakTypiHr UMYy - 3MiHN Woao 6e3nekn/etekTMBHOCTI Ta peuyenmom
6nicTepi; no 1 abo OnepeWoHc JIOTICTiKC eHp, hapmakoHarnsigy. BeegeHHs abo 3miHM go
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 2 6nictepu B Jrokcembypr Cepsicec C.p.J1., y3arasibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
KapTOHHI Kopo6Lyi C.A. ITanis (BMpo6GHMLTBO (BBEAEHHSA y3ara/lbHEHNX AaHUX PO CUCTEMY
"in bulk", kiHuese hapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi 0cobu,
nakyBaHHs, BUMYyCK BiANOBIAA/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy;
cepiid); A. MeHapiHi KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asBHuKa 4
MaHyhakTypiHr 3fiicHeHHs thapmakoHarnsgy B YKpaiHi, KO BOHA
J1oricTike eHp, BiIMiHHA BiJ YNOBHOB&X€eHOI 0CO6M, BiANOBIAA/ILHOI 3a
Cepsicec C.p.J1., 3[jiCHEeHHs1 hapMakoHaraay (BK/IKYakuM KOHTaKTHI
ITanis (KOHTpO/b [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-gaiina
cepii); YCB lMpaviBeT cucTeMu dpapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
Nimiten, IHAisa 3as1BHVIKa, BignoBiganbHOI 3a chapmakoHarnsag B Ykpaii.
(BMPOGHMLTBO "in MponoHoBaHa pegakuis: Kyuep MapuHa BacunisHa.
bulk") 3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6U 3asBHIIKa,
BiANOBiAaNbLHOI 3a 3AilicHEHHS chapmakoHarnagy B
YkpaiHi
168. | OHIXENN nak gns HirTie Benyno, niku Xopsaris BVPOGHMLTBO Ipnangis/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/17914/01/01
nikyBanbHuit, 50 Ta KocMeTuKa, roToBOro Xopsaris TUNYy - NOAAHHSA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI peuyenma
mr/MAa, no 2,5 mn a.4. nikapcbKoro 3acoby, €® Ne RO-CEP 2016-071-Rev 03 /15 Aitoyoi pevoBuHN
abono5mny KOHTPO/b AKOCTI: AMopondiHy rigpoxnopuay Bif BXe 3aTBepayKeHOoro
hNakoHi pasom 3 LWaHenb Mepgikan, BMpo6HMKa OLON S.P.A., ITanis, Ta Sk Hacnigok
CNUPTOBMMMU IpnaHgjs; KoHTposb OHOBJIEHHSA NPOQINto «CynpoBiAHMX AOMILLIOK» B
cepseTkamu, SAKOCTi Ta BUMYCK cneumadikaii A®I
nuaoykamu ans cepii: Benyno, niku
OUMLLEHHS Ta Ta KocMeTuka, A.4.,
annikatopamu ans Xopsaris
HaHeCceHHs naky B
KapTOHHI nayui
169. | OHOPIO Tabnetkv no 5 mr, CaHpo3 CnoBeHis nepBuHHa Ta HimevunHa/ BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/12448/01/01
no 10 TabneTtok y PapmacbioTika BTOPMHHA ynakoBskKa, PymyHis/ TMNy - AAMIHICTPaTWBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro peuyenmom
6nicTepi; no 2, abo n3 a.a. KOHTPO/b, A03Bi/T HA | TypeuyunHa/ 3acoby - 3miHa Ha3swu J13: 3aTBepmkeHo: HEBIBOJIO/
no 3, a6o no 6, abo BUNYyCK cepil: MonbLa CAHAO3® / NEBIVOLOL SANDOZ®. 3anpornoHoBaHo:
no 9 6nictepis y Cantotac ®apma OHOPIO / ONORIO. BBefieHHS 3MiH NpOTArom 6-1u
KapTOHHI KOpooL;i 'm6X, HimeuumnHa; MiCALiB Mic/a 3aTBepAKEHHS
KOHTPONb:
C. K. CaHpos C. P.
N., PymyHis;
BVMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, NepPBUHHA
Ta BTOPUHHA
yMakoBKa, KOHTPO/Ib:
CaHpo3 Inak CaHaii
Be TikapeT A.C.,
TypeyunHa,
nepBuHHA Ta
BTOPWHHA ynakoBka,
KOHTPO/b, A03Bi/ Ha
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BUWMYCK Cepii:
Nek C. A, MonbLya;
BVPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY:
CaHpos 'pyn
Carnvik YpyHnepi
lnaknapi CaH. Be
Tik. A.C., TypeyumHa
170. | OPACENT® cnpeii opanbHuii 1,4 an "CTALA- Ykpaina damap A.B.E. peuis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/7397/01/01
%; no 177 mn cnpeto YKPATHA" ABNOH MnaHT TUNY - OHOB/IEHHA TEKCTY MapKyBaHHA yNakoBKN peyenma
y NNacTUKOBKX nikapcbKoro 3acoby 3 BHeCEHHAM iHdhopmaLi Woao
hnakoHax NoroTuny KOMNaHii.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicas
3aTBEPMAKEHHSA
171. | OPTANYTPAH® | po3uuH ANns iH'eKLuin, OpraHoH LLiBeiiuapis BetTtep-®apma HimevunHa/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/8192/01/01
0,5 mr/mn no 0,5 mn CeHTtpan Ict ®epTuryHr Mrméx i Higepnangn TMRY - 3MiHN Woao 6e3nekn/etekTMBHOCTI Ta peuyenmom
y nonepeaHbo X Ko. KI, HimeyunHa hapmakoHarnsigy. BeegeHHs abo 3miHn go
HanoBHEHOMY (BMPO6HMLTBO y3arasibHeHUX JaHnx nNpo cuctemy hapmakoHarnsgy
wnpuui; no 1 Hepo3schacoBaHol (BBEAEHHSA Y3araslbHEHUX AaHWX PO cUcTemy
LUNpu1LY pa3om 3 npoAayKLii Ta thapmakoHarnsgy, 3miHa yrnoBHOBaXXeHo! ocobu,
TrOMKOK 3 3aXNCHUM nepBMHHA yNakoBKa, BiNOBigabHOI 3a 3iiCHEHHA hapmakoHarnsagy;
KOBMa4ykoM y KOHTPO/Ib SIKOCTI); KOHTaKTHOI 0Cco6u 3 thapMakoHarnsgy 3asBHuKa A1
BigKpUTOMY BetTep-®apma 3[iliCHEHHS1 chapMakoHarnsay B YKpaiHi, K0 BOHA
nnacTMKoBOMy ®epTuryHr MrmoX i BiIMiHHA BiJ YNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 3a
NOTKY; No 5 NoTkiB y Ko. KI', HimeuunHa 3pjilicCHeHHs chapmakoHarnagy (BKYarUy KOHTaKTHi
KapTOHHI KOpooL;i (KOHTPO/Ib SIKOCTI); [AaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-gaiina
H.B. OpraHoH, cucTemu hapmMakoHarnsgy) - 3MiHa yrnoBHOBaXKeHO|
HigepnaHngn 0co6U 3asBHKKa, BiANOBIAa/IbHOT 3a thapMakoHarnsg,
(BTOpWHHA MponoHoBaHa pegakuis: MapiaHHa Bank-KopTeHpaag.
ynakoBKa, KOHTPO/Ib 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6U
AKOCTI, [03BiN Ha 3a8BHUKA, BiANOBiAaIbHOI 3a 3AiAICHEHHSA
BMNYyCK cepii) hapmMakoHarnisgy. 3miHa KOHTaKTHOT 0CO6U 3asiBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pegakuis: MoTuniHcbka OneHa
BiTaniiBHa. 3MiHa KOHTAKTHUX AaHNX KOHTAKTHOI 0CObun
3asBHKa, BiANOBIAANLHOI 32 34iiCHEHHS
hapmakoHarnagy B YkpaiHi. 3MiHa Micus 3iiiCHEHHS!
OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLie3HaxopKeHa MacTep- haiina cuctemu
chapmakoHarnsgy Ta iioro Homepa
172. | OTPUBIH Kpanni HasasbHi rCK LLiBeiuapis "CK KoHcblomep LLBeiuapis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3MiHu | 6e3 UA/5206/01/01
0,05 %; no 10 mny KoHcblomep Xenckep CAP/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peuyenma
hN1aKoHI 3 KPULLIKOHO- Xenckep Ta/abo agpecy 3asiBHMKA (BlacHMKa peecTpaviliHoro
nineTkoto; no 1 CAP/1 NocBiAYEHHS) - 3MiHA HA3BMW Ta afpecy 3asBHUKa
h1akoHy B (BBefEeHHs 3MiH NPOTArom 6-Tu MicsLiB micns
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
KapTOHHI nauui 3aTBEPMKEHHS); 3MiHM | TMNy - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHs Ta/abo agpecu micusa
NpoBaf)KEHHA AiS/IbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/OYaoUmn AiNbHUL
BUNYycKy cepii abo MicLie NpoBefEeHHSA KOHTPOIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BK/IOUAOUM BUMYCK Cepiid) - 3MiHa Ha3Bu Ta agpecu
BMpo6HUKa M3, 6e3 3MiHn Micuss BUpoOHULUTBA. 3MiHU
BHECEHO B IHCTPYKLiIO /19 MEAMYHOro 3aCTOCYBaHHS y
po3ginu «BupobHuk» Ta «MicLe3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NPOBapKEHHS 1ioro
[OISNbHOCTI» 3 BiANOBIAHNMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKy/ fikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS
173. | OTPUBIH Kpanni HazanbHi 0,1 rCK LLiBeiuapis "CK KoHcblomep LLBeiuapis BHECEHHS 3MiH [0 peecTpaLliiiHux maTtepianis: 3MiHu | 6e3 UA/5206/01/02
%; no 10 mny KoHcblomep Xenckep CAP/ UMy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenma
(hN1aKoHi 3 KPULLIKOHO- Xenckep Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviliHoro
nineTkoto; no 1 CAP/ NOCBI4YEHHST) - 3MiHa Ha3BM Ta agpecy 3asiBHUKA
(hN1akoHy B (BBefeHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
KapTOHHIN nayui 3aTBEPKEHHS); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHWN.
3miHa HalimeHyBaHHS Ta/abo agpecu micua
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NikapCbKOro 3acoby, BKIYaUN AiNbHULL
BMMYCKy cepii abo micLe NpoBeAeHHS KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a Ky BignoBigae BUpo6HMK/imnopTep,
BK/IOYAtOUM BUMYCK Cepiid) - 3MiHa Ha3BW Ta agpecu
BMPO6HUKa /13, 6e3 3MiHN MicLA BUPOOHMLTBA. 3MiHN
BHECEHO B iHCTPYKLit0 4151 MEAUYHOIO 3aCTOCYBaHHS y
po3ainu «BrupobHuk» Ta «Micue3HaxomxeHHs
BMPO6HMKA Ta agpeca MicLs NpoBafXXeHHs Moro
[iSNTbHOCTIi» 3 BiANOBIAHMMMW 3MiHAMU Y TEKCTI
MapKyBaHHs YNakoBKv Nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTArom 6-T1 MicALiB Nicns 3aTBEpPAKEHHS
174. | NAKNIMELAK KOHUEeHTpaT ans Mepak HimeyunHa AkBiga 'm6X, HimevunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/12530/01/01
po3unHy anA lesenbadT HimeuunHa Kopes TMRY - 3MiHN Woao 6e3nekn/etekTMBHOCTI Ta peuyenmom
iHdy3iiA, 6 Mr/M no dotop KAiHiwe (BMPOGHUK, L0 hapmakoHarnsigy. BeegeHHs abo 3miHn go
5 mn (30 mr) abo Lneuianbnpe Bignosigae 3a y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
16,7 mn (100 wmr), napate M6X KOHTpOnb/ (BBEAEHHSA Y3araslbHEHUX AaHWX PO cUcTemy
a60 50 mn (300 mr) BMNPOOYBaHHS thapmakoHarssgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
Y CK/ISAHOMY cepii ); BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
dhnakoHi; no 1 Komnacl'm6X, KOHTaKTHOI 0Cco6u 3 thapMakoHarnsgy 3asBHuKa A1
hnakoHy B KOPOOLi HimeuunHa 3[iicCHEHHS1 chapMakoHarnsay B YKpaiHi, SKLL0 BOHA

3 KapTOHY

(BUPOOGHUK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHs1); Megak
lesenbwadT chrop
KniHiwe

BiIMiHHA BiJ YNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 3a
3pjiicHeHHs hapmakoHarnagy (BKYaUy KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
cucTemu hapmMakoHarnsgy) - 3MiHa yrnoBHOBaXKeHO|
0Cc0o6M 3asBHMKA, BiNOBIAANLHOI 33 34iACHEHHS
hapmakoHarnsay. NponoHoBaHa pegakuisi: Dr. Barbara
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

LWneuiansnpenapat
e M6X, HimeyunHa
(BUPOOBHWK, L0
BignoBigae 3a
BTOPUHHE
nakyBaHHs1,
MapKyBaHHS,
HaHeCeHHs 3ax1cHol
nniBkn
(onuioHansHo),
KOHTPONb/BUNPOGYB
aHHA cepii i 3a
BUMYycK cepii); Mea-
IKC-Mpecc Mm6X,
HimeuunHa
(BUPOOGHUK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
HaHeCeHHs 3axX1CHOT
nniBKN
(onuioHanbHO));
OHkoTek ®apma
MpopakwH MbX,
HimeuunHa
(BUPOOGHWK, L0
BignoBigae 3a
BUNyCK doopMu in
bulk, nepsunHHe Ta
BTOPUHHE
nakyBaHHs1,
MapKyBaHHs,
KOHTPO/b/BMNPOGYB
aHHsa cepii ); CamsiHr
BiocdhapmaueyTikanc
KopnopeiiwH, Kopes
(BMPOBHUK, LLO
Bignosigae 3a
BMMNYyCK hopmu in
bulk,
KOHTPO/b/BMNPOGYB
aHHsA cepii)

Jogereit. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
0co6U 3asiBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy

175.

MAHTEHON

masb, 50 mr/r, no 30
ry Ty6i; no 1 Ty6i B
KapTOHHI ynakoBLi

"Xemodhapm"

Al

Cepbis

BMPOGHUWK rOTOBOIO
nikapcbKoro 3acooby,
nepBuHHE, BTOPUHHE

nakyBaHHs1,
KOHTpOb cepii:

Pecny6nika
Cepbis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianiB:BMNpaBaeHo TEXHIYHY NOMUIIKY Y TEKCTI
MapKyBaHHA NePBUHHOT (N. 6) Ta BTOPUHHOI (M. 9)
ynakoBKW NiKapCbKoro 3acoby, a came BKasaHi po3ainm
[0MNOBHEHO iHhopMaLli€to LWOAO TEPMIHY NPUAATHOCTI

