MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

07 kBiTHs 2023 poky Ne 657

IIpo fgepxaBHY  mepepeecTpamilo  JTiKapCbKHX  3aco0iB  (MeguuHMX
iMmyHOOio/TOTiUHKMX MpenapaTiB), BHeCeHHA 3MiH /|0 PeecTpaLiiiHUX MarTepiatiB
Ta BHeCEeHHs 3MiH /0 AojaTkKa 3 A0 Haka3dy MiHicTepcTBa 0XOpOHHM 3/10POB’sl
Ykpainu Big 23 6epe3ns 2023 poky Ne 539

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 7,
10, 11 Tlopsigky [nepkaBHOi peectpalii (mepepeectpaiiii) JTiKapChbKUX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaflsTh CbOMOTO IANMYHKTY 12 myHKTy 4 Ilojio)KeHHsS TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHU, 3aTBeppKeHOoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nsi 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunss 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCTpalliiHUX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeAUUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy  PpeECTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TpPOBeJeHUX
[ep>kaBHUM TIiAMPUEMCTBOM  «Jlep>kaBHUM eKCrepTHUW LieHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB I1[0/0 edheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKMK CITiBBiJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1[0 TIPOTIOHYETLCS 0 Jep>KaBHOI peecTpaljii (mepepeectpariii), II0A0
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 Jep>kKaBHOI
peectpailii (epepeecTpaiiii) abo BHeCeHHsI 3MiH /I0 peecTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. IlepepeecTpyBaty Ta BHeCTH [0 []ep>KaBHOTO PeEECTPY JIiKapChKUX 3aco0iB
YKpaiHM miKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
Jomatkom 1.

2. BHecTn 3MiHM [0 peecTpaliMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 JOAATKOM 2.



3. BHectu 3MiHU [0 JojaTka 3 A0 Haka3ly MiHicTepcTBa OXOPOHM 3[0POB’s
Ykpainu Big 23 OGepesHsi 2023 poky Ne 539 «IIpo [ep)kaBHY peecTpaliito
(rmepepeecTpaiiito) JlikapCbKUX 3ac00iB (MeAMUHMUX iMyHOOioOTiUHMX MperapaTiB) Ta
BHECEeHHS 3MiH /|0 peeCTpaLliMHUX MarepialiB» BW/IYUYMBIIU TO3UL[iI CTO COPOK
YyeTBepTy — CTO COPOK LIOCTY.

Y 3B’A3Ky 3 LJUM MO3ULIil CTO COPOK CbOMY — CTO [eB’SIHOCTO CbOMY BBakaTu
TMO3UL[ISIMUA CTO COPOK YeTBEPTOI — CTO /1eB’SHOCTO YeTBEPTOHO.

4. dapmarieBTHUHOMY yrpaBiiHHIO (Onekcanapy I'piljeHKy) 3abe3meunTu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

5. KoHTposib 3a BUKOHAHHSIM IbOT'0 HaKa3y MOKJ/IACTH Ha TIepIIIoro 3acTyMHHUKA
Minictpa Cepris [IyopoBa.

MiHicTp BikTop JISAIIIKO



ITEPEJIIK

Aopatok 1
[0 Haka3y MiHicTepcTBa OXOPOHU
300poOB’A YKpaiHu «[po aepxaBHY
nepepeecTpauito nikapcbKux 3acobis

(MeanUYHNX iIMYHOGiONOrIYHNX
npenapariB), BHECEHHS1 3MiH A0

peecTpauiiiHux maTepianiB Ta BHECEHHS

3MiH A0 AoAaTka 3 A0 Hakasy

MiHicTepcTBa OXOPOHU 3[4,0POB’Al YKpaiHu
Bif, 23 6epe3HA 2023 poky Ne 539»
Big 07 kBiTHA 2023 poky No 657

INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS /10 AEPXKABHOTI'O PEECTPY JIIKAPCHKUX 3ACOBIB YKPATHU

Ne Hassa dopma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. FNATUPAMEPY | po3uvH Ans iH eKuiid, Mictpan AHrniA BiANOBIAa/IbHUIA 32 BUMYCK HigepnaHnau MepepeecTpavis Ha HeoOMeXeHU 3a He UA/16792/01/01
ALEETAT-BICTA | 20 mr/Mnno 1 mny Kenitan cepii: / TEPMiH. peyenmom nions2ae
nonepegHL0 MeHepKMeHT CiHToH BB, HigepnaHan Icnanis/ OHOB/EHO iHGOpMaL,ito B IHCTPYKLT
HanoBHeHOMY NimiTen BiANOBIAa/IbHUIA 32 BUMYCK Yuni/ ONsi MeAVYHOTO 3aCTOCYBaHHSA
wnpwvyi; no 1 cepii: Manbta niKapcbKoro 3acoby y po3ain
Lwnpuuy B 6nicTepi; CiHTOH Xicnanisi, C.J1., "MobiuHi peakuyii" BignoBigHO A0
no 28, 30 ta 90 IcnaHis OHOBNEHOT iHthopMaLi LWoao
(3x30) 6nicTepiB y BVMPOGHMLTBO, NakyBaHHS, BaXX/IMBOCTi 3BITYBaHHSA NpPo MobiyHi
KapTOHHI KOpo6Li KOHTPO/Ib SKOCTI: peauji.
Posi ®apma IHgacTpian MepioAnYHICTb NOAAHHS PErynsapHo
Cepsices, C.A, IcnaHis OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BVMPOGHMLTBO, NaKyBaHHS: BiANOBIAHO A0 MNopsAaKy 3A4jiACHEHHS
CiHTOH Yuni NTga., Ynni hapMakoHarnsagy, 3atBepixxeHoro
KoHTposb skocTi Haka3om MiHicTepcTBa OXOPOHM
(mikpobionoriuHwmi): 300pOB’A YKpaiHu Bif 27 rpygHs
EypodiHc BakTivm B.B., 2006 poky Ne 898, 3apeecTpoBaHOro
Higepnangn B MiHicTepcTBi tocTuLii Ykpainu 29
BTOPUHHE NakyBaHHS, ciuHsa 2007 poky 3a Ne 73/13340 (y
KOHTPO/1b SAKOCTI: pepakuii Hakasy MiHicTepcTBa
Posi ®apma IHgacTpian OXOPOHW 340POB's YKpaiHu Big, 26
Cepgices, C.A., Icnanis BepecHs 2016 poky Ne 996),
KOHTPO/b AKOCTI: CTaHOBWTb: 3rifHO 3i CTpOKamu,
Papmagokc Xenckea JItg,, 3a3HavYeHVMU Y NepioanYHOCTI
ManbTa nofaHHA perynsapHuX 3BiTiB 3
6esneku.
2. FNATUPAMEPY | po3uvH Ans iH eKuiiA, MicTtpan AHrniA BVMPOGHMLTBO, NaKyBaHHS, Icnanis/ MepepeecTpavis Ha HeobMexXeHni 3a He UA/16792/01/02
ALETAT-BICTA | 40 mr/mm; no 1 mny Kenitan KOHTPO/Ib SKOCTI: Ynni/ TEPMiH. peyenmom nionsizae
nonepeaHL0 MeHeKMeHT Posi ®apma IHgacTpian HigepnaHau OHOB/IEHO iH(hopMmaLLito B IHCTPYKLIT
HanoBHeHOMY Niviten Cepsices, C.A,, Icnanis / A1 MeIYHOTO 3aCTOCYBaHHSA