6e3
peuyenma

UA/7848/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
"Xemodpapm" ALl N3 nicna nepLioro pos3kpuTTA
Bpwau, Bigain
BMPOGHMYA
ninbHUus LWabau,
Pecny6nika Cep6is;
BUPOBHUK,
BiANOBiAa/IbHWIA 32
BUNYCK cepil:
«Xemothapm» All,
Pecny6nika Cepbisi
176. | NEHTAKCUM® | nopoLuok CaHodpi PpaHuis CaHodpi Mactep, dpaHuia/ BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis:3miu || 3a UA/13010/01/01
BAKUWHA ANA | Haemophilus Mactep dpaHuia (NoBHWIA YropLmHa TMny - BUAANEHHS TecTy Histamine Sensitizing Activity peyenmom
MPO®INAKTUK | influenzae tuny b ta LMKN BUPOGHMLTBA, (HSA) 3 BUKOpUCTaHHAM MULLEi 3 napameTpiB
N BUDTEPII, cycneHsia ans 3anoBHEHHSA Ta BMNpobysaHHsa Acellular Pertussis Vaccines Ha cTagii
NPABLA, iH’ekuiii (0,5 mn) no niodgpinizauis Final Bulk Product. TepmiH BBEEHHS 3MiH - TpaBEHb
KALLUTHOKY 1 donakoHy 3 (cbnakoHm), 2023
(ALENKONAPH nopotukom T1a 1 BTOPUHHE
nn nonepeaHLo nakyBaHHs,
KOMMOHEHT), 3arnoBHeHOMY KOHTPO/b AKOCTI,
nonioMieNITY | wnpuuy (0,5 mn) 3 BUNycK cepii);
IHAKTUBOBAH | npuvikpinneHoto CaHodi-ABeHTiC
ATA rosikoto (abo 2 Mpaiisit Ko. T4,
BAKUWHA ANA | okpemMuMu rosikamm), Mnatdopma
APO®PINAKTUK | wo mictutb NOricTkM Ta
N IHOEKLJIIA, cycrneHsito ans ONCTprbyUii y M.
CNPUYMNHEHWM | iH'eKwiil, B KAPTOHHIi Bypanewr,
X Kopob6ui; no 1 YropLmHa
HAEMOPHILUS | donakoHy 3 (BTOpUHHE
TANY B nopotukom 1a 1 nakyBaHHs1, BUMYCK
KOH’FOrOBAH nonepegHbL0 cepii)
A, 3anoBHeHoOMY
AACOPBOBAH | wnpuuy (0,5 mn) 3
A NPUKPINIEHO
rosikoto (abo 2
OKpemVMU rofnikamu),
L0 MICTUTb
cycrneHsito ans
iH'ekuil, B
cTaHAapTHO-
€KCMOPTHIN
ynakoBLi, sika
MIiCTUTBCA Y
KapTOHHI kopobui (3
IHCTpyKLieto ans
MeANYHOro
3aCTOCYBaHHS)
177. | NEPNHAONPU TabneTku, BKpUTI TeBa I3painb AT YropLumHa BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 3a UA/14925/01/02
NIHAANAMIA- NNiBKOBOK dapmaueBTika dapmaueBTUYHUI TMNY - 3MiHW BHECEHI A0 iHCTPYKUIi A/19 Megn4Horo peyenmom
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
TEBA 060s10HKo0, no 2,5 n lHaacTpi3 3aBog TEBA 3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3ain "MobiyHi
mr/0,625 wr; no 30 nra. peakuii” BignoBigHO 40 OHOBNEHOT iHhopMaLi LWoao
Tabnetok y 6e3nekun gjtoyoi pevyoBnHU. BBeAEHHS 3MiH NpOTArom 6-
KOHTeliHepi; no 1 TV MicsILiB nicns 3aTBepOKeHHS
KOHTeliHepy B
Kopoo6Li
178. | NOMANIAOMIA, | kancynu TBepgi no 2 Mictpan AHrniA BVPOGHMLTBO IcnaHis/ BHECEHHS 3MiH 1O peecTpavjiiiHuX maTepianiB: 3MiHa - UA/18109/01/01
-BICTA mr; in bulk: no 21 Kenitan (NOBHWIA LWKN): Yecbka 3asBHUKA (BNacHMKa peecTpaLiiHoro nNocBig4yeHHs!)
Kancyni'y conakoHi; MeHemKMeHT CiHTOH Xicnanis, Pecny6nika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) BeeaeHHs
no 1 dpnakoHy B Nimitep C.J1.,, IcnaHis; 3MiH NPOTArOM 6-TW MiICALIB NiCNA 3aTBEPXKEHHS
iHAMBIAYanbHii KOHTPOb AKOCTI
KapTOHHI kopobuyj, (hi3vKo-XiMiuHWMiA):
no 126 KapTOHHUX KBiHTa-AHaniTika
Kopo6okK (Nel) y c.p.o., Yecbka
TpaHCNOpTHOMY Pecnyb6nika;
KOpOooGi KOHTPO/b AKOCTI
(mikpobionoriyHui):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika
179. | NOMANIAOMIA, | kancynu TBepgai no 2 MicTtpan AHrnis BVMPOGHULTBO Icnanis/ BHECEHHSA 3MiH 10 peECTpaLiiiH1X maTepianis: 3miHa 3a UA/18299/01/01
-BICTA Mr; no 21 kancyniy Kenitan (NOBHWIA LMKN): Yecbka 3asiBHMKA (B/1aCHMKA PeECTPaLiiHOro NoCBigYEHHS) peuyenmom
thnakoHi; no 1 MeHeKMeHT CiHTOH XicnaHis, Pecny6nika (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BeefeHHs
NaKoHy B Nimiten C.J1., IcnaHis; 3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBEPAXEHHS
KapTOHHI KOpOO6Lyj; KOHTPO/b SKOCTi
no 7 kancyny (hi3viKo-XiMiuHWMiA):
6nictepi; no 3 KBiHTa-AHaniTika
6nictepn B C.p.o., Yecbka
KapTOHHI Kopo6Lli Pecny6nika;
KOHTPO/Ib AKOCTI
(mikpob6ionoriuHuni):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika
180. | NOMANIAOMIA, | kancynu TBepgi no 3 Mictpan AHrnis BVMPOGHMLTBO Icnanis/ BHECEHHS 3MiH O peecTpavjiiiHuX MmaTepiasiB: 3MiHa - UA/18109/01/02
-BICTA mr; in bulk: no 21 Kenitan (NOBHWIA LWKN): Yecbka 3asBHUKA (BNacHMKa peecTpauiiHoro nNocBig4eHHs)
Kancyni 'y conakoHi; MeHefXMeHT CiHTOH Xicnaris, Pecny6nika (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BeeaeHHs
no 1 conakoHy B Nimiten C.J1., IcnaHis; 3MiH NPOTArom 6-Tu MICALIB NiCNA 3aTBEPMAKEHHS
iHAMBIOYanbHii KOHTPO/b AKOCTI
KapTOHHi KopobLj, (chiznko-xiMiyHwmiA):
no 126 kapTOHHUX KBiHTa-AHaniTika
KopobokK (Nel) y C.p.o., Yecbka
TpaHCNOpTHOMY Pecnyb6nika;
KOpOoGi KOHTPO/Ib SKOCTI
(mikpobionoriyHui):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika
181. | NOMANIAOMIA, | kancynu TBepai no 3 Mictpan AHrnis BUPOGHMLTBO IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHa 3a UA/18299/01/02
-BICTA Mr; no 21 kancyniy Kenitan (NOBHWIA LMKN): Yecbka 3asiBHMKa (B/1aCHMKA pPeECTPaLiiHOro NOCBigYEHHS) peyenmom
donakoHi; no 1 MeHemKMeHT CiHTOH XicnaHisi, Pecny6nika (3rigHo Hakaszy MO3 Big 23.07.2015 Ne 460) BeeggeHHs
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
chnakoHy B Nimiten C.J1., IcnaHis; 3MiH NPOTArom 6-Tu MIiCALIB NiCNs 3aTBEPIKEHHS
KapTOHHI kopobuyj; KOHTPO/b AKOCTI
no 7 kancyny (hi3vKO-XiMiuHWMiA):
6nicTepi; no 3 KBiHTa-AHaniTika
6nictepu B C.p.o., Yecbka
KapTOHHI Kopo6Lyi Pecny6nika;
KOHTPO/b AKOCTI
(MikpobionoriyHmi):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika
182. | NOMANIAOMIA | kancynu TBepai no 4 Mictpan AHrnis BUPOGHMLTBO IcnaHis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3MiHa - UA/18109/01/03
-BICTA mr; in bulk: no 21 Kenitan (noBHWIA LuKN): Yecbka 3asBHUKa (BNacHvKa peecTpauiiHoro nocBig4yeHHs)
Kancyniy dhnakoHi; MeHeKMeHT CiHTOH XicnaHis, Pecny6nika (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BeefeHHs
no 1 dpnakoHy B Nimiteq C.J1., IcnaHisi; 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAKEHHS
iHAMBIAYyanbHin KOHTPO/Ib SKOCTI
KapTOHHi kopobuyj, (pi3viKo-XiMiuHWMiA):
no 126 kapTOHHUX KBiHTa-AHaniTika
Kopo6ok (Nel) y C.p.o., Yecbka
TpaHCNOPTHOMY Pecny6nika,;
KOpOoobi KOHTPOb AKOCTI
(mikpobionoriuHuni):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika
183. | NOMANIAOMIA | kancynv TBepai no 4 Mictpan AHrnis BUPOGHMLTBO Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3mMiHa 3a UA/18299/01/03
-BICTA Mmr; no 21 kancyniy Kenitan (NoBHWIA LWKN): Yecbka 3asBHUKa (BNacHVKa peecTpauiiHoro NocBig4yeHHs!) peuyenmom
dnakoHi; no 1 MeHeXMeHT CiHTOH Xicnaris, Pecny6nika (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BeeaeHHSA
nakoHy B Nimiteq C.J1., IcnaHisi; 3MiH NPOTAroM 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS
KapTOHHI kopobuyj; KOHTPO/b AKOCTI
no 7 kancyny (chiznko-xiMiyHmi):
6nicTepi; no 3 KBiHTa-AHasiTika
6nictepu B c.p.o., Yecbka
KapTOHHi KopobLyi Pecny6nika;
KOHTPO/Ib AKOCTI
(mikpobionoriyHui):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
184. | NPEAYKTAN® Kancynu ne PpaHuis 3AT YropwmHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/17645/01/01
of 40 MI NPOJIOHrOBaHOI fji NNTABOPATYA dapmaveBTUYHUIA TUny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
TBepai, no 40 mr; no P CEPB'E 3aBog ElIC thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO [0
10 kancyny IHCTPYKLUIT AN1S MEeAUYHOr0 3aCTOCYBaHHS JiKapCbKOro
6nictepi; no 3 a6o 9 3acoby A0 po3giny "OcobamMBOCTi 3aCTOCyBaHHSA", a
6nicTepiB y kopobui came, AONOBHEHO iH(DOPMALLE0 LLOA0 TECTY Ha AONiHT
3 KapTOHY npu 3acToCyBaHHi cnopTcMeHamu. BBegeHHs 3MiH
NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPMKEHHS; 3MiHM |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKnii 3acib.
CTabinbHicTb. 3MiHa y TepMiHax npuaaTHoOCTi abo
ymoBax 36epiraHHs rotToBOro Nikapcbkoro 3acoby
(36i/1bLUEHHS] TEPMiIHY NPUAATHOCTI TOTOBOTO J1iKApCbKOro
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3aco6y) - [N ToproBoi ynakoBku (MigTBEPAXKYETLCS
[aHUMU peasibHOro Yacy) - 36iNbLUEHHS TepMiHy
NPUAATHOCTI TOTOBOIO JiKAPCbKOr0 3ac06y Ha OCHOBI
NO3UTUBHUX pPe3y/bTaTiB [OBrOCTPOKOBKX AOCAIMKEHD
CcTabinbHOCTI y peasibHOMY Yaci: 3aTtBepipKeHo: TepMiH
npugaTHocTi: 30 micsAuiB 3anponoHoBaHo: TepMiH
npugaTHocTi: 3 poku 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTocyBaHHA MikapCbKoro 3acoby Ao
po3giny "TepmiH 36epiraHHs", a came 36i/1bLLEHO TEPMIH
36epiraHHA Ao 3 pokiB. BBegeHHs 3MiH MpoTAaroM 6-Tm
MiCALIB Nic/A 3aTBeKEHHS
185. | NPEAYKTAN® Kancynm ne dpaHuis 3AT YropLmHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasis: 3MiHu | 3a UA/17645/01/02
oA, 80 MIr NPOJIOHroBaHoI Al JTABOPATYA dapmanleBTUUHNI TUny - 3MiHK LWoao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
TBepAi, no 80 mr; no P CEPB'E 3aBop ElC hapmakoHarnagy (iHwi 3MiHn) - 3MiHY BHECEHO [0
10 kancyny IHCTPYKUIT ANS MEANYHOTO 3aCTOCYBaHHS JiKapCbKOro
6nicTepi; no 3 abo 9 3acoby Ao posainy "OcobnvBoCTi 3acTocyBaHHS", a
6nicTepis y Kopobui came, JOMNOBHEHO iH(hopMaLLieto OO TECTY Ha AONIHT
3 KapToHYy npw 3acToCyBaHHi cnopTcMeHaMu. BBefeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPIKEHHS; 3MiHW |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMmiHax npugatHocTi abo
ymoBax 36epiraHHsi FoTOBOr0 Nikapcbkoro 3acoby
(36iNbLUEHHSA TEPMIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby) - s ToproBoi ynakoBku (NigTBEpPAXKYETLCA
[JaHVMK peasibHOro Yacy) - 36i/1bLIEeHHS TEPMIHY
NPUAATHOCTI FOTOBOrO JiKAPCbKOro 3ac06y Ha OCHOBI
NO3UTUBHUX Pe3ynbTaTiB AOBrOCTPOKOBUX LOCAIAKEHD
CTabiNIbHOCTI y peasibHOMY Yaci: 3aTBeppKeHo: TepMiH
npugatHocTi: 30 micAuiB 3anponoHoBaHo: TepMiH
npuaaTHoCTi: 3 poku 3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3ainy "TepmiH 36epiraHHsa", a came 36i/bLLEHO TEPMIH
36epiraHHsa fo 3 pokis. BBegeHHs 3MiH npoTsarom 6-Tu
MicSLIB Micnsa 3aTBeKEHHSA
186. | MPIOPUKC- niogpinizoBaHwii nakcoCmiTKn Benuka nakcoCmiTKnaiiH Benbris BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/16549/01/01
TETPA™ NOPOLLOK A/15 SiH Ekcnopt BpuTaHis Bionogxikans C.A. TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peuyenmom
KOMBIHOBAH iH’ekUild; 1 donakoH 3 Nimiten CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
A BAKUVHA MOPOLLUKOM Y PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
Aanda KOMMEKTi 3 (BUlyYEHHS YNaKoBKM MEBHOrO po3mMipy) - BuganeHHs
MPO®INTAKTUK | po3umHHMKOM (BOoga ynakoBku Nel0; 3miHu | Tuny - 3miHu 3 siKocTi. FoTOBMIA
N KOPY, ANA iv'ekujid) no 0,5 nikapcbkuit 3aci6. Cuctema
ENIAEMIYHOI M (1 gosa) y KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3miHa po3mipy
O NAPOTUTY, nonepegHL0 yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (BU1y4YeHHs
KPACHYXWU TA HanoBHeHOMY ynakoBK1 NEBHOTO PO3Mipy) - BuganeHHs ynakosku
BITPAHOI wnpuyi (y KomnaexTi Ne100; 3MiHu | Tuny - 3MiHN 3 AkoCTi. FoToBUIA
BICMNN, XXUBA 3 iBOMA rosikamu nikapcbkuii 3aci6. Cuctema
ATEHYNOBAH ab6o 6e3 ronok) abo KOHTeliHep/3akKyrnopoBasibHWiA 3aci6. 3MiHa po3mipy

A

y aMnynax y

YNaKOBKM FOTOBOTO JlikapcbKoro 3acoby (BUyYeHHst
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BaKyyMHiil yNakoBKM MEBHOTO PO3Mmipy) - BuaaneHHs ynakoBku
CTEpPUNbHIl Ne10; 3miHuM | TUny - 3MiHM 3 AKOCTi. FOTOBWIA NliKapCbKMiA
ynakosui; no 1 3aci6. Cuctema KoHTelHep/3akynoptoBasibHUI 3aci6.
BaKyyMHiil 3MiHa po3Mmipy ynakoBKM rOTOBOrO MiKapCbKoro 3acoby
CTEPWUNbHIl yNakoBLi (BUyYEHHA yNakoBKU NEBHOro po3mMipy) - BuganeHHs
Y KapTOHHIli KOPOO6L; ynakoBku Ne20; 3miHu | Tuny - 3miHu 3 sKocTi. FoToBMIA
1 chnakoH 3 nikapcbkuii 3aci6. Cuctema
NOPOLLKOM Y KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
KOMM/IEKTI 3 yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUyYeHHS
PO34MHHKKOM (BOAA yNakoBK1 NEBHOTO PO3Mipy) - BB1AaneHHa ynakoBku
ons iH'ekuyjin) no 0,5 No50; 3MiHuM | Tuny - 3MiHM 3 AKOCTi. FTOTOBWIA NliKapCbKuii
mn (1 posa) y 3aci6. Cuctema KoHTeliHep/3aKkynoptoBanbHUii 3aci6.
nonepegHbL0 3MiHa po3Mmipy ynakoBKM rOTOBOrO MiKapCbKoro 3acoby
HanoBHEHOMY (BMNyYeHHs ynakoBKM NEBHOTO Po3Mipy) - BuaganeHHs
LINpULi Y BaKyyMHii ynakosku NelO
CTepUnbHIl
ynakosLi; no 1
BaKyyMHii
CTEPWU/IbHIl yNakoBLi
Y KapTOHHIi1 kopobuy;
1 chnakoH 3
MOPOLLKOM Yy
KOMM/IEKTi 3
PO34YMHHMKOM (BOAA
ons iH'ekyiin) no 0,5
mn (1 fosa) B
amnyni y BakyyMHii
CTepUnbHIl
ynakosLi; no 1
BaKyyMHii
CTEPW/IbHIl yakoBLi
Y KapTOHHIi1 kopobui
187. | NPOCMNAH® nacTwikv gns Exrensrappg, HimeuunHa Bongep HimeuunHa BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/0672/05/01
NACTUNKN PO3CMOKTYBaHHSA No ApuHarimitTen ApuHaiimiTTens TUMY - BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema peyenma
ana 26 wr, no 10 b M6X & 'v6X & Ko. KT, KOHTelHep/ 3aKynoprBasibHWiA 3aci6, a came: -
PO3CMOKTYB nacTuiok y énictepi; Ko.KI HimeuunHa [JlonasaHHA anbTepHaTMBHOro noctavanbHuka (Aluberg
AHHA BIA, no 2 6nictepu B (Bpo6HYK in bulk); S.p.A.) Ana aloMiHieBOT honbrv Ta BiANoBigHA
KALLUIHO KapTOHHI KopooLyi EHrensrapg afanTauis cneundikauii noctavansHvka. Cneundikais
ApuHalimiTTeNnb [,00aTKOBOr0 nocravasibHvKa 3a napameTpom 3arasibHa
m6X & Ko. KT, TOBLUMHA i 3arajibHa Bara 3HaxoAnTbCA B MeXax Bxe
Himeyumna 3aTBEPKEHOr0 NocTavasibH1Ka Amcor, TOoBLUMHA
(nepBuHHe Ta antoMiHiEBOT (DO 3 ypaxyBaHHSM 4OMNYCKiB
BTOPUHHE 3a/IMLWAETLCA HE3MIHHOLO. - OHOB/IEHO JOKyMeHTaLito
nakyBaHHS, BUNYCK noctavasnbHuka Ha nnisky MBX Big noctavanbHUKa
cepii) Perlen Packaging
188. | NYNbMIKOPT NOPOLLOK A5 AcTpa3eHeka Lseuis AcTtpa3eHeka Ab Lseuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/5552/02/01
TYPBYXANEP iHransauii, 100 Ab TUMY - 3MiIHW BHECEHO [10 IHCTPYKUIT 4718 MeANYHOro peyenmom
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
MKr/go3a no 200 fo3 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao posainy "Cnocio
y NNacTukosBomy 3aCcTOCyBaHHSA Ta 031" BUAasieHHs iHhopmMauii Wwoao
iHransaTopi, no 1 niAroTOBKM iHransTopa Ans BUKOPUCTaHHSA. BBeaeHHsA
iHransATopy B 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPAKEHHS; 3MiHM
KapTOHHI KopooLyi Il TMNY - 3MiHW BHECEHO [0 IHCTPYKLiT A8 Me4U4HOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmBocTi" nigpo3ain”
dapmakoguHamika"(pesakuiliiHi npasky) , "B3aemogis 3
HLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHsA
rpyaae”, "TobiuHi peaxuii”.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
189. | NYNbMIKOPT NOPOLLOK A/1A AcTpa3eHeka LLsewis AcTtpa3eHeka Ab LLiseuis BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/5552/02/02
TYPBYXANEP iHransuii, 200 ABb TUMY - 3MiHW BHECEHO [0 IHCTPYKLUiT 4519 MeANYHOro peyenmom
MKr/go3a, no 100 3acTocyBaHHSA fikapcbkoro 3acoby Ao po3gainy "Cnocié
[03 Y NN1acTUKOBOMY 3acTocyBaHHA Ta A403W" BUugasneHHs iHopmadii woao
iHranaTopi, no 1 niAroToBKy iHransaTopa 4151 BUKOPUCTaHHSA. BBefeHHA
iHransaTopy B 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS; 3MiHU
KapTOHHI KOpOOL; Il TMRY - 3MiHW BHECEHO [0 IHCTPYKLii 4519 MegMYHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BnactusocTi" nigpo3ain”
dapmakoguHamika"(pegaxuiiini npasky) , "B3aemogis 3
iHLIMMK NiKapCbKMKM 3acob6amMm Ta iHLWi B1uam
B3aemogiit", "Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi ab0 rogyBaHHs
rpyaat”, "TobiuHi peakuii”.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPMAKEHHS
190. | PEBOHATUB PO3YMH ANS iH'EKLIN, OkTathapma ABCTpis Oxtathapma AB, Lsewis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/14323/01/01
625 MO/mn; no 1 mn | dapmauesTuk LBeLis (BUPOBHUK, HimeuunHa UMYy - 3MiHW 40 MeToAy BUNPoByBaHHSA roTOBOro peuyenmom
B amnyni abo no 2 a BiANOBIAa/IbHWI 32 NiKapcbKoro 3acoby 3a NokasHMKoM “Po3nogisn 3a
M B amnyni, no 1 MpoaykTioHcre BMPOGHMLITBO 3a po3Mipamyt Monekyn": BUK/IIOYEHHSA KOHTPO/IbHOTO
amnyni B c. M.6.X. NMOBHMM LMKIOM, 3a

naacTyKoBIl
6niCTepHili ynakoBLi,
no 1 nnacTukoBiii
6licTepHili ynakoBL,ji
B KapTOHili KOpPOO6Li

BUK/TIOYEHHAM
BTOPUHHOI
ynakoBKMu);

OkTachapma [leccay

vM6X, HimeuunHa
(BUPOGHUK,

BiANOBIAa/IbHMIA 32
BTOpWHHE
nakyBaHHs)

3paska 2 3 TeCTy Ha NPUAATHICTb CUCTeEMH,
BMNPOBa/PKEHHA HOBOTO KOPMOPATVBHOIO KOHTPO/IbHOTO
3paska (C589CTRO06, Octagam 10%) Ans 3aMiHn
KOHTPO/IbHOrO 3paska 1 Ta OHOB/IEHHS MeXi KiflbKiCHOro
BM3HaueHHs (LOQ) ans nonivepis;
3MiHM | TUNY - 3MiHW A0 MeToAy BUNpobyBaHHSA "dakTop
Xla-nofibHoT akTUBHOCTI": BUKHOYEHHS NOBTOPHUX
BMNPOGYBaHb. PefakuiiHi 3MiHn y cneundikawii
roToBOro Nikapcbkoro 3acoby: 3miHa Ha3Bw TecTy 3
“HBsAQ” Ha “AHTuTiNa o HBSAQ”; 3MiHu | Tuny -
[LOMOBHEHHS PO3Ainy «YMOBU 36epiraHHs» iHhopMauieo
CTOCOBHO YMOB 36€epiraHHs KiHLEBOro NpoayKTy npu
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Temnepartypi Hwkye 25 ° C npoTaroM 1 micaus B mexax
BXE 3aTBEPIKEHOro TepMiHy 36epiraHHs.
3anponoHoBaHo: YMO0BU 36epiraHHs: 36epiratu npu
Temnepartypi Big 2 °C 1o 8 °C (B X0N04WUTbHUKY).
36epirati amnyv B OpUriHasIbHINA ynakoBLi AN 3aX1cTy
Big, cBiT/1a. He 3amopoxyBatu. 36epirati B
HeAoCTYNHOMY ANS AiTel Micui. B mexax TepmiHy
npuAaTHOCTI NliKapCbkuWii 3acib6 MoxHa 36epiraTv Npu
Temnepartypi Ao 25°C (He B X0noaubHWKY) A0 1 micsaus.
AKLW0 Nikapcbkunii 3aci6 He 6yn0 BUKOPUCTAHO NPOTArom
1 micsaus, iioro Heob6XigHO yTrnisyBaTu. 3MiHN BHECEHO B
IHCTPYKL,itO0 4719 MEANYHOIO 3aCTOCYBaHHS iKapCbKOro
3aco6y y po3ain «YMoBM 36epiraHHs»; 3MiHuW I Tuny -
3MiHa KpUTepito NPUIAHATHOCTI NPU BUMYCKY Y
cneumdikaLii roToBOro Nikapcbkoro 3acoby 3a
nokasHNKoM «KinbkicCHe BU3HaYeHHS. AKTUBHICTb aHTW —
D». 3anponoHoBaHo: = 682 MO/mA.
191. | PECUTAP TabneTku, BKpUTI AT "Apawvef MonbLa AT "Apawves MonbLua BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/18471/01/01
NNiBKOBOKO Papma” dapma” TUMY - 3MiHW BHECEHi B TEKCT MapKyBaHHS1 NEPBUHHOI peyenma
o06on0oHKoto, no 1,5 yNakoBKM NiKapcbKoro 3acoby (fofaBaHHsA iHhopmaui
mr, no 50 TabneTok LLIOA0 N10roTMNy KOMMaHii Ta NPUBEAEHHS CXEMU
B 6nicTepi, no 2 npuiiomy nikapcbKoro 3aco6y y BiANOBIAHICTb 3
6nictepa B iHhopmaLieto, 3a3Ha4YeHOI0 B IHCTPYKLT AN1A MeUYHOro
KapTOHHI KOpoOL; 3acTOCyBaHHS)
192. | POKCUMNIM NOPOLLOK A/1A TOB "YOPN[ Ykpaina dapmaBixH CaH. Be TypeyunHa BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianiB: 3MiHa 3a UA/15288/01/01
PO3UMHY ANA iH'EKLil MEONLUNH" Tipk. A.LL. 3asBHUKa (B1ACHMKa peecTpaLiiiHOro NocBigYeHHs) peuyenmom

no 1,0 r; 1 donakoH 3
NOpOLLKOM B
KOMMNNekTi 3 1
ammnynot
po34mnHHKKa (BoAM
ONA iH'ekujid) no 10
MJ/TY KapTOHHIW
Kopoo6Li

(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) TepmiH
BBEJEHHS 3MiH - NPOTAroMm 6 MicsLis nicns
3aTBEPMKEHHS; 3MiHM | TNy - 3MiHK LWoA0

6e3nekn/edhekTBHOCTI Ta hapMakoHarisgy. BeeaeHHs
ab0 3MiHW [0 y3araslbHEHNX AaHNX Npo cuctemy

thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarisgy, 3MmiHa ynoBHOBaXKeHO!

ocobwu, BignoBifanbHOI 3a 34iliCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0Cco6u 3 thapMakoHarnsgy 3asBHuKa A1

3[iliCHEHHS1 chapMakoHarnsay B YKpaiHi, KLU0 BOHA

BiIMiHHA Bif YNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 32
3pjilicCHeHHs hapmakoHarnagy (BKYarUy KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa ynosHOBaXKeHol
ocobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsg,.

Litouva pepgakuis: Casiwesa Jlapuca / Savishcheva

Larisa. MNponoHoBaHa pefakuis: Myano NaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHWX

YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a

papMakoHarnsia. 3miHa Micus 3ilCHEeHHS OCHOBHOI
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
AisnbHOCTI 3 dhapmakoHarniagy. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy
193. | POTAPUKC™/ CycCreHsis opa/ibHa nakcoCmitKn Benvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/13060/01/01
ROTARIX™ (1,5 mn/po3sy), no 1 siH EkcnopT BpuTaHis Bionoaxikan3 C.A. TUNY - BUSTYYEHHS BUPOOHUYOT AinbHuLi GlaxoSmithKline peuenmom
BAKUWHA ANA | abono 5 Nimiteq Biologicals S.A., 89, rue de I'Institut (Building RX46),
MPO®INNAKTUK | nonepenHbo 1330 Rixensart, BignoBigasibHOI 3a CTafito HaNoOBHEHHSA
n 3arnoBHeHnx
POTABIPYCHO | opanbHux
T IHOEKLYJI annikartopie a6o Ty6
B KapTOHHIi1 kopobui
194. | CANNODA/IbK CycrneHsis [p. danbk HimeuunHa BignosigansHuii 3a Himeuunxa/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu | 3a UA/3745/02/01
pekTanbHa, 4 r/60 ; dapma M'mb6X BWMYCK Cepiii LBeiiuapis TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom

no 60 r cycnexsii y
KNi3mi; No 7 KNiam y
6nicTepax B KOpooOLi
3 KapTOHY

KiHLLEBOro NPOAYKTY
Ta anbTepHaTUBHe
BTOpWHHE
nakyBaHHs:

[p. ®anck dapma
'vm6X, HimeuunHa;
Bupo6HuK
[,030BaHOi hopmu,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
Bichop CA
LiBaviHigepnaccyHr
Megixemi ETTiHreH,
LBeliuapis;
NozaH ®apma M'vbX,
HimeuunHa,;
Brpo6HuKK,
BiAMOBIAa/TbHI 3a
KOHTPO/b SKOCTI:
NosaH ®apma M'vbX,
HimeuunHa;
Bichop CA,
LBeliuapis;
Bioekzam Al
LBeiiyapis;
HaykoBo-gocnigHwia
iHCTUTYT Xennenep
vM6X, HimeuunHa

y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapPCbKOro
3acoby (3aMiHa abo fofaBaHHsA AiNbHULI, Ha Kl
3AiiCHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii) —
[ofaBaHHs BUpobHuka Bidhop CA, PyT ge MoHkop 10,
1752 Binnap-ctop-InaHx, LWeeliyapis (Vifor SA, Route de
Moncor 10, 1752 Villars-sur-Glane, Switzerland), wo
BiANOBIAA/IbHWIA 32 KOHTPOAO AKOCTI [/13; 3MiHM | TNy -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHULITBI. 3MiHa iIMNopTepa/3MiHK, LLIO CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapPCbKOro
3acoby (3aMiHa abo fofaBaHHA AiNbHULI, Ha Kl
3AiiCHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii) —
[ofaBaHHA BMPOOHUKa Bioeksam AlN, Maiirogutpacce
95a, 6006, /ouepH, LLBeliyapia (Bioexam AG,
Maihofstrasse 95a, 6006, Luzern, Switzerland, o
BiANOBIAA/IbHWIA 32 KOHTPOSb AKOCTI M13; 3MiHM | TMNYy -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3MiHa napameTpis
crneungikauiii Ta/abo 4ONyCTMUX MEX FOTOBOro
nikapcbKoro 3aco6y (iHWi 3MiHN) — BeAeHHS
nepiogNYHOCTI KOHTPO/IKO 3@ NOKA3HUKOM
«Mikpob6ionoriyHa ymcToTa» y cneungikaL,ito Ha BUNycK
— TecTyBaHHS MiKpOGiO/IOriYHOT YACTOTN BUKOHYETLCA B
pamMKax MOHITOPUHTY SIKOCTi Ans KoxHoi 10-1 napTii
LLlOHaliMeHLUe ABidi Ha piK; 3MiHW | TNy - 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cnevumdikadii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKOro 3acoby
(monoBHeHHs abo 3aMiHa NokasHuka cnewudikauii 3a
pesynbTaTamu AocnigpkeHb 3 6e3neku abo sKocTi (3a
BMHSITKOM JTiKapCbKMX 3ac06iB
6i010riYHOro/iMyHO/OrYHOTO MOXOMKEHHS)) —
3aTBEPMKEHNI METOZ, BU3HAYEHHS NapaMeTpy
cneundikauii «B’A3KiCTb» 3aMiHEHWII METOAOM 3
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

BUKOPVCTAHHAM BIiCKO3MMETPIB 3 KOHLEHTPUYHUMMU
uuniHgpamu BignoBigHo fo sumor EP 2.2.10. B
pe3ynbTaTti BUMIpIOBaHHA OyayTb OTpMMaHi abCoNoTHI
3HaYeHHs B'A3KOCTI, SKi MOXHa bye NopiBHATY 3
abCoMOTHUM 3HAYEHHSIMW, OTPUMAHUMU Ha iHLLIOMY
obnagHaHHA. FK HacnifoK, 3MiHa HOPMYBaHHS
cneuudikaLii y 38’a3Ky i3 3aMiHOIO MeToay
BUMIpHOBaHHS; 3MiHU | TUNy - 3MiHK 3 siKOCTi. FOoTOBUIA
nikapcbkuii 3aci6. KOHTposib roTOBOro Nikapcbkoro
3acoby. 3MiHa y MeToax BUNPOGyBaHHS rOTOBOrO
nNiKapcbKoro 3acoby (iHLWi 3MiHW) — BHECEHHS HE3HAYHUX
3MiH [0 MeToAVKY BUNpobyBaHHA /13 3a nokasHUKOM
«YucToTa Ta KiNbKiCHe BU3HAYEHHS», L0 NONAraoTb Y:
BUAaNEHHS IHopMaLiT LoA0 TUCKY ANS KONOHKM BEPX,
OHOB/IEHO (HOPMYNV PO3PaxyHKIB AN KifIbKICHOTO
BMiCTy, MeToAMKa 3a/meHa 6e3 3MiH. [loaaTkoBo
BHECEHI peflakLjiliiHi NpaBky A0 METOAIB aHasli3y 3a
nokasHukamm «Onuc cycnexsii», «Konip posumHy»,
«OHOPIgHICTb 1030BaHMX OAMHULBY, «pH», «Po3mip
4YacTok», «laeHTudikayis»; 3mMiHu | TMny - 3MiHW 3 AKOCTI.
CeprtuchikaT BignosigHocTi/l'E-cepTudikar BiaNoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, L0
BMKOPMCTOBYHOTLCSA Y BUPOOHULTBI ADI; 4515 AONOMDKHOT
peyoBuMHYM (cepTudiikaTt BiANOBIAHOCTI EBpONenchbkili
thapmakonei) - OHOBEHUIA cepTudpikart Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA — NogaHHsA oHoBneHoro CEP
Ne R1-CEP 2004-049-Rev 04 gna A®| mecanasuHy Bif
3aTBepAKeHoro BMpo6HuKa Erregierre SPA, Italy; 3miHu |
Tuny - 3miHn 3 skocTi. CepTuddikaTt BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. 3mMiHK, NOB'A3aHi 3
HeoOXiAHICTIO NPUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii JdY abo EBponeiicbkoi chapmakonei, abo
IHLWOT HaujioHanbHOT thapmakonei gepxasn €C (3MiHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkii hapmakonei, abo iHLLUIA HaLioHaNbHIl
thapmakonei gepxasu €C) — npuBefeHHs cneumdikawii
A®| mecanasuHy (5-amiHocaniumIoBOi KUCNOTH) Y
BiANOBIAHICTb A0 BUMOr MOHorpadii EP. B 3B's3ky 3
NpoBaPKEeHHAM kepiBHUX npuHumnis ICH Q3D 6yno
BWyYeHO BUNPOOYBaHHA Ha Baxki MeTanu (2.4.8)
[lopatkoBO BHeCEHI pefakLiiiHi npaBku:

Y po3gini 3.2.S.4.1 cneumndikauis posgineHa Ha
3arasibHy YacTUHY Ta YacTVHY, L0 CTOCYETbCSA
nocravanbHUKiB. BignosigHo go EP 3arasibHa YyactuHa
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

MICTWTb y yCi BUNPOByBaHHsA Ta po3Mip YyacTok. YacTuHa,
LLI0 CTOCYETbCA NOCTavYa/IbHUKa, MICTUTb BUNPOGYBaHHS,
AKi CTOCYHOTbCS BUK/TIOYHO OKPEMOTO NocTavyasibHUKa,;
3MiHY | Tuny - 3MiHK 3 akocTi. A®I. BupobHuuTBo. 3MiHa
BMPOOHUKA BMXiAHOrO/NMPOMIXXHOrO NPOAYKTYy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOBOHMYOMY npoueci AP,
abo 3miHa Bpo6HYKa (BKNOYaun, ae HeobxigHo, MicLe
npoBeAeHHs KOHTPOAo AkocTi) APl (3a BigcyTHOCTI
cepTuchikaTa BiANOBIAHOCTI €BpONeiichbkili hapmakonei y
3aTBEPAXEHOMY [0CbE)(BBEAEHHS HOBOI AiNbHUL, Ae
3[iICHI0ETLCSA MIKPOHi3aLlisl) — BBEAEHHSI HOBOI Ai/TbHULY,
LL{O BignoBigae 3a mikpoHizauiio A®I (BupobHuLTBa
Erregierre SPA, ltaly) — IMS S.r.l, Italy; 3amitu | Tvny -
3MiHuM 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKaA
BWXifHOro/MPOMXHOro NPoAyKTy/peareHTy, Lo
BVIKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BUPOOHUKa (BK/HOYatouu, e HeobxigHo, Micue
NpoBefEeHHs KOHTPO/IH0 skocTi) AP (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPKEHOMY [0CbLE)(BBEAEHHSA HOBOI Ai/bHULI, Ae
3[iICHIOETLCA MIKPOHi3aLisl) — BBEAEHHS HOBOI Ai/TbHNLY,
LLIO BignoBigae 3a MikpoHizauiio A®I (BupobHuLTBa
Erregierre SPA, Italy) — Microchem S.r.1, Italy; 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
OiNbHUL BUPOBHULITBA A/191 YACTUHN abo BCbOro
BMPOBHMYOrO NPOLEeCy roTOBOTO JiKapCbKOro 3acoby
(BinbHULSA, Ha SKI NPOBOAATLCS 6yAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIKO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOTO NakyBaHHS, A1
HeCTepW/IbHUX JliKkapCbKnX 3ac06iB) — BBEAEHHS
BMPOGHMKA, L0 BiANOBiAabHNI 32 BUPOOHULITBO
[030BaHoi hopmu, JlozaH dapma Mm6X, OTTO-XaH
LTpacce 13, 79395 HoeHbypr, HimeuunHa/Losan
Pharma GmbH, Otto-Hahn-Strasse 13, 79395
Neuenburg, Germany; 3MiHu | TURYy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3MiHM Yy BUPO6HULTBI. 3amiHa
abo BBeleHHA A0AaTKOBOI AiNbHULL BUPOBHMLTBA A5
YyacTvHy abo BCbOro BUPOOGHMYOro NpoLLecy roToBOro
nikapcbKoro 3acoby (AiNbHWLUS 415 NEPBUHHOMO
nakyBaHHs1) — BBEZJeHHS1 BUPOOHUKA, LLIO BigNoBiAaNbHWIA
3a nepBuHHe nakyBaHHsA /13, JTozaH ®apma MM6X,
OT1T0-XaH WTrpacce 13, 79395 HoeH6ypr,
HimeuyunHa/Losan Pharma GmbH, Otto-Hahn-Strasse
13, 79395 Neuenburg, Germany; 3miHu | Tuny - 3MiHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI.
3amiHa ab0 BBeeHHS [,04AaTKOBOI AifbHUL
BMPOGHMLITBA A1 YACTUHM abo BCbOrO BUPOGHMNYOTO
npouecy roToBoro JlikapcbKoro 3acoby (AinbHuus ans
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Ne

Hassa

3asBHUK

®opma sunycky KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

BTOPWHHOTO NMakKyBaHHS) — BBEAEHHSA BUPOOHMKA, LU0
BiANOBIAa/IbHUIA 32 BTOPMHHE NakyBaHHsA /13, Jlo3aH
dapma M'mbX, OTTO-XaH LWTpacce 13, 79395 HoeHbypr,
Himeyunna/ Losan Pharma GmbH, Otto-Hahn-Strasse
13, 79395 Neuenburg, Germany; 3miHu | TUny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOOHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPOJI0 SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo gofgasBaHHsa AiNbHULI, Ha AKili 34iACHIOETHCA
KOHTPO/b/BMNPOGYBaHHS cepii) — BBEAEHHS BUPOOHNYOT
AinbHWUI, WO BigNOBigaibHa 3a KOHTPOb AKOCTI /13,
NozaH ®apma M'vbX, OTT0-XaH LWTpacce 13, 79395
HoeHbypr, HimeuunHa/Losan Pharma GmbH, Otto-
Hahn-Strasse 13, 79395 Neuenburg, Germany.
[lopatkoBO BHOCATLCA YTOUHEHHS 4,0 BUPOGHNYMX
dhyHKLi 3aTBEpAKEHOr0 BUpo6HUKa Bichop CA
LisaliHinepnaccyHr Megixemi ETTiHreH, LUBeiiuapisi, a
came 3a3HayveHHs (PyHKLiT KOHTPOb AKOCTI; 3MiHK | TNy
- 3MiHM 3 SKOCTi. FOTOBMIA NiKapcbkuii 3aci6. 3miHn y
BMPOOHULTBI. 3MiHa iIMNoOpTEepa/3MiHK, L0 CTOCYHOThCSA
BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHsA AiNbHULI, Ha Kl
3[iICHIETLCA KOHTPO/IL/BUNPOBYBaHHS cepil) —
BBEAEHHSA BUPOOHMKA, LLIO BigNOBigaIbHWIA 3 KOHTPO/Tb
akocTi N3, JlozaH ®apma Mm6X, Ewbaxep WTrpacce 2,
79427 Ewbax, HimeyunHa/Losan Pharma GmbH,
Eschbacher Strasse 2, 79427 Eschbach, Germany;
3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWMIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHOTbCSA BUMYCKY cepii Ta KOHTPO/IIO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo AofaBaHHsA AinbHULI,
Ha SIKill 3QiICHIETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil) —
BBEAEHHSA BUPOOHMKA, LLIO BigNOBifaIbHWIA 3 KOHTPO/Tb
akocTi [N13, HaykoBo-A0CiAHNI IHCTUTYT Xennenep
'M6X, Mapi-Kropi-LUTpacce 7, 79539 Jleppax,
HimeuunHa/Investigation Institute Heppeler GmbH,
Marie-Curie-Strasse 7, 79539 Loerrach, Germany; 3miHu
| TMNY - 3MiHKW 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHM
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKIYaumn
JianasoH po3Mipy cepil) roTOBOro /ikapCbKoro 3acoty
(36inbLeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPLKEHUM
pO3mipom) — foAaBaHHA po3mipy cepii 13 gna
3anponoHoOBaHOro BMpobHuka flozaH ®apma Mv6X, y
3B’A3KY 3i 36i/1bLLIEHHSIM po3Mipy napTii y 10 pasis.
[opaTkoBuii po3mip ctaHoBuTb 1800,0 Kr, WO BigNoBiAae
30 000 kni3m; 3miHm | TNy - 3MiHW 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIHOYaKOUM AianasoH po3mipy cepii) roToBoro
NiKapcbKoro 3acoby (iHLWi 3MiHW) - BUTyYEHHs1 po3Mipy
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

cepii 113 300,0 kr (5 000 ki3m). IHWI 3a3Ha4YeHi po3mipn
cepii (600,0 kr, wo signosigae 10 000 kni3m Ta 900,0 «r,
o Bignosigae 15 000 kni3m) 3anUWaITLCA
HEe3MiHHUMW; 3MiHW | Tuny - 3MiHK 3 AKocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOOHULITBA FOTOBOTO MiKapCbKOro 3acoby, BKIUaum
MPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BMPOBHULTBI rOTOBOrO NMiKapCcbKoro 3acoby (He3HauyHa
3MiHa y npoueci BUpO6GHNLTBA) — HE3HAUHI 3MiHW Y
npoueci BupobHuuTtea N3 (MpuroTyBaHHS B'3KOro
pO34KMHy) Ha cTajii Po3unHeHHs1 Ta FomoreHi3auis, Wwo
06YMOB/IEHO BBEEHHSIM HOBOTrO BMPO6HMKa Jlo3aH
®apma 'm6X, HimeuunHa; 3MiHu | Tuny - 3MiHKM 3 SKOCTI.
FoToBWiA Nnikapcbkuii 3aci6. 3MiHU Y BUPOOHULITBI. 3MiHU
y NpOLLeCi BUPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOOHULITBI TOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3MmiHa y npoueci BUpo6GHMLTBA) - HE3HaYHa
3MiHa y BUpo6bHuUUTBI /13 (NpuroTyBaHHs CycneHsii) Ha
cTagii Po3unHeHHs Ta FomoreHisavis, Wwo o6ymMmoBneHo
BBEJEHHSIM HOBOTO BMPO6HUKa flozaH ®apma M'v6X,
HimeuuunHa; 3miHu | Tuny - 3mMiHK 3 AkocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOOHULITBA FOTOBOrO MiKapCbKOro 3acoby, BKUaum
MPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BMPOBHULTBI rOTOBOrO NMikapCcbKoro 3acoby (He3HauyHa
3MiHa y npoLeci BUPOOGHMLTBA) - He3HaYHa 3MiH Y
npoueci BupobHuuTtea 13 Ha cTagii Po3unHeHHs Ta
oMoreHi3auis Ha eTani NPOXoAKEHHS Yepes inbTp
rpy60i o4nCTkM — po3Mip oinbTpa Yepes Skuii rotosa
CyCneHsis nepefaeTbCs B PO3NMBHUIA 610K 3MIHEHO 3
500 mMkm Ha 1,0 MM. [laHa 3MiHa CTOCy€eTbCSA
BMPOGHMYOro npouecy 060X BUPOOHUKIB; 3MiHW | Tuny -
3MiHu 3 SKocCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3MiHU y MpoLeci BUPO6HULTBA rOTOBOr0
NiKapCbKOoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoueci
BMPOGHMLITBA) — HE3HAYHA 3MiHa Y NpoLeci
BMpo6HMUTBA 13 Ha cTadii HanoBHeHHA Ta YKynopka —
3MIHEHO LUBUAKICTb HANOBHEHHS CyCneHsil B Ki3Mu 3
npn6a 50 kni3m/xB go makc 80 knism/rod, Wwo
00yMOB/IEHO BBEJEHHSIM HOBOTO BUPOGHUKa Jlo3aH
Papma M'v6X, HimeuyuunHa; 3miHu | TMNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHK
y NpoLLeCi BUPOGHMLTBA rOTOBOTO J1iKapCbKoro 3acoby,
BK/THOHAK0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLui

3MiHK)
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

— He3HayHa 3MiHa y npoueci BupobHuuTtsea /13 060x
BUPOOHUKIB Ha cTafil Po3umHeHHs Ta FomoreHisauis —
3MiHEHO Yac 36epiraHHs cycneHsii B Hepo3dg)acoBaHOMY
BUINAAI. 3aTpUMKa MiXX BUPOOHULITBOM Hepo3dhacoBaHoi
CycneHsii Ta HanoBHEHHSA Y KiI3MU 3MIHIOETLCS Bif, «HE
GiNblLE YOTUPLOX [HIB» A0 «HE GiNblUe CEMU fHIB»;
3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NikapcbkWii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHM Y NpoLeci BUpo6HMLTBA
roTOBOrO MikapCbKOro 3acoby, BKIYAKYM MPOMDKHUN
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI FOTOBOrO
niKkapcbKoro 3acoby (iHLWi 3MiHW) — He3HaYHa 3MiHa Y
npoueci BupobHuuTtea 13 ansa 3atBepixeHoro
BMpOGHUMKa Bichop CA LiaiiHigepnaccyHr Megixemi
ETTiHreH, LBeliLapis, L0 cTOCyeTbCSA KOPEKLii onucy
LUBWAKOCTI HANMOBHEHHS, @ came BUJTyYEeHHS
Henpasu/IbHOTO 3HAaYeHHS LBWAKOCTI 3anoBHeHHs (3,0
Nn/xB), 3anuweHo 1,5 n/xs; 3MiHW | TUNY - 3MiHKU 3 AKOCTI.
[oTOoBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHK
BUMNpoOyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHNX Y
crneundikalisx, nig yac BUPO6HULTBA FOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHn)(B.11.6.5. (x),1B) —
[ofaBaHHA albTEPHATUBHOI NpoLieAypy BUNPoOyBaHHA
B NPOLECi KOHTPOJTIO Y 3B'A3KY 3 NPOBaPKEHHAM
npoueaypun 100 % KOHTPOO HOBMM BUPOOHMKOM Jlo3aH
®apma 'm6X Ha ctagisx IPC Il — Filled bottles, IPC IV —
Blistered bottles, IPC V — Finished product; 3miHu | Tuny
- 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMMX
MeX, BCTAHOBJ/IEHUX Y creuudikalisx, nig yac
BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHW)
- KOPEeKLisi 4aCcTOTV NPOBEeAEHHS BUNPOOYBaHb Y NPOLLECi
BMPOOHULITBA 118 3aTBEpAXeHOro Bupo6Huka Bichop CA
LisainHigepnaccyHr Megixemi ETTiHreH 3 «koxHi 15 x8»
Ha «KOXHi 30 xB»; 3MiHu | TNy - 3MiHK 3 SKOCTI. FOoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOOGHULTBI. 3MiHK
BMNpoGyBaHb abo AOMYCTUMUX MEX, BCTAHOBMEHNX Y
cneuudikauisix, nig yac BUPO6GHULTBA FOTOBOrO
niKkapcbKoro 3acoby (BU/yYEHHSI HECYTTEBOIO
BMNPOGYyBaHHA B NpOLeCi BUPOBGHMLTBA)

— BWyYEHHSI He3Ha4YHOro BMNpo6yBaHHS “Yield” B
npoueci BUpOOHULTBA; 3MiHW | TUMY - 3MiHW 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l' E-cepTudikar BiANoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOBMIEHOrO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BMKOPMCTOBYHOTbCSA Y BUPOOHULTBI ADI; 4515 AONOMDKHOT
pevoBUHY (cepTuddikaT BiANOBIAHOCTI EBponeiichbkil
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

thapmakone’) - OHOBEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOrO BUPOGHUKA - NofaHHs oHoBneHoro CEP
R1-CEP 2003-203-Rev 02 gnsa A®l mecanasuHy Big, Bxe
3aTBepmxeHoro BupobHuka Pharmazell GmbH,
Germany; 3miHu | Tuny - 3MiHW 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKi 3aci6. 3MiHa
noctavasnibHUKa nakyBasibHUX Matepiasis abo
KOMMIEKTYOUMX (SKLLO 3a3HAYEHO B [0CbE) (BUYYEHHS
nocTavasnbHvKa) — BUyYeHHs iHpopMauii wozao
nocTayanbHUKIB NakyBaslbHOrO MaTepiany 3 Moay o
3.2.P.7; 3MmiHn | TNy - 3MiHK 3 AkocTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa hopMu abo
PO3Mipy KOHTE/Hepa v 3aKynoploBasIbHOro 3acoby
(NepBMHHOI ynakoBku) (HeCTepubHI NTikapcbki 3acobn) —
3MiHa pO3MipiB NEPBMHHOIO NakyBaHHA — KNi3mu (primary
container close system 2), 6e3 3MiH1 SKiCHOro Ta
KifIbKICHOTO CKagy nakyBaslbHOro Martepiany; 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLWi
3MiHM) — OHOB/IEHHS 3aTBEPKEHOI NOTOYHOI
[OKyMeHTaUii 1Loao KoHTeliHepa y po3gaini 3.2.P.7 6e3
3MiHM camoi CMCTEMW NaKyBaHHS

195.

CUBA30OH

TabneTkv no 5 mMr no
10 TabneTok y
6nictepi; no 2
6nicTepy y kopobui 3
KapTOHY

ToBapucTBO 3
obmexeHoto
BiANOBiA&NbHI
CTIO
«XapkiBCbke
thapmaveBTUy
He
nignpPUeEMCTBO
«30poB’A
Hapoay»

YkpaiHa

ToBapucTso 3
obmexeHo
BiANOBIAALHICTIO
«XapkiBCcbke
hapmaueBTUyHe
nignpueMcTBo
«340poB’A Hapoay»

YKpaiHa

BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMmiHax npugatHocTi abo
ymoBax 36epiraHHsi FoTOBOr0 Nikapcbkoro 3acoby

(36iNbLUEHHSA TEPMIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby) - [ns Toprosoi ynakoBku (NigTBEpPAXKYETLCA
OaHVMU peasibHOro vacy) - 36ibLIEHHS TEPMiHY
NPUAATHOCTI FOTOBOIO NiKapCbKOro 3acoby.
3arBepaKeHo: 3 poku 3anponoHOBaHoO: 5 pokiB. 3MiHM

BHeceHi B po3Ain "TepMiH NpuaaTHOCTI" B IHCTPYKLi0

AN MeAMYHOro 3acTOCyBaHHSA NMiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

3a
peyenmom

UA/3052/01/01

196.

CIANAXYB

TabneTku, BKpUTI
naiBKOBOIO
06010HKO0, N0 5 Mr
no 10 Tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHi Kopobui

[xy6inaHt
[bxeHepikc
Nimitepn

IHais

[bxy6inaHTt
[bxeHepikc Jlimiteq

IHais

BHECEHHS 3MiH [0 peecTpayiiiHux matepianis: 3MiHu |
TMNy - AAMIHICTPATVUBHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro
3acoby -
3MmiHa Ha3sw /13: 3aTBepmkeHo: TAOANA®IN/
TADALAFIL 3anponoHoBaHo: CIANIAXKYB / CIALJUB
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.

3a
peyenmom

UA/18127/01/01

197.

CIANDXYB

TabneTkn, BKpUTI
NNiBKOBOKO
06010HKO10, No 10
MTr; M0 4 TabNeTkn y

[xy6inaHt
[bxeHepikc
Nimviten

IHgis

[bxy6inaHTt
[bxeHepike Nimites

IHais

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu |
MYy - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BM NikapCbKoro
3acoby -
3MiHa Ha3Bu J13: 3aTBepmkeHo: TAOANNADIN/

3a
peyenmom

UA/18127/01/02
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ynakoska) nocsioYyeHHs
6nicTepi; no 1 TADALAFIL 3anponoHoBaHo: CIAIAXXYE / CIALJUB
6nictepy B BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
KapTOHHI KOpOO6Lj; 3aTBEPLKEHHS.
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapPTOHHI Kopobui
198. | CIANAKYB TabneTku, BKPUTI Lbxy6inant IHais [xy6inaHt IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/18127/01/03
naiBKOBOIO [hxeHepikc [xeHepike Nimitesq TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BMW NiKapCbKOro peyenmom
o060n0Hkoto, no 20 Nimiten 3acoby -
Mr: N0 4 TabneTkn y 3MiHa Ha3Bu J13: 3aTBepmkeHo: TAOAANADIN/
6nicTepi; no 1 TADALAFIL 3anponoHoBaHo: CIAIAXXYE / CIALJUB
6nictepy B BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicas
KapTOHHI Kopo6Lii 3aTBEPKEHHS.
199. | COQEPM® masb 0,1 %, no 25, TOB «MIBE YkpaiHa Mi6e MTm6X HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3MiHu | 3a UA/10254/02/01
50 ry Ty6i; no 1 Ty6i YKPAIHA» ApuHaiimiTTens TMNYy - 3MiHK 3 AKocTi. CepTudikat BignosigHOCTI/lE- peyenmom
B KapTOHHIiA navui cepTudikaT BigNoBigHOCTI EBpONENChbkKit
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyUYEHHS
cepTudpikata BignoBigHOCTI €Bponelickkili hapmakonei:
onsa Ad®l; onsa BuxigHoro
marepiany/peareHTy/npoMiKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 AONOMDKHOT
peyoBuHM (cepTuddikat BiANOBIAHOCTI EBpONENCHKIl
thapmakonei) - BunyyeHHsi ceptudikaTis (3a HasBHOCTI
My/NbTUNIETHOrO cepTudiikaTa Ha martepian) -
BWJTy4YEHHST BUPOOHMKA Ajtouoi pevosumHn Sicor S.R.L.
BKJ/THOYHO 3 BiAMNOBiAHMM BriacHnkom CEP TEVA
Pharmaceutical Industries Ltd
200. | CONyBITH niodpinizat ans dpeseHiyc HimeuunHa dpeseHiyc Kabi AB, LBeuis/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/17609/01/01
pO34nHy Ans Kabi LLiseuis KuTai TUNYy - NOAAaHHA OHOBJ/IEHOIO cepTudlikaTa BignoBIgHOCTI peuenmom
iHdysiit; no 1 [Joiiunang (mapkyBaHHs, €sponelicbkili hapmakonei anst A®l HikotTuHamig Ne R1-
chnakoHy 3 6X nakyBaHHs, CEP 2004-110-Rev 02 (nonepegHs Bepcis CEP No. R1-
niocpinizaTom, no 10 KOHTPO/b SIKOCTI, CEP 2004-110-Rev 01) Bif BXe 3aTBEpPIKEHOr0
dnakoHiB y BUNYCK cepil); BMPOGHUKA, Y 3B'A3KY 3i 3MiHOK Ha3Bu 3 LONZA
KapTOHHI Kopo6Li ®peseHiyc Kabi GUANGZHOU Ltd, Kutaii Ha Lonza Guangzhou Nansha
CCnu, Kntait Ltd., Kutaid; 3mMiHu | TURNY - nogaHHsi OHOBIEHOTO
(B1pO6HMLTBO, cepTudpikata BignoBigHOCTI EBponelickkili hapmakonet
MapKyBaHHs, ona A®l HikotnHamig Ne R1-CEP 2004-110-Rev 03
nakyBaHHs) (nonepepnHs Bepciss CEP No. R1-CEP 2004-110-Rev 02)
Bifl BX€ 3aTBepKEeHOro BupobHuka Lonza Guangzhou
Nansha Ltd., Kutaii
201. | CMNEKTPINA NOPOLLOK A/1A Mepak HimeyunHa Mepak Nesenbluadt HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/17474/01/01
KOHLeHTparty A/1s lesenbwadT chrop KniHiwe MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
PO34mnHy Ans dhrop KniHiwe LLineyiansnpenapat thapmakoHarnsgy. BeegeHHs abo 3miHv oo
iHdpysii, no 10 000 Lneuianbnpe e M6X, HimeuunHa y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
O/f; 1 a6o 5 napate M6X (BUPOBHWK, L0 (BBEAEHHSA y3arasIbHEHUX AaHWX MPO cUcTemy
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
dhnakoHiB 3 BignoBigae 3a hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
NMOPOLLKOM Y MapKyBaHHS, BiNOBigaNbHOI 3a 34iliCHEHHS hapmakoHarnsagy;
KapTOHHI Kopo6Lyi BTOPVHHE KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
naKkyBaHHS Ta 3a 3AificHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BUNycK cepii); BiAMiHHA Bif, YNOBHOBaXEHOI 0co6W, BignoBiganbHOI 3a
PeHTwwnep 3[jiCHEeHHs hapmakoHaraay (BKIKYaun KOHTaKTHI
Biodpapma CE, [aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-chaiina
HimeuunHa cucTemu hapmMakoHarnsgy) - 3MiHa yrnoBHOBaXKeHO|
(BUPOOGHWK, L0 0cobu 3asBHMKA, BiANOBIAAIBHOI 3@ 34iiCHEHHS
BignoBigae 3a thapmakoHarnagy. MNponoHoBaHa pegakuis: Dr. Barbara
BUPOGHMLTBO Jogereit. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXXEHOI
roTOBOI NiKapCbKOi 0co6u 3asBHMKA, BiANOBIAANBHOI 3a 34iiCHEHHS
chopmMK, NEPBUHHE thapmakoHarnsgy
nakyBaHHs,
BMNPOBYBaHHA/KOHT
posib cepii)
202. | CNIPUBA®PEC | po3uuH ans BepiHrep HimeyunHa BepiHrep HimeuunHa BHECEHHS 3MiH [10 peecTpauiliHix maTepianis:3miHu | 3a UA/6495/02/01
NIMAT® iHransauin, 2,5 IHrenbxanm IHrenbxanm ®apma MYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
MKr/iHransyio; no 4 IHTEepHeLwHN M6X i Ko. KI' thapmakoHarnsay. BeegeHHs abo 3miHu oo
My kapTpuaxi (60 v6X y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
iHranauii); no 1 (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO CUCTEMY
KapTpuaKy B chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobu,
KOMNNekTi 3 1 BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy;
iHranaTopom KOHTaKTHOI 0co6u 3 thapMakoHarnisgy 3asiBHMKa 415
Pecnimat® y 3ajificHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
KapTOHHI KopooLli BiAMiHHA Bif, YNOBHOBaXEHOI 0Cc0o6W, BignoBigaibHOI 3a
3[jiCHeHHs hapmakoHaraay (BKIKYauM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-caiina
cucTemu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO|
0cob6u 3asBHMKa, BiANOBIAAIbHOT 3a hapMakoHarnsg,
MponoHoBaHa pepgakuis: Sven Kohler. 3mMiHa KOHTaKTHUX
[aHuX yrnoBHOBaXEHOT 0co6MU, BiANOBIAabHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOI 0CO6M 3asiBHMKA, BiAnoBiAa/bHOI 3a
thapMakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis:
Monisyak OneHa BikTopiBHA. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarniag B YkpaiHi
203. | CTAMAPUN NOPOLLOK A/15 CaHodpi dpaHuin MOBHWI LMK dpaHuia/ BHECEHHS 3MiH [0 peecTpauiiHux martepianis:3MiHu | 3a UA/16354/01/01
BAKUWHA ANA | cycneHsii gns Mactep BMPOGHULITBA, YropumHa MRy - 3MiHW Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
MNPO®DINAKTUK | iH'eKwjil, He MeHLLE 3anoBHEHHS, thapmakoHarnsgy. BeegeHHs abo 3miHn fo
M XXOBTOI Hixx 1000 MO/pgo03a, niocpinisauis, y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
NNXOMAHKIN no 1 gosiy donakoHi nepBuHHe Ta (BBEAEHHSA y3araslbHEHNX AaHUX MPO cucTemy
(PKUBA Ta PO3UMHHUK BTOPVHHE hapmakoHarnsgy, 3miHa yrnoBHOBaXeHoi ocobu,
ATEHYNOBAH (HaTpito xopua, nakyBaHHs, Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
A) BOAA ANS iH'EKLN) KOHTPO/b SIKOCTI, KOHTaKTHOI 0Co6U 3 hapMakoHarnsay 3asiBHMKa 415
no0,5mny BUMYCK Cepii; 3ailicHeHHs thapmakoHarnsay B YkpaiHi, SKLL0 BoHa
nonepegHsLo NOBHWIA LMK BiMiHHA Bif YNOBHOBaXKEHOI 0CO6M, BignoBigasibHOI 3a
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

3arnoBHeHOMY BMPOGHMLITBA, 3[jicCHeHHs1 hapMakoHariaay (BK/IKYakuM KOHTaKTHI

wnpuuy 3 nepBuHHE Ta [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina

NPUKPINIEHO BTOPVHHE cucTemn chapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT

ronkoto; no 1 nakyBaHHs, 0cobu 3asBHMKa, BiANOBIAaIbHOT 3a hapmakoHarnag.

chnakoHy 3 KOHTPO/b SIKOCTi Ta MponoHoBaHa pegakuisa: Xaiike LWonnep, gokTop

nopotukom Ta 1 BMNYCK cepil meguumHu / Heike Schoepper, MD. 3miHa KOHTaKTHUX

nonepeaHLo PO3YMHHYIKA: [aHnX YNoBHOBaXXEHOT 0CObY 3asiBHVKA, BiANOBiAa/IbHOT

3arnoBHeHOMY CaHodpi Mactep, 3a 3fjiicHeHHs1 hapMakoHarnsgy. 3miHa micus

wnpuuy 3 ®paHLia; nepBuHHe 3[iACHEHHS1 OCHOBHOT AISNbHOCTI 3 hapMakoHarisay.

NPUKPIN/IEHOO
rO/IKOK0 B KAPTOHHIl
Kopob6ui; no 1
thnakoHy 3
nopotukom T1a 1
nonepegHL0
3anoBHeHOMY
wnpuvdy 3
NPUKPINIEHO
rONKOK B
CTaHAapTHO-
€KCMOPTHIN
ynakoBLi, ska
MIiCTUTBCA Y
KapTOHHI kopobui 3
iHCTpYKLieto Ans
MeANYHOro
3aCTOCYBaHHS; - N0
1 posi y hnakoHi Ta
PO3YMHHUK (HaTpito
xnopug, soaa Ans
iH’ekuiil) no 0,5 mny
nonepeaHLo
3aMoBHEHOMY
LINpULY 3 OfHI€0
abo aBoma
OKpPeMVMU rofikamu;
no 1 conakoHy 3
nopotukom T1a 1
nonepegHL0
3anoBHeHOMY
wnpuuy 3 1 a6o 2
OKpPemM1MU rosikamu
y 6rictepi B
KapTOHHI Kopo6Lj; -
no 1 gosi 'y onakoHi
Ta PO3UYVHHUK
(HaTpito xnopua,
BOAA ANA IH'EKLN)
no0,5mny

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BUWMYCK Cepii;
NOBHUIA LMK
BMPOGHMLITBA,
nepBuHHEe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib AKOCTi Ta
BUMYCK cepii
PO3YMHHYIKA:
CaHodpi MacTep,
®paHLis; NOBHUIA
LKA BUPOBHMLTBA,
nepBuHHe
nakyBaHHs1,
KOHTPO/b SAKOCTi
PO3YMHHYIKA:
CAHO®I BIHTPOIM
IHOACTPIA,
®paHuis; BTOPUHHE
nakyBaHHS, BUNYCK
cepii: CaHodpi-
ABeHTic lMpaiiBiT Ko.
nr1a., Nnatcopma
NOricTvkM Ta
ONCTpMbYLIT y M.
Bypanewr,
YropLmHa

3MiHa MicLe3HaxoMmkeHHs MacTep-aiina cucremm
chapmakoHarnagy
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

nonepeaHLo
3anoBHEHOMY
LINPpULLY 3 OfHI€E0
abo asoma
OKpPemM1MU rofikamu;
no 1 conakoHy 3
nopotukom T1a 1
nonepeaHLo
3aMoBHEHOMY
wnpudy 3 1 a6o 2
OKpemM1MU rofikamu
y 6nictepi B
cTaHfjapTHO-
eKCMopTHil
ynakoBLj, sika
MIiCTUTBLCA Y
KapTOHHI kopobui 3
IHCTpYKLUi€0 Ans
MeANYHOro
3aCTOCYBaHHS.
MapkyBaHHs
YKpaiHCbKOI0
MOBOH. Mo 1 f03iy
hakoHi Ta
PO3UYUHHKK (HaTpito
X/0pug, Boaa Ans
iH'ekuiii) no 0,5 mny
nonepeaHLo
3anoBHEHOMY
wnpuuy 3
NPUKPIN/IEHO0
rofikoto; no 1
nakoHy 3
nopotukom T1a 1
nonepeaHLo
3aMoBHEHOMY
Lnpuy 3
NPUKpPINIeHo
rO/IKOI0 B KAPTOHHIi
KOpOoO6Li 3i CTUKEPOM
YKpaiHCLKO
MOBOHO; Mo 1 fo3iy
donakoHi Ta
PO3YMHHUK (HaTpito
xnopwvg, Boga ans
iH’ekuiil) no 0,5 mny
nonepeaHLo
3aMoBHEHOMY
LINpULY 3 OAHi€E0
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

abo asoma
OKpPemM1MU rofikamu;
no 1 conakoHy 3
nopotukom T1a 1
nonepeaHLo
3anoBHEHOMY
wnpudy 3 1 a6o 2
OKpemM1Mu rofikamu
y 6nictepi B
KapTOHHI Kopo6ui 3i
CTVKEepOM
YKPaIlHCbLKO MOBOIO

204.

CTUNEH

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKO0, M0 60
Mr; no 30 TabneTok
y KOHTelHepi; no 1
KOHTEeWHepy B nauuli

KYMN®EP
BIOTEX, YAB

JInToBCbKa
Pecny6nika

[our-A CT Ko., Nita.

Pecny6nika
Kopes

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu |
TUNYy - OMNOBHEHHS cneundikalii A®l HoBUMU
nokasHukamu skocTi: Arsenic Ta Ethanol 3 BignosigHum
MeTOoA0M BUNPOGYBaHHA 3a Aornomoroto X; 3amiHu | Tuny
- BUNy4YeHHs i3 cneundikaii A®I nokasHuka Alcohol
Number Determination (3amiHa Ha noka3Huk Ethanol);
3MiHK | TUNYy - 3MiHa nocunaHb Ha MoHorpadito ana
[IOMOMIXHOI PEYOBMHW N1AKTO3U, MOHOTiApaT
(3anponoHosaHo: NF: National Formulary of USP), sk
Hacnigok, 3MiHa cneuudikalii Ta MeTOAiB KOHTPOSTO
[0NOMDKHOT PeYOBUHU;
3MiHM | TURy - 3MiHa NocMnaHb Ha MoHorpadito Ans
[OMNOMDKHOI PeHOBWHM Lie/T0/103a MiKpoKprcTauivuHa
(3aTBEpaxeHO: KP Korean Pharmacopoeia;
3anponoHoBaHo: NF: National Formulary of USP), sk
Hacnigok, 3MiHa cneuudikauii Ta MeTOAiB KOHTPOIKO
[OMOMIXHOI PEYOBMHM; 3MiHU | TUNY - 3MiHa NocUIaHb Ha
MOHOrpadito 4151 LOMOMIKHOI PEHOBUHM BiCK
KapHay6ckuii (3anponoHoBaHo: NF: National Formulary
of USP), sk Hacnigok, 3MiHa cneyudikauii Ta meTozis
KOHTPO/O JOMOMDKHOI PEYOBUHM; 3MiHM | TUMy - 3MiHa
nocuaaHb Ha MOHorpaqito 415 AOMNOMIKHOI PEHOBUHMU
MarHito cteapart (3anponoHosaHo: NF: National
Formulary of USP), sik Hacnigok, 3amiHa crneumdikauii Ta
MeTOZjB KOHTPOJO AONOMIKHOT PEYOBUHY; 3MiHW | TUMy -
3MiHa nocunaHb Ha MoHorpadito AN AONOMIXKHOT
pevoBUHM eTaHon (3anponoHoBaHo: USP: U.S.
Pharmacopoeia), sk Hacnigok, 3miHa cneyudikadii Ta
MeTOZjB KOHTPOJO AONOMIXHOT PEYOBUHY; 3MiHW | TUMy -
3MiHa nocunaHb Ha MoHorpadito 4719 [O0MOMDKHOI
peyoBuUHM TaslbK (3anponoHoBaHo: USP: U.S.
Pharmacopoeia), sk Hacnigok, 3miHa cneyudikavii Ta
METOAiB KOHTPOJ1t0 AOMOMIXXHOI pe4yoBUHN; 3MiHK | TUMy -
3MiHa nocunaHb Ha MoHorpadito AN A0NOMiIKHOT
peyoBMHM Nonokcamep (3anpornoHosaHo: EP: European
Pharmacopoeia), sik Hacnigok, 3miHa cneyudikadii Ta

6e3
peyenma

UA/15426/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
MEeTOZjiB KOHTPOJI0 AONOMIKHOT peYOBUHM
205. | CTPO®AHTUH- | po3unH Ans iH'exuii, ToBapucTso 3 Ykpaina KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/0079/01/01
r 0,25 mr/mn no 1 mn obmexeHoro BUWMYCK Cepii: TUMY - 3MiHX 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHny |  peyenmom
B amnyni; no 10 BiANOBIA&/TbHI ToBapucTBO 3 BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/IouYatoumn gianasoH
amnyn y nadui 3 cTHO 06MEeXeEHO po3Mipy cepil) roToBOro NikapcbKoro 3acoby
KapToHy; no 1 mn B "flocnigHnin BiANOBIAAILHICTIO (36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
amnyni; no 5 amnyn 3aB0/, "AocnigHnii 3aBofg, po3MmipoMm) - BBEEHHS 4,04aTKOBOro po3mipy cepiii N3
y 6nictepi, no 2 "rHUnNC" "THUNC", YkpaiHa 4ns BUpobHuka "dapmaleBTuyHa koMmnaHis "340poB'a”;
6nicTepu y nauui 3 BCi cTagii 3anponoHosaHo: 40 n a6o 40 000 amnyn 100 n a6o 100
KapToHy; no 1 mn B BMPOGHMLITBA, 000 amnyn 195 a1 a6o 195 000 amnyn 350 n a6o 350
amnyni; no 10 KOHTPO/b SIKOCTI, 000 amnyn
amnyn y énictepi, no BMNYCK Cepil:
1 6nicTepy B nauui 3 ToBapucTBO 3
KapTOHY 06MEXEHOI0
BiANOBIAAILHICTIO
"GapmaueBTnyHa
KOMnaHis
"3g0pos'a’, YkpaiHa
206. | TAMOBIP niodpinizat ans TOB "YOPN[ Ykpaina Medbap lnay CaH. TypeyunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianiB: 3MiHa 3a UA/17832/01/01
po3unHy Ansa MEONLUNH" A.LL. 3asBHUKA (B1ACHMKa peecTpaL,iiHOro NocBigYeHHs) peyenmom
iHdpy3ii no 500 wmr; (3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460) TepmiH
no 1 dpnakoHy B BBEJEHHS 3MiH - NPOTAroMm 6 MicsLis nicns
KapTOHHI Kopo6Lyi 3aTBEPAXKEHHS; 3MiHM | TRy - 3MiHK Woa0
6e3nekn/edekTBHOCTI Ta hapMakoHarisgy. BeeaeHHs
a60 3MiHW [0 y3araslbHEHNX AaHNX Npo cuctemy
thapmakoHarnagy (BBefjeHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarisgy, 3MmiHa ynoBHOBaXKeHOT
ocobwu, BignoBifanbHOI 3a 34iliCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0Co6u 3 thapmMakoHarnsgy 3asBHuKa A1
3[iicCHEHHS1 chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiIMiHHA BiJ YNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 32
3pjlicHeHHs hapmakoHarnagy (BKYaryy KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MileHHI MmacTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa ynosHoBaXKeHol
ocobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsg,.
Litova pegakuis: MeBcim Inbk6axap [iHuens / Mrs.
Mevsim llkbahar Dincel. NponoHoBaHa peaaxuis: MNyano
[aHHa CTaHicnasiBHa. 3MiHa KOHTAKTHUX AaHuX
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag. 3miHa MicLs 34ilACHEHHSI OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3MiHa
MicLLe3HaxomKeHHs1 MacTep-haiina cuctemm
chapmakoHarnsgy
207. | TAHTIBEPT TabseTkv 3i cMakom ToBapucTBO 3 YkpaiHa BCi cTagii uykny YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/16482/01/01
anenbCuHy No 3 Mr, 06MeXeHo BUPOBHMLTBA, KPiM TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
no 10 TabneTok y BiANOBIAA/IbHI KOHTPO/O SIKOCTI, CuncTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
6nicTepi; no 2 CTH NEePBMHHOIO Ta PO3Mipy YNakoBKM rOTOBOrO NiKapCbKoro 3acoby
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
6nictepy B navw,i "®apmaveBTu BTOPUHHOTO (BUTYyYEHHS YNakoBKy NEBHOTO PO3Mipy) - BUTyYEHHS
YHa thipma nakyBaHHs: ynakoBok Ne 30 (10x3) ta Ne 10 (10x1) B nayui gns 13
"BepTekc"” ToBapucTBo 3 TaHTiBEPT, TAGNETKM 3i CMakoM anefnibcuHy abo M'aTu,
0OMEeXeEHO abo eBkaninTy 3 BiANOBIAHNMMN 3MiHAMW A0 pPO34iny
BIANOBIAA/LHICTIO «YnakoBka» MKS J13. 3MiHV BHeceHi B po3ain
"®apmMaueBTnYHa "YnakoBka" B iHCTPYKLiO 4719 MEANYHOrO 3aCTOCYyBaHHSA
hipma "BepTekc”, nikapcbKoro 3acoby y 3B"A3Ky 3 BUTy4YEHHSM NeBHOro
YkpaiHa; pO3Mipy YNakoBOK, K HACNiAOK - BUTYyYEHHS TEKCTY
nepBuHHE Ta MapKyBaHHS BifNOBIAHUX YNaKoBOK. BBeAeHHS 3MiH
BTOPUHHE NPOTArom 6-Tv MIiCALIB NicNsa 3aTBEPMKEHHS
nakyBaHHS, BUNYCK
cepii:
ToBapucTso 3
obMmexeHo
BiANOBIAALHICTIO
"®GapmaueBTnyHa
thipma "BepTekc”,
YkpaiHa,;
BCi cTagii uykny
BUPOGHMLTBA KpiM
BMNYCKY Cepil:
TOB "®APMEKC
reyn.,
YkpaiHa,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"focnigHnii 3aBof,
«HUIC",
YkpaiHa
208. | TAHTIBEPT TabneTky 3i cMakom ToBapucTBo 3 YkpaiHa BCi cTagii ukny YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTtepianis: 3MiHu | 6e3 UA/16483/01/01
M'aTu no 3 mr, no 10 06MexeHo BMPOGHMLTBA, KpiM TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
Tabnetok y 6nictepi; | BiANOBiAabHI KOHTPOSO SIKOCTI, CuncTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
no 2 6nictepu B cTHO NEPBMHHOIO Ta PO3Mipy ynakoBKv rOTOBOrO MiKapCbKoro 3acoby
nauui "dapmaLesT BTOPVHHOTO (BMNYyYEHHS yNakoBKW MEBHOTO PO3MIpY) - BUNYYEHHS
YHa thipma nakyBaHHs: ynakoBok Ne 30 (10x3) ta Ne 10 (10x1) B nayui gnsa N3
"BepTekc"” ToBapucTBo 3 TaHTiBEPT, TAGNETKM 3i CMakoM anefnbCeuHy abo M'aTu,
0OMEeXEHO abo eBkaninTy 3 BiANOBIAHMMMW 3MiHAMMW A0 pPO34iny
BiANOBIAAILHICTIO «YnakoBka» MKS J13. 3MiHV BHeceHi B po3ain
"®apmaueBTNYHa "YnakoBka" B iHCTPYKLji0 4719 MEANYHOrO 3aCTOCYyBaHHSA
thipma "BepTekc”, nikapcbKoro 3acoby y 3B"A3Ky 3 BUTy4YEHHSIM NMEeBHOro
YkpaiHa; pO3Mipy YNakoBOK, K HACNiAOK - BUTyYEHHS TEKCTY
nepBuHHE Ta MapKyBaHHS BifNoBIAHUX YNaKkoBOK. BBeAeHHS 3MiH
BTOPVHHE NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPYKEHHS

nakyBaHHS, BUNYCK
cepii:
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

ToBapucTso 3
obMmexeHoo
BiANOBIAALHICTIO
"®GapmavueBTnyHa
thipma "BepTekc”,
YkpaiHa,;

BCi cTagii uykny
BUPOGHMLTBA KpiM
BMNYCKY cepil:
TOB "®APMEKC
reyn.,
YkpaiHa,;
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"focnigHnii 3aBof,
«HUIC",
YkpaiHa

209.

TAHTIBEPT

TabneTku 3i cMakom
eBKaulinTy no 3 mr,
no 10 Tabnetok y
6nictepi; no 2
6nictepy B navw,i

ToBapucTBO 3
06MeXeHOI
BiANOBIAA/IbHI
CTiO
"®GapmaueBTn
YHa thipma
"BepTekc"”

YkpaiHa

BCi cTagii ukny
BMPOOHWLTBA, KpiM
KOHTPOJO AKOCTI,
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:
ToBapucTso 3
06MeXeHoH0
BiANOBIAAILHICTIO
"®apmMaueBTNYHa
thipma "BepTekc”,
YkpaiHa,;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs, BUMYCK
cepii:
ToBapucTso 3
obmexeHo
BiANOBIAAILHICTIO
"GapmaueBTnyHa
thipma "BepTekc”,
YKpaina;

BCi cTagil unkny
BUPOGHMLTBA KpPiM
BMNYCKY cepil:
TOB "®APMEKC
rePyn:,
YKpaiHa;

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLliiiHuxX maTepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKu roToBOro fikapcbKoro 3acoby
(BMNYyYEHHS yNakKoBKW MEBHOTO PO3MIpY) - BUNYYEHHS
ynakoBok Ne 30 (10x3) ta Ne 10 (10x1) B nayui gnsa N3
TaHTiBEPT, TA6NETKM 3i CMAKOM aneibCuHy abo m'aTu,
abo eBkaninTy 3 BiANOBIAHMMMW 3MiHAMUW A0 pPO34iny
«YnakoBka» MKS J13. 3miHV BHeceHi B po3ain
"YnakoBka" B iHCTPYKLitO 4151 MEANYHOIO 3aCTOCYBaHHS
NikapcbKoro 3acoby y 3B"A3Ky 3 BU/TyHYEHHAM NEBHOrO
pO3Mipy YyNakoBOK, K HACNiAOK - BUTYyYEHHS TEKCTY
MapKyBaHHS BifNoOBIAHUX YNakoBOK. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPYKEHHS

6e3
peyenma

UA/16484/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MeXeHOI0
BiANOBiAA/IbHICTIO
"focnigHuii 3aBof,
«HUIC",
YkpaiHa
210. | TAD/IOTAH® Kpanni O4Hi, PO34uH, CaHTeH AT ®iHnAHAA CaHTeH AT, ®iHnaHgia/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/18212/01/01
MYNbTI no 15 mkr/mn; no 3 diHNaHaia ITanisa MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
M1y h1akoHi 3 (BUPOGHUK, thapmakoHarnsgy. BeegeHHs abo 3miHn fo
[03aTopoMm Ta BiAgnoBiganbHMI 3a y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
KPWLLIKOIO 3 BUMYyCK cepii); (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
KOHTPO/SIEM MepLIoro Tyb6intokc Papma hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiAKpWTTS; no 1 C.M.A., Itanisa BiANOBIAA/IbHOI 3@ 34iiCHEHH:A ddapmakoHarnagy;
dhnakoHy y nakeri; (BMPOGHWK, KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3assHuKa gns
no 1 nakety B BiAnoBiganbHMi 3a 3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
KapTOHHI Kopo6Lyi BMPOGHMLTBO in- BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbLHOI 3a
bulk, nepBuHHyY Ta 3[jiCHeHHs1 hapMakoHaraay (BK/IKYakum KOHTaKTHI
BTOPWHHY YNaKoBKY, [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
BMNPOBYBaHHSA cucTemMn chapmakoHarnsgy) - 3MiHa YyNnoBHOBaXKEeHOT
LLLOA0 AKOCTI) 0cob6u 3asBHKKa, BiANOBIAA/ILHOT 3a hapMakoHarnsg,
MponoHoBaHa pefakuis: AenbdiHa BepTtpam, 4.¢.H.,
[OKTOp HayK. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOT
ocob6u, BiANOBIAaUIbHOI 3a hapMakoHarias
211. | TEMOMEOAK Kancysv no 5 mr, no Mepak Himeuunna Mepak Mesenbwadt | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 3a UA/13562/01/01
5 a6o 20 kancyny [esenbwadgT dotop KNiHiwe ITanis TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenmom
thnakoHi, no 1 dotop KAiHiwe LWneuianbnpenapar thapmakoHarnsgy. BeegeHHs abo 3miHu o
dNakoHy B nauli LWneujansnpe e M6X, HimeyunHa y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
napare mM6X (BMPOGHUK, L0 (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO CUCTEMY
Bignosigae 3a hapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi 0coou,
BTOPWHHY YNaKoBKY, BiNOBiAaNbHOI 3a 3iiCHEHHSA hapmakoHarnsgy;
KOHTPO/1b/BUNPOOYB KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
aHHsA cepii, f03BIN 3aificHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
Ha BUnycK cepii); BifIMiHHa Bif, YNOBHOBaXeHOI 0co6y, BiANOBIAA/ILHOI 3a
Hepchapma C.p.J1., 3ilicHeHHs chapmakoHariaay (BKIKYatoUun KOHTaKTHI
ITanis (BMpo6GHMULTBO [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
Hepo3ghacoBaHOl cucTemu hapMakoHarnsay) - 3aMiHa ynoBHOBaXKeHO|
npoayKuii, NepBnHHa 0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT 32 34iNCHEHHS
ynakoBka, dhapmakoHarnsgy. MponoHoBaHa pegakuis: Dr. Barbara
KOHTPO/b/BUNPOGYB Jogereit. 3MiHa KOHTaKTHWUX JaHUX YNOBHOBaXKEHOT
aHHsA cepil); Xaynt 0co6u 3asiBHMKA, BiANOBIAA/IbHOT 32 34iNCHEHHS
®apma Amaper thapmakoHarnsgy
M6X, HimeuunHa
(BUPOGHMLTBO
Hepo3dacoBaHO|
NpoAyKLuii, NnepBuHHa
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
ynakoBka,
KOHTPONb/BUNPOGYB
aHHs cepii)
212. | TEMOMEOAK kancynu no 20 wmr, Mepak HimeyuunHa Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH 10 peecTpauiliHix maTepianis:3miHu | 3a UA/13562/01/02
no 5 a6o 20 kancyn lesenbadT dhrop KniHiwe ITanis MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
y thnakoHi, no 1 dotop KAiHiwe LWneuianbnpenapar thapmakoHarnsgy. BeegeHHs abo 3miHu oo
hnakoHy B nauui Lneuianbnpe e M6X, HimeuunHa y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
napate M6X (BUPOOBHWK, L0 (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
Bignosigae 3a hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BTOPVHHY YNaKoBKY, BiNOBiAaNbHOI 3a 3[iliCHEHHS hapmakoHarnsgy;
KOHTPO/b/BMNPOGYB KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asiBHMKa 415
aHHsA cepii, f,03BIN 3ajificHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
Ha BUMyckK cepii); BiMiHHA Bif, YNOBHOBaXeEHOI 0co6y, BignoBigaibHOI 3a
Hepdapma C.p.J1., 3[jiCHeHHs hapmakoHaraay (BKIYaun KOHTaKTHI
ITanis (BMpo6HMLTBO [aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-chaiina
Hepo3dracoBaHOl cucTemu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO|
NpoAyKLUii, NepBNHHA 0cobu 3asiBHMKA, BiANOBIAA/IbHOT 32 34iNCHEHHS
ynakoBka, dhapmakoHarnsgy. MponoHoeaHa pefakuis: Dr. Barbara
KOHTPONb/BUNPOGYB Jogereit. 3MiHa KOHTAKTHUX AaHUX YNOBHOBaXXEHOI
aHHs cepii); Xaynt 0co6U 3asBHUKA, BiANOBIAABHOI 3a 34iiCHEHHS
dapma Amaper thapmakoHarnsgy
'M6X, HimeuunHa
(BMPOGHMLTBO
Hepo3dacoBaHO|
npoAyKLUii, nepBnHHa
ynakoBka,
KOHTPO/b/BUNPOOYB
aHHsA cepii)
213. | TEMOMEOAK kancynu no 100 mr, Mepak HimeyunHa Mepak esenbwadt | HimeuyunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/13562/01/03
no 5 a6o 20 kancyn lesenbadT hrop KniHiwe ITanisa UMYy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
y thnakoHi, no 1 dotop KAiHiwe Lneuianbnpenapar hapmakoHarnsigy. BeegeHHs abo 3miHn go
dhnakoHy B naui LWneuiansnpe e M6X, Himeuunna y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
napate M6X (BUPOOGHUK, L0 (BBEAEHHSA Y3araslbHEHUX AaHWX PO cUcTemy

BignoBigae 3a
BTOPVHHY YNaKoBKY,
KOHTPO/b/BUNPOGYB

aHHsA cepii, f03BIN
Ha BUMyckK cepii);
Hepdapma C.p.J1.,
ITanis (BMpo6HMLTBO
Hepo3dacoBaHOl
NpoAyKLUii, nepBuHHa
ynakoBka,
KOHTPO/b/BUNPOOYB
aHHs cepii); Xaynt
Papma Amaper

hapmakoHarsisgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 chapmakoHarnagy 3asBHuKa ans
3[iicCHEHHS1 chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiIMiHHA BiJ YNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 32
3pjiicHeHHs hapmakoHarnagy (BKYarUy KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
cucTemu hapmMakoHarnsgy) - 3MiHa yrnoBHOBaXKeHO|
0Cc0o6M 3asBHWKA, BiNOBIAANLHOI 33 34iACHEHHS
hapmakoHarnsigy. NponoHoBaHa pegakuisi: Dr. Barbara
Jogereit. 3MiHa KOHTAKTHUX JaHWX YNOBHOBaXXEHOI
0Cc0o6M 3asBHMKA, BiNOBIAANLHOI 33 34iACHEHHS
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
vM6X, HimeuunHa thapmakoHarnsgy
(BUPOGHMLTBO
Hepo3dghacoBaHo|
npoayKuii, NnepBuHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHs cepii)
214. | TEMOMEOAK kancysim no 140 wr, Mepak HimeuunHa Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/13562/01/04
no 5 kancyny lesenbwadt dorop KNiHiwe ITanis MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
thnakoHi, no 1 dotop KAiHiwe Lneuiansnpenapar thapmakoHarnsgy. BeegeHHs abo 3miHn fo
chnakoHy B nayui Lneujanbnpe e M6X, HimeyunHa y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
naparte m6X (BMPOGHUK, WO (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
Bignosigae 3a hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BTOPWHHY YNaKoBKY, BiANOBIAA/IbHOI 3@ 34iiCHEHH:A ddapmakoHarnagy;
KOHTPO/b/BUNPOOYB KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3assHuKa gns
aHHsA cepii, 03BN 3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
Ha BUMycK cepii); BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbLHOI 3a
Hepchapma C.p.J1., 3[jiCHeHHs1 hapMakoHaraay (BK/IKYakum KOHTaKTHI
ITanis (BMpo6GHMLTBO [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
Hepo3dghacoBaHol cucTemMn hapMakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT
nNpoAyKLUii, NepBnHHa 0co6u 3asiBHMKA, BiANOBIAA/IbHOT 32 3AiICHEHHS
ynakoBka, dhapmakoHarnsgy. MponoHoBaHa pefakuis: Dr. Barbara
KOHTPO/b/BMNPOGYB Jogereit. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
aHHsA cepil); Xaynt 0Cco6U 3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
dapma Amaper hapmakoHarnsgy
'm6X, HimeuunHa
(BMPOGHMLTBO
Hepo3dracoBaHOl
NpoAyKLUii, NepBNHHA
ynakoBka,
KOHTPONb/BUNPOGYB
aHHs cepii)
215. | TEMOMEOAK kancysn no 180 wr, Mepak HimeuunHa Mepak Mesenbwadt | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis:3MiHu | 3a UA/13562/01/05
no 5 kancyny [esenbwadT dotop KNiHiwe ITanis TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenmom
thnakoHi, no 1 dotop KAiHiwe LWneuianbnpenapar thapmakoHarnsgy. BeegeHHs abo 3miHu o
dNakoHy B nauli LWneujansnpe e M6X, HimeyunHa y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
napare mM6X (BMPOGHUK, L0 (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO CUCTEMY
Bignosigae 3a hapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi 0coou,
BTOPWHHY YNaKoBKY, BiNOBiAaNbHOI 3a 3[iliCHEHHA hapmakoHarnsgy;
KOHTPO/1b/BUNPOOYB KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
aHHsA cepii, f03BIN 3aificHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
Ha BUnycK cepii); BifIMiHHa Bif, YNOBHOBaXeHOI 0co6W, BiANOBIAA/ILHOI 3a
Hepchapma C.p.J1., 3ilicHeHHs chapmakoHariaay (BKIKYatoUun KOHTaKTHI
ITanis (BMpo6GHMULTBO [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
Hepo3gracoBaHOl cucTemu hapMakoHarnsay) - 3MiHa ynoBHOBaXKeHO|
npoAayKuii, NepBNHHA 0cobu 3as1BHMKA, BiANOBIAA/IbHOI 32 34iNCHEHHS
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
ynakoBka, dhapmakoHarnsgy. MponoHoeaHa pefakuis: Dr. Barbara
KOHTPONb/BUNPOGYB Jogereit. 3MiHa KOHTAKTHUX JaHWUX YNOBHOBaXXEHOI
aHHs cepii); Xaynt 0co6u 3asBHMKA, BiANOBIAANBHOI 3a 34iiCHEHHS
®apma Amaper thapmakoHarnsgy
'M6X, HimeuunHa
(BPOGHMLTBO
Hepo3dacoBaHol
npoAayKLii, nepBnHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHs cepii)
216. | TEMOMEOAK kancynu no 250 mr, Mepak HimeyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 3a UA/13562/01/06
no 5 kancyny lesenbwadt dotop KNiHiwe ITanis TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuenmom
dhnakoHi, no 1 chrop KniHiwe LLneyiansnpenapat thapmakoHarnsgy. BeegeHHs abo 3miHu oo
dhnakoHy B naui LWneuiansnpe e M6X, Himeuunna y3arasibHeHUX JaHnx npo cuctemy apmakoHarnsagy
napare mM6X (BMPOGHUK, LLO (BBEAEHHSA y3ara/lbHEHNX AaHUX PO CUCTEMY
BignoBigae 3a thapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BTOPWHHY YNaKkoBKY, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTPO/b/BUNPOOYB KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
aHHsA cepii, f03BIN 3[ilicHEeHHST chapMakoHarnsay B YKpaiHi, KLU0 BOHA
Ha BUMyckK cepii); BiIMiHHA BiJ YNOBHOBaX€eHOI 0C06M, BiANOBIAA/ILHOI 32
Hepcapma C.p.J1., 3[jiCHEHHs1 hapMakoHarnaay (BK/IKYaUM KOHTaKTHI
ITanis (BMpo6HULTBO [aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-charina
Hepo3dacoBaHO| cucTemu chapmMakoHarnsay) - 3MiHa yrnoBHOBaXKEHOT
npoAyKLUii, nepBnHHa 0co6U 3as1BHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
ynakoBkKa, hapmakoHarnsgy. NponoHoBaHa pegakuis: Dr. Barbara
KOHTPO/b/BMNPOGYB Jogereit. 3MiHa KOHTAKTHUX JaHWX YNOBHOBaXKEHOI
aHHsA cepii); Xaynt 0co6U 3as1BHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dapma Amaper thapmakoHarnsgy
mM6X, HimeuwunHa
(BUPOBHMLTBO
Hepo3dghacoBaHol
nNpoAyKLUii, NepBnHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHsA cepii)
217. | TETPAKCUM®I | cycneHsis gns CaHodpi dpaHuin CaHodpi Mactep, dpaHuia/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHu || 3a UA/13069/01/01
TETRAXIM iH’ekuiid, no 1 MacTep ®paHLis (NoBHWIA YropwmHa My - BUAANeHHs Tecty Histamine Sensitizing Activity peuyenmom
BAKUWHA ANA | nonepegHbo LKA BUPOBHMLTBA, (HSA) 3 BuKopucTaHHAM MuLLEl 3 napaMeTpiB
MPO®ITAKTUK | 3anoBHeHOMY KOHTPO/b SKOCTI, BMNpobyBaHHs Acellular Pertussis Vaccines Ha ctagii
N ANDTEPII, wnpuuy no 0,5 mn BTOPVHHE Final Bulk Product. TepmiH BBejeHHS 3MiH - TPaBEHb
NPABLA, (1 posa) 3 nakyBaHHs, BUMYCK 2023
KALLUTIOKY NPVKPINIEHO0 cepii); CaHoi-
(ALUENONAPH roskowo (abo 2-ma ABeHTic MpaiisiT Ko.

i
KOMMNOHEHT)

OKPEMUMU TOJIKaMM),
L0 MICTUTb

Nta., Nnatcopma
JIOTiCTWKM Ta
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
TA cycneHsito gns ONCTpMbYLIT Y M.
MNONIOMIENITY | iH'eKLjil, B KAPTOHHIi Bypanewr,
AICOPBOBAH | kopo6ui; no 1 YropumHa
A, nonepeaHLo (BTOPVHHE
IHAKTUBOBAH | 3anoBHeHOMY nakyBaHHs1, BUMYCK
A, PIOKA wnpuuy no 0,5 mn cepii)
(1 poza) 3
NPUKpPINIeHO
ronkoto (abo 2-ma
OKpPeMUMU rofikamu),
L0 MICTUTb
cycnexsito ans
iH'EKUA B KAPTOHHIN
KOpoo6Li, B siKilA
MiCTUTbCSA
CTaHAapTHO-
eKCMopTHa ynakoBka
Ta IHCTpyKUis Ans
MeANYHOro
3aCTOCyBaHHSA
218. | TUPO3YP renb, L mr/r,no5r, EHrenbrapg, HimeyunHa EHrensrapg HimeuyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/7786/02/01
251y Ty6i, N0 1 Ty6i | ApuHalimiTTen ApuHaiimitTTens TUMY - 3MiHW 3 SKOCTi. FTOTOBWIA Nikapcbkuii 3aci6. peuyenma
B KapTOHHIi kopobu b 'M6X & M6X & Ko.KI CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
Ko.KI 6yAb-AKOT YaCTVHM MaTepiany NePBUHHOI YNakoBKy, LLIO
He KOHTaKTYe 3 FOTOBUM NikapCbKMM 3aC060M
(Hanpwvknag konip KpULWEeYoK 3 KOHTPOSIEM NEepPLLOro
BIAKPUTTSA, KOMIP KOAOBKWX Kinewb Ha amnynax,
KOHTelWHepa A1 ro/1oK (pi3Hi BUAy nnactmacu) (3miHa,
AKa He BM/IMBAE Ha KOPOTKY XapakTepuCTUKy MikapcbKoro
3acoby) - BHeECEHHS 3MiH o po3giny 3.2.P.7, a came-
BUAaEHHS IHGOpMALLT LLLOA0 30BHILLHLOIO NOKPUTTSA
/IOMIHIEBOT Ty6M (CMONa: nosliypetaHoBa OCHOBA),
OCKiNbKN BOHO He KOHTakTye 3 /13
219. | TPAMALON PO34MH ANna iH'ekuin, | AT "Kanuekc" Nartsis AT "IpiHaekc", Natsisi/ BHECEHHS 3MiH 10 peecTpaLiiiH1x MaTepianis:3MiHu | 3a UA/16468/01/01
KANUEKC 100 mr/2 mn; no 2 NatBisi (BUPOOHUIK, CnoBayuymHa | Tuny - NOJaHHA OHOB/IEHOro cepTuddikara BiANOBIAHOCTI peuyenmom
M/1 B amnyni; no 5 AKWIA BigMoBigae 3a €poneiicbkili hapmakonei R1-CEP 2007-129-Rev 06
amnysn y KOHTYPHiiA KOHTpPO/b ana A®l tpamagony rigpoxnopuay Bif, Bxe
YapyHKOBIli ynakoBL,i cepii/BMNpobyBaHHs) 3aTBepxeHoro BupobHmka GVK Biosciences Private
(nigpoHi); no 2 abo ; AT "Kanuekc" , Limited, India, sikuii 3MiHuB Ha3By Ha Aragen Life
no 20 KOHTYPHUX Natsist (BUPOGHUK, Sciences Private Limited, India
YapyHKOBMX KW BigNoBigae 3a
ynakoBOK (NifA0HIB) Bunyck cepir); XbM
B Mauli 3 KApTOHY dPapma c.p.o.,
CnoBayvuuHa (BCi
cTagii BUpo6bHMYoro
npotecy, Kpim
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BUMYCKy cepil)
220. | TYBEPKYNIH PO34mnH ANS iH'eKi TOB "/llom'ep Ykpaina TOB "NNIOM'EP YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/16762/01/01
nnAa RT 23 SSI 2TO/0,1 mn; no 1,5 dapma” PAPMA", Ykpaina TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKu peyenmom
MJ/1 po3uunHy (15 f03) (BMPOGHULITBO 3 niKkapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
y chnakoHi; no 1 nakyBaHHs in bulk 3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHS Y cuctemi Sl.
hNakoHy y hipMun-BUPOGHIMKa BHeceHHs iHthopMaLii WoA0 3a3HauYeHHA OAMHULD
KoMnnekTi 3 15 Eli [xein BakuuHec BMMIPIOBaHHA y cucTeMi Sl y TeKCTi MapKyBaHHS
camo610KyUUMU EW/Ec, OaHis) nikapcbKoro 3acoby. 3miHM A0 po3giny
wnpuuamm y «MAPKYBAHH#A» MKA. 3ateBepaxeHo: Po3gin
KOHTYpHIli «MapkyBaHHs». BignoBigHoO [0 3aTBEPAKEHOro TEKCTY
YapyHKOBIli ynakoBLyi MapKyBaHHs, L0 A0AAaeTbCs. 3anponoHoBaHo: Po3gin
abo 6e3 KOHTYpHOTI «MapkyBaHHS». BignoBiAHO A0 3aTBEPAXEHOIO TEKCTY
YapyHKOBOI MapKyBaHHs
YyNakoBKn y
KapTOHHI Kopo6Lyi
221. | YNCENAH niocpinizat gns TOB «YOPN[, Ykpaina Medbap Inau CaH. TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3mMiHa 3a UA/16671/01/01
pPO34mHy ans MEOVNUNH» A.LL. 3asBHUKa (BNacHMKa peecTpauiiHoro nNocBig4yeHHs!) peyenmom
iH exwjiA, no 40 wr, 1 (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) TepMiH
(hN1aKoH Y KOHTYpPHIl BBEJEHHS 3MiH NPOTArom 6 micsuiB nicns
YapyHKOBIli 3aTBEPKEHHS; 3MiHU | TNy - 3MiHK Woa0
ynakosui, no 1 6e3nekn/edeKkTUBHOCTI Ta thapmakoHarnsgy. BeegeHHs
KOHTYPHIl ab0 3MiHM [0 y3ara/ibHeHNX AaHUX MPo CUcTemy
YapyHKOBI ynakoBLi dhapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
B KapPTOHHiii KOpooLyi cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT
0co6u, BignoBigasibHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3assHuKa ans
3ailicHeHHs thapmakoHarnsay B YkpaiHi, SKLL0 BoHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI 3a
3[jiCHeHHs1 hapMakoHariaay (BKIKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHi macTep-ghaiina
cuctemun dhapmakoHarasgy) - 3miHa ynoBHOBaKeHOT
ocobu 3asiBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg.
[itoya pepakuis: Mescim Inbkbaxap fiHyens / Mrs.
Mevsim llkbahar Dincel. NponoHoBaHa peaakuisi: Myano
[aHHa CtaHicnaBiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0CO6U 3asiBHKKA, BifnoBigaibHOI 3a
hapMakoHarnsg. 3miHa Micus 34iNCHEHHS1 OCHOBHOT
LisNbHOCTI 3 thapmakoHarnagy. 3miHa
MicLie3HaxopKeHHs1 macTep-aiina cuctemu
chapmakoHarnsgy
222. | YHAETAB TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKWW YkpaiHa BHECEHHSA 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | 6e3 UA/4834/01/01
060/10HKOI0; No 10 "KNIBCbKWI BITAMIHHWIA TUMY - BUTyYEHHS NOKasHuKa «Baxkki meTanms 3i peyenma
Tabnetok y 6nictepi; | BITAMIHHAIA 3ABO4" crneundikauii A®I AckopbiHoBa KMCNOTa; 3MiHW | Tuny -
no 3 6nictepu B 3ABOA" 3amiHa BUPOBHMYOT AiNbHULL Bif BXe 3aTBEPKEHOTO
nauuj BMPOGHUKA Ha HOBY Ai/IbHULIKO Bifg, 3aTBEpAKEHOro
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BMpOGHMKa AckopbiHoBoi kncriotn «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. MponoHoBaHa
pegakuisi: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/LlLeHrkeuny AoHr Poaa, 29, 30Ha EKOHOMIYHOrO Ta
TexHonoriyHoro Po3BuTky, LLeHsiHr, KuTali
223. | YPOTON® TabneTkn, BKpUTI TOB "CaHodi- Ykpaina BMPOGHMLTBO 13, Yecbka BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/6706/01/02
060/10HKOI0, MO 2 Mr; ABeHTIC nepBuHHE Ta Pecny6nika TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peuenmom
Ne 28 (14x2), Ne 56 Ykpaina" BTOPVHHE thapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPYKUiT Ans
(14x4): no 14 naxkyBaHHs, MeJMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
Tabnetok y 6nictepi; KOHTPO/b SIKOCTI, po3ainy "OcobanMBOCTi 3aCTOCyBaHHA" LWOA0 6e3neku
no 2 abono 4 BMnNyck cepiii: TOB 3aCTOCyBaHHSA A0MNOMDKHOI peYOBVHW. BBEAEHHS 3MiH
6nictepu B "3eHTiBa", Yecbka NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPYKEHHS
KapTOHHI KopooLli Pecnyb6nika;
KOHTPO/b AKOCTI:
KBiHTa-AHaniTvKa
C.p.o., Yecbka
Pecny6nika
224. | PAMOTUANH NOPOLLIOK Yemo |6epika, IcnaHis Kimika CiHTeTika, IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu |1 - UA/13301/01/01
(cybeTaHuin) y C.A. C.A. 1Ry - 3MiHK 3 AkocTi. AP, (iHWi 3MiHK) - nogaHo
noaBiHNX OHOB/EeHy Bepcito DMF Ha A®| chamoTuanHy Big,
nonieTuNeHoBmX BMpOGHMKa Quimica Sintetica, S.A., IcnaHis
naketax s (3aTBepmxeHo: FA-QS1-Ed.4-EP-6epeseHb 2017p.;
BUPOGHMLTBA 3anponoHoBaHo: FA-QS1-Ed.6-EP->XoBTeHb 2019p.) Ta
CTepu/ibHUX Ta NOrOJPKEHHS po3iny «TepMiH NpMAAaTHOCTI» B
HeCcTepuibHUX peecTpauiiHoMy NOCBiAYEHHI 3 METOLAMU KOHTPO/O
nikapcbkux chopm SKOCTi Ha A®I, a came: 3aTBepakeHo: TepMiH
npugartHocTi: 5 pokis 3anponoHoBaHo: TepMmiH
npuaaTHOCTI: TEPMIH NEPEKOHTPOII0 5 pokiB
225. | ®API BEPAE cnpeii ans poToBoi CninbHe Ykpaina CnifnbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/16539/01/01
NOPOXHUHN 1,5 YKparHCbKO- icnaHcbke MRy - 3MiHKN 3 AkocTi. CepTudikar BignosigHocTI/TE- peyenma
mr/mn, no 30 My icnaHcbke nignpreMcTBo cepTudikaT BignoBigHOCTI EBponeinchkiii
KOHTElHepi 3 nigNpPUEMCTBO "Cnepko YkpaiHa" thapmakonei/MmoHorpadii. 3mMiHK, NoB'A3aHi 3
KPULLIKOIO B "CMEPKO HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
KOMMJ/IEKTI 3 YKPAIHA" MoHorpadii JdY abo EBponeiicbkoi chapmakonei, abo
NPUCTPOEM AN IHLWOT HalioHanbHOT thapmakonei aepxasn €C -
pO3NUIOBAHHA Y BHECEHHS 3MiH A0 p.3.2.S.4.1 Cneumdpikauis Ha AdD|
naui BeH3ngaminy rigpoxnopug —a came: NpuBefeHHs y
BiANOBIAHICTb A0 MOHOrpagii EP
226. | ®APIHITOH Tabnetkv gns AT YkpaiHa AT "KNIBCbKU YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 6e3 UA/7230/01/01
CMOKTaHHs no 10 "KNIBCbKWI BITAMIHHWIA TUMY - BUTyYEHHS NOKasHuKa «Baxkki meTanms 3i peyenma
Ta6netok y 6nictepi; | BITAMIHHUIA 3ABO4" crneundikavii A®I AckopbiHoBa KMCoTa; 3MiHW | Tuny -
no 2 6nictepn y 3ABOA" 3amiHa BUPOBHMYOT AiNbHULL Bif BXe 3aTBEPAKEHOTO
nauuj BMPOOHMKA Ha HOBY AifIbHULIIO Bif, 3aTBEPAKEHOr0
BUpPo6HMKa AcKopbiHoBOI kncnotu «Northeast
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Pharmaceutical Group Co., Ltd.», Kutaii. [itoua
pegakuis: Kunminghu Street, Technical Economic
Development Area, Shenyang, Liaoning, China
(Mainland)/KyHmiHruy CTpiT, TexHiken EKoHoOMIKC
[JesenonmveHT Epia, LLeHbsHr, JliaoHiHr, Kutaii
(MeitHnena) MponoHoBaHa pegakuyis: Ne.29, Shenxiliu
Dong Road, Economic Technology Development District,
Shenyang, China/lLexrkeuny floHr Poag, 29, 30Ha
EkOHOMiYHOro Ta TexHosoriyHoro Po3suTky, LLeHsHT,
KuTai

227.

DAPMATEKC

TabneTki BariHasIbHi
no 20 wmr, no 12
Tabnetok y Ty6i; no
1 Ty6i y KapTOHHii
Kopoo6Li

Na6opatopis
IHHOTEK
IHTEepHacbioH
anb

®paHuis

IHHOTepa LLlysi,
®paHLia (BUPOBHUK,
BiAnoBiganbHMi 3a
BMPOGHULITBO in
bulk, koHTponb Ta
BUNycK cepii);
Ctpagic, ®paHuis

(BUPOGHMK,

BiAnoBiganbHMi 3a

nepBuHHE Ta
BTOPUHHE
nakyBaHHs)

®paHuisa

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu |
TUMY - OHOBJ/IEHHSA BXe 3aTBepPKEHNX METOAIB
KOHTPOJIO SIKOCTi SliKapCbKoro 3acoby, a came:

BVKaAEHHS TEKCTY fEepXXaBHO MOBOHO 3riHO Cy4yacHUX
BMMOT; 3MiHW | TURY - 3MiHW B MeTOAULI BUNPOByBaHHS
3a NOKa3HUKOM: «KinbKicHe BU3HAUYEHHSI MipUCTA/TKOHIO

xnopuay»; 3MiHu | TUMNy - BHECEHHS 3MiH [0 po34iny
“MapkyBaHHS" (ofaBaHHA dpasun “3rigHo
3aTBEPKEHOro TEKCTY MapKyBaHHS") Ta “YnakoBka”

(YyTOUHEHHS); 3anponoHoBaHO: Ynakoska. NepsuyHa: 12

TabneTok y noninponineHoBii Ty6i. BropuuHas: no 1 1y6i

3 HCTPYKUEI AN19 MeANYHOro 3aCTOCYBaHHS y
KapTOHHI kopobLi. MapKyBaHHs. 3rifHO 3aTBEpAKEHOro
TEKCTY MapKyBaHHs

6e3
peyenma

UA/1340/05/01

228.

DEHICTUN
EMYNbCIA

eMy/1bCisl HalLKipHa
0,1 %; no 8 mny
hNakoHi 3
KY/IbKOBUM
annikatopom; no 1
(hNakoHy B
KapTOHHi KopobLyi

rCK
KoHcblomep
Xernckep
CAPN

LBeliuapis

'CK KoHcblomep
Xenckep CAPJ

LBeliuapis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
TMNy - AAMIHICTpPaTVBHI 3MiHW. 3MiHa HaiMEeHyBaHHsI
Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
nocBifYeHHs) - 3MiHa Ha3BUW Ta agpecu 3asaBHUKA
(BBEAEHHS 3MiH NPOTArom 6-Tu MicsLiB micas
3aTBEPKEHHS); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHWN.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiSIbHOCTI BUpOBGHUMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/Yaoumn AiNbHUL
BUMNYCKY cepii abo MicLe NpoBeeHHsI KOHTPOJIHO AKOCTI.
([isNbHICTb, 3a 5Ky BignoBigae BUPO6GHUK/iMnopTep,
BK/IOUA0UM BUMYCK Cepiid) - 3MiHa Ha3Bu Ta agpecu
BMPOGHUKa /13, 6e3 3MiHN MicLA BUPOOGHULTBA. SMiHM
BHECEHO B iHCTPYKLt0 A1 MELUYHOIO 3aCTOCYBaHHS y
po3ainu «BupobHuk» Ta «MicLie3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NPOBapKEHHS 1ioro
LiSINIbHOCTi» 3 BigNOBIAHUMY 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKy/ Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBEPAXEHHS

6e3
peyenma

UA/13867/01/01

229.

DJTIOKOPUK

kancynu no 150 wr,
no 1 kancyniy

CaH
PapmacboTUK

IHais

CaH

PapmacboTuKasl

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu |
TUMY - 3MiHW BHECEHO [0 IHCTPYKLii AN MeguyHoro

6e3
peyenma

UA/6786/01/03
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
6nicTepi, no 1 an lHgacTpis IHpacTpi3 NimiTeq, 3aCTOCYBaHHS NiKapcbKoro 3acoby Ao po3ainis
6nictepy y Nimitepn "Oco61mBOCTI 3acToCyBaHHA", "3acTocyBaHHSA y nepiog,
KapTOHHI Kopo6Lyi BariTHOCTi abo rogyBaHHs rpyaar”, "MobiyuHi peakwyii"
00 6e3neky 3acTOCyBaHHS Ailo40i PeHOBUHM
BiANOBIAHO A0 pekomeHAaLin PRAC. BBefieHHs 3MiH
NpoTArom 6-Tn MiCALB NicNs 3aTBEPMAKEHHS
230. | ®OPTYM™ NOPOLLOK A/1A nakcoCmitKn Benvka Eii Ci Ec Job6dap ITanis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/1636/01/01
PO3UMHY ANA iH'eKLil AH EkcnopT BpuTaHis C.n.A. TUNY - BBEAEHHS AOAATKOBOrO BUPOGHMKA NPOMIKHOIO peyenmom

no 500 wmr; 1 donakoH
3 MOPOLLKOM Yy
KapTOHHI Kopo6Lyi

Nimiteq

nNpoAayKTy LedTasmanm neHtarigpaty 3 kapboHaTom
HaTpito oNns iH'ekuiin (ctepunbHuii bulk), Antibioticos do
Brasil Ltda., Bpa3unisi; 3miHu |l Tuny - BBEAEHHS HOBOTO
BMPOGHMKa Aito4oi peyoBrHY LedTasnanmy
nenTarigparty Antibioticos do Brasil Ltda., bpa3unis, 3
HafaHHSAM macTep-haiina Ha A®| Ta 3a3Ha4YeHHSAM
neperiky BUPOGHMKIB MPOMiIXHUX NPOAyKTiB Ana AdI
ACS Dobfar SpA 4, Italy; ACS Dobfar SpA 3, Italy;
Shandong Apeloa Tospo Pharmaceutical Co., Ltd,
China; Shandong Jincheng Pharmaceutical & Chemical
Co., Ltd., P.R.China; 3miHu Il TUny - 3miHW y npoueci
BMPOGHMLITBA Y 3B’SI3KY 3 BBEA,EHHSAM [0AATKOBOrO
BMPOGHMKA MPOMIXHOrO NPoAykTy Ledtasnanm
neHTarigparty 3 kapboHaToOM HaTpilo AN15 iH KLl
(ctepunbhuii bulk), Antibioticos do Brasil Ltda.,
Bpaswnisi, a came foAaHo CyTTEBE [OMNOBHEHHS [0
po3giny 3.2.P.3 peecTpauiiHoro gocke (CTD) gns
BHECEHHS AaHnX LWOoA0 BUPOGHMYOro npoLiecy, skuii
3aCTOCOBYETbCS Ha MPOMNOHOBaHI BUPOGHWUYIN AiNbHUL;
3MiHu Il Tuny - po3gin 3.2.P.4.KOHTPOsIb JOMNOMIDKHUX
peyoBUH LONOBHEHO iHhopMaLlieo Woa0 BUPO6HMLTBA
CTEepPW/IbHOTO KapboHaTy HaTpIto Ta KOro KOHTPOSIO Y
3B’A3KY 3 BBEJEHHAM [J0jaTKOBOro BUPOGHMKaA
NMPOMIXHOIO NPOAYKTY LedTasnanm neHTarigpary 3
Kapb6oHaTOM HaTpito Ans iH'ekuii (cTepunbHuii bulk),
Antibioticos do Brasil Ltda., Bpa3unis; 3miHn Il Tuny -
3aCTOCYBaHHA a/IbTEPHATVBHOI YNakoBKN AN
MPOMIKHOro NPoAyKTYy LedTasnaum neHtarigpary 3
KapboHaTOM HaTpito A4N15 iHeKUiid (cTepunbHuWii bulk) y
3B'A3KY 3 BBEJEHHAM [10jaTKOBOrO BUPOGHMKaA
Antibioticos do Brasil Ltda., Bpa3sunis; 3minu |l Tuny -
OHOBNEHHSA Mogynto 3 Ha Teputopii €C Ta Cnosy4yeHoro
KoponiBcTBa 3a npoueaypoto B3aEMHOTO BU3HAHHSA
3rigHo 3i Ctarteto 30 AupekTven 2001/83/EC Ta
BHAC/iJOK rapMoHi3aLlii peecTpayiiiHuX AOKYMEHTIB Ha
N3 cepep KpaiH Ha pUHKY SIKUX NPeACTaBeHo Lieit
nikapcbkuii 3aci6. 3MiHU BHeCeHO [0 IHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

po3gainy "Cnoci6 3actocyBaHHs Ta fo3un"

231.

DOPTYM™

NMopoLUOK AN
PO34UHY ANS iH'EKL
no 1r; 1 dpnakoH 3
NMOPOLLKOM Y
KapTOHHI KOpo6Lyi

nakcoCmiTKn
SiH Ekcnopt
Nimiteq

Benwvka
BpuTtaHis

Eii Ci Ec Job6dap
C.n.A.

ITanisa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu |
TUMY - BBEAEHHSA A04ATKOBOrO BUPOGHMKA NPOMKHOMO
NPOAYKTY LedTasnanm neHtarigparty 3 kap6oHaTom
HaTpito ons iH'ekuiin (ctepunbHmii bulk), Antibioticos do
Brasil Ltda., Bpa3unis; 3miHu |l Tuny - BBEAEHHA HOBOrO
BUPOGHMKA Ajt0H0T peyoBuHY LedTasnammy
nenTarigpaty Antibioticos do Brasil Ltda., Bpa3unisi, 3
HaJaHHAM MacTep-haiina Ha APl Ta 3a3HauYeHHAM
nepesiky BUPOGHMKIB MPOMiIXHUX NPoAyKTiB ans AdI
ACS Dobfar SpA 4, Italy; ACS Dobfar SpA 3, Italy;
Shandong Apeloa Tospo Pharmaceutical Co., Ltd,
China; Shandong Jincheng Pharmaceutical & Chemical
Co., Ltd., P.R.China; 3miHu Il Tuny - 3miHW y npoLeci
BMPOGHULITBA Y 3B’A3KY 3 BBELEHHAM [04ATKOBOrO
BMPOOGHVKa NPOMiIXXHOrO NPOAYKTY LedTasngnm
neHTarigparty 3 kapboHaTOM HaTpilo A5 iH KLt
(ctepunbHuii bulk), Antibioticos do Brasil Ltda.,
Bpaswnisi, a came foAaHo CyTTEBE AOMOBHEHHS [0
po3giny 3.2.P.3 peecTpauiiiHoro gocke (CTD) gnsi
BHECEHHS JaHuX LWoA0 BUPOBGHMYOro npoLecy, SKuii
3aCTOCOBYETLCS HA MPOMOHOBaHI BUPOGHWUIl AiNbHUL;
3MiHu Il Tuny - po3gin 3.2.P.4.KOHTPOsb JOMNOMDKHUX
PeyYoBUH AOMOBHEHO iHhOpMaLElo Woa0 BUpoOHMLTBA
CTepuIbHOro KapboHaTy HaTPIlO Ta Oro KOHTPOSIO Y
3B'A3KY 3 BBEJEHHAM [10jaTKOBOIrO BUPOGHMKaA
MPOMDKHOro NPoAyKTYy LedTasnaum neHtarigpary 3
KapboHaTOM HaTpito Ans iH'ekuUili (cTepunbHuii bulk),
Antibioticos do Brasil Ltda., Bpa3unis; 3miHn Il Tuny -
3aCTOCYBaHHA a/ibTEPHATUBHOT YNakoBKN A/1A
NMPOMDKHOIO NPOAYKTY LedTasnanm neHtarigpary 3
KapboHaTOM HaTpito AN iH'eKU,id (cTepunbHuMii bulk) y
3B'A3KY 3 BBEJEHHAM [04AaTKOBOr0 BUPOOHUKA
Antibioticos do Brasil Ltda., Bpa3unis; 3miHn Il Tuny -
OHOBNEeHHs1 Moaynto 3 Ha Teputopii €C Ta CnosyyeHoro
KoponiscTBa 3a npoueaypoto B3aEMHOIO BU3HAHHSA
3rigHo 3i Ctatteto 30 Aupektusm 2001/83/EC Ta
BHAC/iLOK rapMOHi3aLlii peecTpayiiiHux AOKYMEHTIB Ha
N3 cepep KpaiH Ha pUHKY SKMX NPeAcTaBneHo Lei
nikapcbkuii 3aci6. 3MiHM BHeCEHO [0 IHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3giny "Cnoci6 3actocyBaHHs Ta go3un"

3a
peyenmom

UA/1636/01/02

232.

DPOPTYM™

NopoLLOK AN
PO3UMHY ANA iH'EKLil
no 2 r; 1 donakoH 3
NMOPOLLKOM Yy

nakcoCmiTKn
SlH EkcnopT
Nimiteq

Benuka
BputaHis

Eii Ci Ec Lob6dap
C.n.A.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu |
TUMY - BBEAEHHA A0ATKOBOrO BUPOGHMKA NPOMIKHOMO
npoAaykTy LedTasmanm neHtarigpaty 3 kapboHaTom
HaTpilo ANs iH'ekuiin (ctepunbHuii bulk), Antibioticos do

3a
peyenmom

UA/1636/01/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI Kopo6Ly

Brasil Ltda., Bpa3unis; 3miHu Il Tuny - BBEAEHHA HOBOrO
BMPOOHUKA Aito40T peqyoBuHY LedTasngnmy
neHTarigpary Antibioticos do Brasil Ltda., Bpa3wnis, 3
HajaHHAM macTep-haiina Ha A®| Ta 3a3Ha4YeHHAM
nepeniky BUPOGHWKIB MPOMDKHUX NPOAYyKTiB onst APl
ACS Dobfar SpA 4, Italy; ACS Dobfar SpA 3, Italy;
Shandong Apeloa Tospo Pharmaceutical Co., Ltd,
China; Shandong Jincheng Pharmaceutical & Chemical
Co., Ltd., P.R.China; 3miHu Il Tuny - 3mMiHn y npoueci
BUMPOGHMLITBA Y 3B’A3KY 3 BBEA,EHHAM [0AATKOBOrO
BUPOGHMKa NPOMDKHOro NpoAyKTy uedTasnanm
neHTarigparty 3 kapboHaToM HaTpilo A4N15 iH ek
(ctepunbhuii bulk), Antibioticos do Brasil Ltda.,
Bpaswnisi, a came foAaHo CyTTEBE AOMOBHEHHS [0
po3giny 3.2.P.3 peecTpauiiHoro gocke (CTD) gns
BHECEHHS AaHnX LWOA0 BUPOGHMYOro npoLecy, Skui
3aCTOCOBYETLCSI HA MPOMNOHOBAHI BUPOGHWUIl AinbHUL;
3MiHn Il Tuny - po3gain 3.2.P.4.KoHTposib 4OMOMIKHUX
PeYoBUH AOMOBHEHO iHhOpMaLiElo Woa0 BUPOOHNLTBA
CTepuIbHOro Kap6oHaTy HaTpItO Ta iOro KOHTPOSIO Y
3B'A3KY 3 BBEJEHHAM [04AaTKOBOrO BUPOOHUKA
NMPOMDKHOIO NPOAYKTY LedTasnanm neHtarigpary 3
Kap6oHaTOM HaTpito Ans iH'ekuUili (cTepunbHuii bulk),
Antibioticos do Brasil Ltda., Bpa3sunis; 3minu |l Tuny -
3aCTOCyBaHHA a/IbTEPHATVBHOI YNakoBkN ANs
NPOMDKHOIO NPOAYKTY LedTasnanm neHtarigpary 3
KapboHaTOM HaTpito 45 iH'eKUii (cTepunbHuii bulk) y
3B'A3KY 3 BBEJEHHAM [J0aTKOBOro BUPOOHMKa
Antibioticos do Brasil Ltda., Bpa3unis; 3miHn Il Tuny -
OHOBNEeHHs1 Moaynto 3 Ha Teputopii €EC Ta CnosyyeHoro
KoponiscTBa 3a npoueaypoto B3aEMHOTO BU3HAHHSA
3rigHo 3i Ctatteto 30 Aupektusm 2001/83/EC Ta
BHAC/iJOK rapMoHi3aLlii peecTpayiiiHuX AOKYMEHTIB Ha
N3 cepep KpaiH Ha pUHKY SKMX NPeACcTaBneHo Lei
nikapcbkuii 3aci6. 3MiHW BHECEHO [0 IHCTpYKLiT Ans
MEeAMYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby go
po3gainy "Cnoci6 3actocyBaHHs Ta fo3un"

233.

DPOBAMITPA
H

TabneTku, BKPUTI
nNiBKOBOKO
060n0Hkoto, Mo 2,5
mr, no 2 abo 6
Tabnetok y 6nictepi,
1 6nictepy
KapTOHHI Kopo6Lli

MeHapiHi
IHTepHeLwoHan
OnepeiiwoHc
Nokcembypr
C.A.

Tokcembypr

BUPOGHMK, IO
BMKOHYE
BVPOGHMLTBO
npenaparty "in bulk",
KiHLeBE NakKyBaHHS,
BUMYCK cepiii: A.
MeHapiHi
MaHythakTypiHr
JloricTikec eHp,
Cepsicec C.p.J1.,

ITanisa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu |
MRy - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn 1o
y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 hapMakoHarnisgy 3asiBHMKa 415
3aiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXEHOI 0Cc0o6M, BignoBiganbHOI 3a

3a
peyenmom

UA/12524/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
ITanis; BUPO6HUK, 3[jicCHeHHs1 hapMakoHariaay (BK/IKYakuM KOHTaKTHI
LLIO BUKOHYE [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina
KOHTPONb cepiii: A. cucTemu chapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum
MeHapiHi 3asBHUKA, BiANOBIAA/IbHOI 32 hapmakoHarnsg B YkpaiHi.
MaHyakTypiHr MponoHoBaHa pepfakuis: Kyyep MapuHa BacunisHa.
JoricTike eHp, 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHMKA,
Cepsicec C.p.J1., BiANOBIAANbLHOI 3a 34ilicHeHHS chapmakoHarnsgy B
ITania YKpaiHi
234. | ®TOPYPALUN PO34mnH ANS iH'eKi AKKopg, Benvka AKKopA, Xesnckea Benuvka BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/18129/01/01
AKKOPJ, abo ans iHdysiii 50 Xernckea BpuTaHis Nimiteq, Benuka BpuTania/ TUMy - 3MiHa nossrae B AofaBaHHi roTOBUX [0 peyenmom
mr/mn; no 5 mn (250 Nimiteq BpuTaHis IHais/ ITania cTepunisalii rymoBmux NPo6OoK, L0 3aKynoprTLCS, 3
mr ), no 10 mn (500 (BignoBigansHuii 3a TIEH X 3aTBEPAKEHOID creundikalieto, Wwo i
mr), no 20 mn (1000 BUNYyCK cepii); nonepeAHbO NPOMUTI F'YMOBI NPOGKK, siki ByAyTb
mr), no 50 mn (2500 AKKOP[, XEJICKEA HanpsiMy nofaBaTuCb Ha CTafilo cTepunizavii.
mr), no 100 mn NIMITEL, Benuka 3aTBepaKeHnii BUpO6HMUMIA npoLiec Ta npouec
(5000 Mr) po3unHy y BpuTaHis (BTOpuHHE cTepwisauii 3a/mMWwaoTbCs He3MIHHUMU
chnakoHi, no 1 nakyBaHHs);
dNakoHy y ACTPOH PECbOPY
KapTOHHIN nayui NIMITEL, Benuka
BpuTaHis (KOHTposib
AKocTi); IHTac
PapmacbloTikasic
Nimiten, IHAis
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs); IHTac
$apmacbloTikanic
Nimiteq, HAja
(B1poOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs);
NABAHANIBIC
C.P.N., Itania
(KOHTPO/b AKOCTI)
235. | ®YPAUUNIH® Tabnetkvu gns NAT Ykpaina MAT "Tanuuchapm”, YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/5187/01/01
NpUroTysBaHHsA "Tannudapm” YkpaiHa, TUMy - 3MiHW 3 SIKOCTi. FOTOBWIA NnikapcbKuii 3acio. peyenma
PO34NHY Ansa MAT KOHTPO/Ib ONOMIKHMX PEYOBUH. 3MiHA y MeToAax
30BHILUHLOIO "Kuismegnpenapart”, BMNPO6YBaHHSA AONOMDKHOT PEUOBUHM (iHLLI 3MiHU Y
3acTocyBaHHsA no 20 YKpaiHa MeToAax BUNpobyBaHHA (BKIOUaKUM 3aMiHy abo
mr, no 10 TabneTok nofaBaHHs)) CynyTHs 3MiHa - 3MiHM 3 IKOCTi. [OTOBMIA
y 6nictepax; no 10 nikapcbkuii 3aci6. KOHTPOb AONOMIXXHUX PEYOBUH.
TabneTok y 6nictepi, 3MiHa napameTpiB cneumdikauii Ta/abo gonycTUMmx
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

no 2 6nictepu B
nauuj

MeX A151 AONOMIKXHOT peyoBUHY (iHLLi 3MiHW) -
npveefeHHa Cneyudikauii/MeToAiB BUNpobyBaHHA A1
[OMNOMDKHMX peyvoBuH Hatpito xnopug, Hatpito
Kpockapmeno3sa, MNosigoH, Kucnota creapvHosa y

BigNoBiAHICTb A0 BUMOr MoHorpadii EP Ta AdY.

TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN
Yy BUPOOGHMLTBI. 3MiHM y NpoLeci BUpOGHMLTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIKUAKUN NPOMDKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPW BUPOGHMLTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHMLTBA) BHECEHHS HE3HAYHUX 3MiH [0 PO34iny
3.2.P.3. MNpouec BMpobHULITBA NMiKAPCHKOro 3acoby: - Ha
cTagii "MNpuroTyBaHHsA Macu ons tabnetyBaHHs",
Onepadist "3MillyBaHHSA Ta 3BO/TOXEHHS KOMMNOHEHTIB" :
BW/TyYEHHS HEOOXiAHOCTI MpoyeAeHHs nonepesHboro
NPUroTYyBaHHSA B OKPEMIili EMHOCTI 3 BUKOPUCTaHHSAM
HepXXaBCTaIbHOTO LNaTens TpMTypaLiiHoi Macw; Becb
npouec Ha AaHiii onepauii NpoBoAATb Y 3MilLyBavi-
rpaHynaTopi Ha MAT "KuiBmegnpenapat” Ta 3MillyBadi
Ha MNAT "Tannychapm”. - Ha cTagii "MpuroTyBaHHA Macu
ansa TabnetysaHHs", Onepauis "CyLiHHSA BONOTNX
rpaHyn'": npouec CyLiHHA BONOIVX rpaHy/1 NpoBOAATb Y
3MiwyBadvi-rpaHynsaTopi Ha MAT "KuiBmegnpenapat” Ta
cywapui Ha NAT "Tannycapm”; - Ha eTani "lMakyBaHHS,
MapKyBaHHS Ta BifaBaHTaXeHHS roToBOi NpoAyKuii": ans
BMPOBOHUUMX ainbHuub MAT "Kuismegnpenapat” ta NAT
"lanunuchapm" 3anponoHOBaHO He NPOBOAUTMH
dhacyBaHHS flikapcbkoro 3acoby y cTpunu 3 nanepy
NamiHOBaHOro NonieTUIEHOM 3 METO paLioHaIbHOro
BMKOPUCTaHHA 06/1a4HaHHA Ha BUPOOHWUIN AiNbHULL.
3MiHu | TURY - 3MiHK 3 SKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy YNakoBKy roTOBOro fikapcbKoro 3acoby
(BMNYyYEHHS YNakKoBKW MEBHOTO PO3Mipy) BUTyYEHHS
ynakoBku no 10 TabneTok y cTpun 3 nanepy 3
nonieTMIeHoBMM MOKPUTTAM; no 200 cTpuniB y rpynoBy
ynakoBKy. 3MiHM BHeCeHi B po3ain "Ynakoska" B
IHCTPYKL,it0 415 MEeANYHOro 3aCTOCYBaHHSA NiKapCbKoro
3aco6y y 3B'A13Ky 3 BU/TYYEHHSIM NEBHOIO PO3Mipy
YNaKoBKM, SIK HACNIAOK - BUTYUYEHHSA TEKCTY MapKyBaHHSA
BiANOBIAHOT yNakoBkW. BBeAEeHHS 3MiH NPOTArom 6-Tu
MiCAUIB Micnsa 3aTBEPMKEHHS. 3MiHW | TMny - 3MiHK 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI.
3MiHM y npoLeci BUPOBGHULITBA rOTOBOTO NiKapCbKOro
3ac06y, BK/1IOYAKUM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETLCSA NPV BUPOGHULTBI FOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK) BHECeHHs He3HauYHUX 3MiH [0
npouecy BUMPOGHMLITBA FOTOBOTO JIiKapCbKOro 3acoby:
KOHTPO/Ib 3@ NOKa3HWKOM "3asimiikosa Bosora”
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
MPONOHYETLCA NPOBOANTY NULLIE Mif YaC NPOBEAEHHS
BaUlifaLii TeXHONOrHOro npouecy BupobHuuTea M3 i
BIANOBIAHO HE NPOBOAWTY Nif Yac PYTUHHOIO
BMPOGHMLITBA NapTii/cepiii 4aHOro NPOAYKTY.
236. | XABPUKC™ cycneHsia gns nakcoCmitKn Benuka nakcoCmitTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3MiHu | 3a UA/16497/01/02
1440 BAKUWHA | iH'ekujin 1440 O AiH Ekcnopt BpuTaHis Bionogxikans C.A. TUMY - BUTyYEHHS BUPO6HUYOI AinbHuLi GlaxoSmithKline peyenmom
ana ELISAno 1mn (1 Nimiteq Biologicals Branch of SmithKline Beecham Pharma
MNPO®INNAKTUK | gosa gns gopocnux) GmbH & Co.KG, 40 Zirkusstrasse, 01069 Dresden,
N TENATUTY A | y donakoHi; no 1 Germany (Building H), BignosiganbHoi 3a ctagji
hnakoHy B MapKyBaHHS Ta NakyBaHHS roToBOT NPOAYyKLii; 3MiHN |
KapTOHHI kopobuy; TUMY - BUyYEHHS BUPO6HUYOI AinbHULi GlaxoSmithKline
no 1 mn (1 gosa ans Biologicals S.A., 89, rue de I'Institut (Building RX46),
[opocnunx)) B 1330 Rixensart, BianoBiAa/bHOI 3a cTafii HANOBHEHHS
nonepegHLO Ta hopMyBaHHsA
HanoBHEHOMY
LINPUL Y KOMMIEKTI
3 T0/IKOt; Nno 1
LUNPWLY B KQPTOHHIi
Kopo6bui; no 1 mn (1
[03a o151 LOPOC/InX)
y thnakoHi; no 1
hnakoHy B
KapTOHHI kopobuy;
no 1 mn (1 gosa ans
Lopocnnx) B
nonepegHL0
HanoBHEHOMY
LINPUL Y KOMMIEKTI
3 T0/IKOt0; Nno 1
LUNPVLY B KQPTOHHIi
KopooLi
237. | XABPUKC™ cycneHsia gns nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | 3a UA/16497/01/01
720 BAKLUMHA iH'ekujin 720 OJ, AH EkcnopT BputaHis Bionopxikans C.A. TUMY - BUYYEHHS BUPOOHUYOI AinbHULi GlaxoSmithKline peuyenmom
Aanda ELISA, no 0,5 mn (1 Nimiteq Biologicals Branch of SmithKline Beecham Pharma
APO®INAKTUK | posa ans pitein) y GmbH & Co.KG, 40 Zirkusstrasse, 01069 Dresden,
W TENATUTY A | cbnakoHax Nel a6o Germany (Building H), BignosigansHoi 3a ctagii
nonepegHbL0 MapKyBaHHS1 Ta NakyBaHHS rOTOBOT NPOAYKL,ii; 3MiHN |
HarnoBHEHWX TUNY - BUyYEHHSI BUPO6HUYOI AinbHMLi GlaxoSmithKline
wnpuyax Nely Biologicals S.A., 89, rue de I'Institut (Building RX46),
KOMMEKTi 3 FONKOH 1330 Rixensart, BiANoBiAa/IbHOI 3a CTafii HAMOBHEHHS
Ta popmyBaHHs
238. | UENECTOAEP masb 0,1 %; no 151 OpraHoH LBeliuapis LWepinr-Mnay Na6o Benbris BHECEHHSA 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | 3a UA/9500/01/02
M-B® abo 30 r B TY6i; no 1 CeHtpan lct H.B. UMYy - 3MiHW Woao0 6e3nekn/edekTMBHOCTI Ta peyenmom
Ty6i B KAPTOHHIlA 6X thapmakoHarnsgy. BeegeHHs abo 3miHn fo
Kopoo6Li y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;

KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3assHuKa s
3AjiicHEHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHA Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 3a
3[jicCHeHHs1 hapmakoHariaay (BK/IKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina
cucTemn chapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuis: MapiaHHa Bank - KopTeHpaas,.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6u
3asBHYKA, BigNoBifa/IbHOI 3a 34iACHEHHSI
hapmakoHarniagy. 3miHa KOHTaKTHOT 0CO6U 3aABHMKA,

BiANOBIAa/bHOI 3a thapmakoHarnifg B YkpaiHi.

MponoHoBaHa pegakuis: MotTuniHcbka OnexHa

BiTaniiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobun
3a8BHWKa, BiANOBIAAILHOI 38 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa Micus 34jiACHEHHS
OCHOBHOI ZlisNIbHOCTI 3 chapmakoHarnsgy. 3miHa
MiCLie3HaxoMKeHs macTep - dpaiina cucremu
thapmakoHarnsgy Ta iioro Homepa

239.

LENECTOAEP
M-B® 3
FAPAMILIMHO
M

kpem no 30 ry Ty6i;
no 1 ty6iy
KapTOHHI Kopo6Lyi

OpraHoH
CeHtpan lct
6X

LLiBeiiuapis

LWepinr-Mnay /a6o
H.B.

Benbris

BHECEHHS 3MiH 10 peecTpauiliHix maTepianis:3miHu |
MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asiBHMKa 415
3aificHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YNOBHOBaXEHOI 0Cc0o6W, BignoBigaibHOI 3a
3[jiCHeHHs hapmakoHaraay (BKIKYaun KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-chaiina
cucTemu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO|
ocobu 3asBHUKA, BIANOBIAAIbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: MapiaHHa Bank - KopTeHpaag,
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CObMn
3a8BHWKa, BiANOBIAAILHOI 38 34iiCHEHHS
hapmakoHarnsgy. 3mMiHa KOHTakTHOT 0cobuM 3aBHMKa,
BiANOBIAAbLHOI 32 hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pegakuis: MoTuniHcbka OneHa
BiTaniiBHa. 3MiHa KOHTAKTHUX AaHNX KOHTAKTHOI 0CO6M
3asBHKa, BiANOBIAALHOI 32 3iiCHEHHS
hapMakoHarnsay B YkpaiHi. 3miHa mMicus 34iACHEHHS
OCHOBHOI fisifIbHOCTI 3 (hapmakoHarnsgy. 3MmiHa
MicLie3HaxopKeHs MacTep - dhaiina cuctemu

3a
peyenmom

UA/3403/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
thapmakoHarnsgy Ta iioro Homepa
240. | UE®ENIM NOPOLLOK AN1A TOB "lOpis- Ykpaina TOB "HOpia-Papm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | 3a UA/18092/01/01
HOPIA-®PAPM PO34UHY ANS iH'EKL Papm"” TUMY - 3MiHX 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3mMiHny |  peyenmom
no 1000 wmr, dhnakoH BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/IouYatoumn gianasoH
3 nopoLukom; no 1 po3Mipy cepil) roToBOro nikapcbKoro 3acoby - 3miHa
abo no 10 cnakoHiB po3wmipy cepii 13; 3anponoHoBaHo: Big 20 000 go 200
y Kopobuj 000 chn
241. | UE®PTASNAUM | nopoluok ans AHTNGIOTUKN PymyHis AHTUBIOTUKU CA, PymyHis/ BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis:3MiHu | 3a UA/18721/01/01
PO3UMHY A5 iH KL CA PymyHist (BTOpuHHE Kutaii TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenmom
abo iHdysiino 1 ; nakyBaHHs, thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 1 a6o no 10 TecTyBaHHA Ta y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
hNakoHiB y BUNycK cepii); (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO CUCTEMY
KapTOHHIN nayui CiHothapm XKutoH hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
(LWeHbwkeH) BiNOBiAaNbHOI 3a 3[iliCHEHHA hapmakoHarnsgy;
dapmacbloTuKas KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
Ko., NITa., Kutaii 3aiicHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
(BpO6HMLTBO, BifIMiHHa Bif, YNOBHOBaXeHOI 0co6y, BiANOBIAA/ILHOI 3a
nepBuHHE Ta 3ilicHeHHs chapmakoHariaay (BKIKYatoUuM KOHTaKTHI
BTOPVHHE [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
nakyBaHHs) cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
3as1BHMKA, BignoBigasibHOI 3a chapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuin: Kupunisa NanvHa eopriiBHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAa/IbHOT 3a 34iICHEHHA (hapmakoHarisgy B
Ykpaini
242, | UE®TPUAKCO | nopollok ans TOB "tOpis- YkpaiHa TOB "lOpis-®apm", YkpaiHa BHECEHHSA 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | 3a UA/18131/01/01
H IOPIA-®APM | nmpurotyBaHHs dapm” YkpaiHa (nakyBaHHs TUMY - 3MiHU 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHMy |  peyenmom
PO3UUHY NSt iH'EKLI i3 dpopmu in bulk BUPOGHUUTBI. 3MiHa po3mipy cepii (BKIYatum gianasoH
no 1000 wmr, 1 HCIMC Xebeii po3Mipy cepil) roToBOro NikapcbKoro 3acoby - 3miHa
dhnakoH 3 XyamiH po3wmipy cepii 13; 3anponoHoBaHo: Big 72 000 go 200
nopoLuxkom; no 1 abo dapmacbioTikan 000 don.
no 10 chnakoHis y KomnaHi Nimites,
KOpoo6Li Kutai)
243. | UMBOP PO34mnH ANS iH'eKiR MeHapiHi IMokcembypr Posi ®apma Icnanis BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/12257/01/01
no 25000 MO IHTepHeLoHan IHpacTpian MMy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
aHTudakTopa-Xa/mn OnepeiioHc Cepsices, C.A,, thapmakoHarnsagy. BeefeHHs abo 3miHn fo
; mo 0,2 mn (5000 Nokcembypr Icnanis y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
MO aHTudpakTopa- C.A. (BMpPOGHMLTBO "in (BBEAEHHS y3ara/lbHEHUX AaHWX MPO cucTemy
Xa) a6o 0,3 mn bulk", nepsuHHe Ta thapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
(7500 MO BTOPVHHE BIANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnagy;
aHTuakTopa-Xa), nakyBaHHs, KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3assHuKa s
a6o 0,4 (10000 MO KOHTPO/b Ta BUMYCK 3AjiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
aHTndakTopa-Xa) cepiii); Posi ®apma BiIMiHHa Bif YNOBHOB&XEHOI 0C06M, BiANOBIAA/ILHOI 3a
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
M1y nonepesHbo IHpacTpian 3[jicCHeHHs1 hapMakoHariaay (BK/IKYakuM KOHTaKTHI
3anoBHEHNX Cepsices, C.A,, [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina
wnpuuax; no 2 Icnanis (BTOpUHHE cucTemu chapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum
wnpuua y 6nictepi; nakyBaHHs) 3asBHUKA, BiANOBIAA/IbHOI 32 hapmakoHarnsg B YkpaiHi.
no 1 a6o no 5, abo MponoHoBaHa pepfakuis: Kyyep MapuHa BacunisHa.
no 50 6nicTepiB y 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHMKA,
KapTOHHI Kopo6Lyi BiANOBIAANbLHOI 3a 34ilicHeHHS chapmakoHarnsgy B
YKpaiHi
244. | UNKNODOCDA | nopoLlok ans CaHpo3 CnoseHis [bxisiHrcy XeHrpyi Kurai/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis:3miHu | 3a UA/15802/01/01
MI4 CAHAO3® | po3unHy ons PapmacbioTika MegiuiH Ko., N14., ABcTpisi/ TUMY - 3MiHW y 3aKpuUTiii YacTuHi ASMF peyenmom

iH eKUii abo iHQy3il ns3 a.a. Kutaii HimeuunHa Linknodgpocchamigy BupobHMuTBa Jiangsu Hengrui
no 500 mr; no 1 a6o (BMPOGHMLTBO Medicine Co., Ltd. Ha Ver./ 0005/13-09-2020. ¥
2 (pnakoHu 3 Hepo3dacoBaHOT pe3ynbTaTi 3asB/1eHOI Npoueaypy 3MiHn 6yie BHECEHO

NOPOLLKOM Y KOpo6bLi

npoayKLUii, nepBnHHa
ynakoska); EBEBE
dapma ec.m.6.X.
Hdor. KI, ABCTpis
(BTOPUHHA
ynakoBka, KOHTPOS1b
Ta BMnNyck cepiv);
Nabop /1C CE & Ko.
KI', Himeuunna
(koHTpONb cepii);
YmcpopaHa Jlabop
dotop AHaUITIK YHA,
AyhTparcopLuyHr
v6X & Ko.KT,
HimeuunHa
(koHTpOAb cepii)

[0 po3ainiB peecTpadiiiHoro gocke 2.3.S, 3.2.5.2.2,
3.2.5.25,3.2.5.7.1 7a3.2.5.7.3 y 3B'A3KY 3
MOZJEpPHi3aLi€to aKkTMBOBAHOrO BYrins, LWo

BMKOPUCTOBYETLCA [/15 BUPOOGHMLTBA HEOUULLEHOTO

Livknocbocchamigy; 3MiHM | TUMY - OHOBIEHHS 3aKpPUTOI
yacTHn ASMF LUuknodhocdamigy BupobHuuTBa Jiangsu

Hengrui Medicine Co., Ltd. 3 Bepcii Ver./ 0004/21-06-

2019 Ha Ver./ 0005/13-09-2020. Y pe3ynbTarti 3asiBNeHOI
npoweaypv 3MiH1 Byae BHECEHO A0 po3ginis

peecTpadiiiHoro gocke: 2.3.S Ta 3.2.S.2.3 y 3B'A3KY 3
pecTaBpaujeto Lexy 606 A®| HeouunLLeHOro
uuknodpocdamiay Big Hengrui 3mMiHIOETLCA

TEXHOMOrYHWIA NpoLec Ta cxema Lexy; 3miHu | Tuny -

OHOBJ/IEHHS 3aKpuTOi YacTnHN ASMF Linknodocamigy
BMpo6HMUTBA Jiangsu Hengrui Medicine Co., Ltd. 3
Bepcii Ver./ 0004/21-06-2019 Ha Ver./ 0005/13-09-2020.
Y pe3ynbTarti 3a8BNeHOI npoueaypy 3MiHn byae

BHECEHO A0 po34iNniB peecTpaduiiHoro gocke: 2.3.S Ta

3.2.S.2.5, a came 3MiHK npoLeaypu eKosoriyHoro

MOHITOPUHTY AN YACTOI 30HWM Hengrui; 3MiHu | Tuny -

OHOBJIEHHSA 3aKpuTOi YacTnHM ASMF Linknodocdamigy
BMpo6HMLUTBa Jiangsu Hengrui Medicine Co., Ltd. 3
Bepcii Ver./ 0004/21-06-2019 Ha Ver./ 0005/13-09-2020.
Y pesynbTarti 3asBeHOl npoueaypu 3miHu byae

BHECEHO Y pO3finn peecTpauiiiHoro gocbe 2.3.S T1a

3.2.5.2.5, a came y[OCKOHaJIEHHS npoLueaypu
€KO/10rM4YHOro MOHITOPVHIY YMCTOI 30HM Liexy 609 ansa
3a6e3neyeHHs1 BUPOOBHMYOro cepefoBuLla i AKOCTI
NPOAYKUIT; 3MiHM | TMNY - OHOBMEHHSA 3aKPUTOT YaCTUHU
ASMF Lnknodocdamiy BupobHmuTBa Jiangsu Hengrui
Medicine Co., Ltd. 3 Bepcii Ver./ 0004/21-06-2019 Ha
Ver./ 0005/13-09-2020. ¥ pe3ynbTaTi 3asiBE€HOI
npoueaypv 3MiH1 Byae BHECEHO A0 po3ginis
peecTpauiiiHoro aocke 2.3.S 1a 3.2.5.2.5, a came
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

[0AaBaHHA HOBOrO CamMOLMPKY/THOKHOro NUI036ipHIKa;
3MiHM | TUNY - OHOBJ/IEHHSA 3aKPUTOI YacTnHU ASMF
Linknocbocchamigy BmpobHuuTea Jiangsu Hengrui
Medicine Co., Ltd. 3 Bepcii Ver./ 0004/21-06-2019 Ha
Ver./ 0005/13-09-2020. ¥ pe3ynbTarTi 3asaB/1eHOi
npoueaypv 3miHu 6yfe BHECEHO Y po34inu
peecTpaujiiHoro gocke 2.3.S Ta 3.2.S.2.5, a came 3amiHa
napameTpa creuudgikauii 3 BiANOBILHAM METOAOM
BMNPOGYBaHHA A1 BUXigHOro marepiany Ad|
uuknodocamiga 6ic(2-xnopetun) amiHy rigpoxaopug, 3
«HeBM3HayeHa gomika NMT 2,0% Ha crneundivHa
pomiwka NMT 1,0%>; 3minm Il Tuny - ASMF
Linknodochamigy BupobHmMuTBa Jiangsu Hengrui
Medicine Co., Ltd. 3 Bepcii Ver./ 0000/08-04-2013 Ha
Ver./ 0004/21-06-2019. ¥ pe3ynbTaTti 3asiBE€HOI
npoueaypu 3MiHN 6yfe BHECEHO Yy po3ainv
peecTpaujiiHoro gocke 2.3.S, 3.2.5.3.2, 3.2.S.4, 3.2.S.5,
3.2.8.6,3.28.7

245,

LUTOLIEPT

PO34MH ANS iH'EKLii
100 mr/Mn no 5 mn B
amnyni, no 5 amnyn
y 6nicTepi, no 2
6nictepu B nauui

MpuBartHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu |
TUMY - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoyatoumn gianasoH

po3mipy cepii) roTOBOro Nikapcbkoro 3acoby

(36inbLIeHHs A0 10 pasiB NOPIBHSHO i3 3aTBEPLKEHNM

pO3Mmipom) - BBEA,EHHS AOA4ATKOBOrO PO3Mmipy cepii
roTOBOrO Jlikapcbkoro 3acoby; 3anponoHosaHo: 50 000
WwT. amnys; 65 000 wt. amnyn; 130 000 wT. amnyn

3a
peyenmom

UA/18404/01/01

246.

IOHIBIT

TabneTkn, BKPUTI
NNiBKOBOKO
0600HKot0, Mo 10
TabneTtok y 6nictepi;
no 3 6nictepn y
navui

AT

"KMIBCbKWN

BITAMIHHWIA
3ABOJ"

YkpaiHa

AT "KTBCBKIAT
BITAMIHHW
3ABOS"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3MiHu |
TUMY - BUNYYEHHS NOKasHMKa «Baxkki meTanms 3i
cneundikanii A®I Ackop6iHoBa KMCN0Ta; 3MiHW | Tuny -
3amiHa BUPOBHMYOT AiNbHULL Bif BXe 3aTBEpPAKEHOT0
BMPOGHMKA Ha HOBY AiNIbHULLIO Bif, 3aTBEPAXKEHOIO
BMPOGHMKa AckopbiHOBOI Kncnotn «Northeast
Pharmaceutical Group Co., Ltd.», Kutaii. NponoHoBaHa
pepaxuis: Ne.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China/lLleHrkeuny [oHr Poag, 29, 30Ha EKOHOMIYHOro Ta
TexHonoriyHoro Po3Butky, LLeHsHr, Kutaii

6e3
peyenma

UA/5450/01/01

B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapManeBTHYHOr 0 3a0e3meyeHHs

Isan 3AZIBOPHUX
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Aopartok 4

[0 Hakasy MiHicTepcTBa OXOpPOHU
3popoB’a  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeguuHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHuX
martepianis»

Big 17 ntotoro 2022 poky Ne 318

NEPENIK
NIKAPCbKUX 3ACOBIB, IKUM BIAMOBJ/IEHO B AEPXABHIN PEECTPALLYI, MEPEPEECTPALLII TA BHECEHHSA 3MIH 4O PEECTPALINHNX
MATEPIANIB
Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
FENACNAH 4% | po3uvH ans iHdysii; no B. BpayH |HimeuunHa| B. BpayH Megvkan CA |LUBeliuapisa | 3acigaHHs BigmMOBUTY y 3aTBEPAKEHHI - BUMPaBAEHHSA TEXHIYHOT NOMWUIKK (3rigHO Hakasy
500 mn y donakoHax Menb3yHreH HTP Ne 03 MO3 Big 23.07.2015 Ne 460), ockifibku HafaHi matepiasiv 40 TEXHIYHOI NOMW/IKU
nonietuneHosux; no 10 Al Bif He BigNOBIAaTb 3asB/eHIN npoueaypi
(h1aKOHIB Yy KaPTOHHIl 27.01.2022
Kopo6ui; no 500 mny
MiLLKax naacTUKOBUX; N0
20 MILLKIB y KAPTOHHIl
MPOCIMNAH® cupon no 100 mn, 200 Enrensrapg |Himeuunna EHrensrapg, HimeuunHa | 3acigaHHs BigmoBuTK y 3aTBEpPAKEHHI - 3MiHW Il TUMY - 3MiHW WoAo 6e3nekn/edekTUBHOCTI
cupon Big My doiakoHi; no 1 ApuHaimMiTT ApuHarimitTens M6 X HTP Ne 03 Ta dhapmakoHarnsgy. BHeceHHss abo 3miHa(u) A0 3060B'A3aHb Ta yMOB BuAadi
KALWIHO hnakoHy B KOMMIEKTi 3 enb 'M6X & & Ko. KI', HimeuunHa Bif peecTpauiiiHoro  MocBifYeHHs, BkIYawuM MnaH  ynpaBniHHA — puU3MKamu
MipHOIO YaLLKOIo B Ko.KI (B1pOGHMLTBO, 27.01.2022 (3acTocyBaHHs 3MiH(1), ski(a) BUMaratoTb(€) NOAAbLLIOTO 06r'PYHTYBaHHA HOBUMM

KapTOHHIA KOpoo6Li

nakyBaHHS, KOHTPO/Tb
SIKOCTI, BUMYCK cepii);
NixtenxenbAt M'mM6X
dapmaLeBTuyHa
abpuka, HimeyunHa
(nepBUHHe NakyBaHHs,
BTOPUHHE MNaKyBaHHSA);
Mepy, ®apma MM6X i
Ko. Kl'aA, HimeuunHa
(NepBUHHE NakyBaHHSA,
BTOPUHHE NaKyBaHHS)

[04AaTKOBUM [aHuMu, Lo MalTb HagaBaTUCA KOMMNETEHTHUM OpPraHoM, OCKiSIbKM
BMMaraeTbCA CyTTEBA OLiHKA KOMMETEHTHMM OpraHoMm); 3a pesy/nbTaramu
eKCNepTHOI OLiHKM maTepianiB, HaAaHVX 3asBHVUKOM 415 MPOBeAEHHS mpoueaypu
BHECEHHS 3MiH A0 3000B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro nocBif4eHHs,
BKOYatoun MnaH ynpasniHHA pyu3ukamu, B1.11, naTa 3asBM Ha BHECEHHS 3MiH Bif
29.09.2021, 6y/10 BCTAHOB/IEHO, L0 3asiBHUKOM He 6yn0 BUKOHAHO 30060B’'si3aHHS,
HajaHe Npy BuAadi peecTpauiiHoro NocBigYeHHs LWOoA0 HafaHHA Ao vepsBHs 2021
pOKy pe3ynbTartiB NOCUMIEHOro hapmakoHarnsagy 3a pesynbrartaMy 3acTOCyBaHHS
y nicnspeecTpauiiiHoMy nepiogi y negiatpuuHiin nonynauii (4itm o 2-x pokis) B
YkpaiHi, 3asBHUK He 3abe3neuvB y Bu3HaueHnin MO3 TepMiH BUKOHaHHA BUMOT,
BM3HAYEHUX JApyrum Ta TpeTiM ab3auamy nyHkty 8 uvactuHu IV TMopsaky
NPOBELEHHS eKCnepTu3n peecTpauiliHix maTepiasliB Ha fikapcbki 3acobu, Lo
noAalnTbCs Ha fepxaBHy peecTpauilo (NnepepeecTpaLiio), a TakoX eKCrnepTusun
mMartepianiB Mpo BHECEHHA 3MiH [0 peecTpauiiiHux marepianis npoTsarom Aii
pPEECTpALIMHOTO MOCBIAYEHHS!, 3aTBEPAKEHOro HakazoMm MO3 YkpaiHun Big
26.08.2005 Ne 426

B.o. I'enepanbHoOro gupexkropa /Jlupekropary
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(hapmManeBTUHYHOr 0 3a0e3meyeHHs IBan 3A/IBOPHUX
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