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
wnpuui; no 1 BVMPOGHMLTBO, NaKyBaHHS: ManbTa nikapcbKoro 3acoby y po3ain
Lwnpuuy B 6nicTepi; CiHTOH Yuni NTga., Ynni "Mo6ivHi peakuii” BignosigHO A0
no 12 6nictepis y BiNOBIfa/IbHWIA 3@ BUNYCK OHOB/IEHOT IHdopmMaLii Wwoa0
KapTOHHI KopooLi cepii: BaXX/IMBOCTi 3BITyBaHHS Npo MobiyHi
CiHTOH XicnaHisi, C.J1., peaxuir.
IcnaHis MepioAnyHICTb NOA4AHHS PErynsapHo
abo OHOBJ/THOBAHOrO 3BITYy 3 6e3nekw,
BiANOBIAa/IbHUIA 32 BUMYCK BiANOBIAHO A0 MopsAaKy 34iACHEHHS
cepii: hapMakoHarnsay, 3aTtBepaXeHoro
CiHToH BB, HigepnaHan Haka3om MiHicTepcTBa OXOPOHHM
BTopvHHe nakyBaHHs, 3[10pOB’A YKpaiHu Bif 27 rpyaHs
KOHTPO/1b SIKOCTI: 2006 poky Ne 898, 3apeecTpoBaHOro
Posi ®apma IHgacTpian B MiHicTepcTBi tocTuuii Ykpainu 29
Cepsices, C.A., IcnaHis ciuHs 2007 poky 3a Ne 73/13340 (y
KoHTpOsb siKoCTi peaakuii Hakasy MiHicTepcTBa
(mikpobionoriuHwmi): OXOPOHU 340POB's YKpaiHu Big, 26
EypodiHc BakTivm B.B., BepecHs 2016 poky Ne 996),
Higepnangm CTaHOBWTb: 3ri4HO 3i CTpOKamu,
KOHTPO/Ib SKOCTI: 3a3Ha4YeHVIMU y NepioanNYHOCTI
dapmagokc Xenckea Jita,, noJaHHsA perynspHux 3BiTiB 3
MasibTa 6esneku.
3. INPAAYAN po3uuH ans TOB YkpaiHa TOB "MynbTicnpeit” YkpaiHa MepepeecTpauis TepmiHOM Ha 5 3a He UA/16407/01/01
iHransyii, no 20 mn "BAJNTAPTIH POKiB. peuyenmom niosnsieae
y hnakoHi 3 PAPMA" OHOB/EHO iHGopMaL,ito B iIHCTPYKLIT
KpanenbHuueto, no 1 0719 MEeAUYHOI0 3aCTOCYBaHHS
hnakoHy B nikapcbKoro 3acoby y po3gini
KapTOHHI KOpOOL; "Mo6ivHI peakui™ WoA0 BaXXINBOCTI
3BiTyBaHHS Npo NoGiYHI peakLji.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BIiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLi YkpaiHn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepiognyYHOCTI
NoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
4. NIAOKCAH NbOJsAHUKKM, 5 Mr/1 TOB "CaHpo3 Ykpaina BMNYCK Cepi: CnoseHis/ MepepeecTpayis Ha HeobMeXeHU 6e3 nidnsieae UA/16168/01/01
NNMOH mr, no 12 YkpaiHa" Jlek ®apmateBTuyHa Benbris TepMiH. BHECEHO OHOBEHY peyenma
NbOASHUKIB Y KomnaHisa 4.4., CnoseHis iHbopMmaLLito B iIHCTPYKL,i0 AN
6nicTepi; no 2 BMPOGHULTBO 32 MOBHUM MeZIN4HOro 3acToCyBaHHSA




y thnakoHi, no 1

nakoHy y
KapTOHHI KopooLli

damap A.B.E. Animoc
MnanT, Mpeuis
BTOPWHHE MakKyBaHHS,
KOHTPO/b | BUMYCK cepii:
dapmateHn C.A., Ipevjs

BHeceHO OHOBNEHY iHhopmaLito B
IHCTPYKLil0 ANs MeAnyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
0o po3gainis "MokasaHHs"
(YTOYHEHHS), "3acToCcyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaa” (6esneka), "ditn"
(6e3neka), "MobiyHi peakui”

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6nictepn y LMKIOM: nikapcbkoro 3acoby A0 po3ginis
KapTOHHI KopooLii Na6opaTtopia Keanichap HB "B3aemogis 3 iHWMMU NiKapCbKnMu
(Keanidpap HB), Benebris 3acobamu Ta iHLi BUAY B3aEMOZIN",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiof BariTHOCTI
abo rogyBaHHs rpyaat” (6esneka),
"3[aTHICTb BN/IMBATU Ha WBUAKICTb
peakuii npy KkepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWKMK
MexaHismamu', "Mepefo3yBaHHsA",
"Mo6ivHi peakuii™ BignosigHO A0
OHOB/IEHOT iHhOopMaLlii 3 6e3nekn
3aCTOCyBaHHSA NiKapCcbKOro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHm 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUWTb: 3riAHO 3i CTpoKamu,
3a3HavYeHVMU y NepioanyYHOCTI
NOAAHHSA PerynsipHNX 3BiTiB 3
6esneku.
5. MEHTON Kpuctanu MpuBaTHe YkpaiHa Bxarat Apomarikc Jlimiteq, IHAis MepepeecTpavis Ha HeobMeXxeHni - He UA/16943/01/01
(NEBOMEHTO npusMaTunyHi abo akujioHepHe TepMiH nionsizae
n) ronyacrti, 6e36apBHi, TOBapuCTBO
6mcKyYi "Jekxim-
(cybeTaHuis) y Xapkis"
MiLLKax 3 NNiBKx
nonieTuneHoBoi Ans
thapmaueBTUYHOro
3acTOCyBaHHSA
6. MOHA®OKC Kpanni O4Hi, po34nH AT "Apgawvepg, Monbwa BMPOGHKK "in bulk”, pevyis MepepeecTpavis Ha HeobMeXxeHui 3a He UA/16906/01/01
no 5 mr/mn no 5 mn dapma” nakyBaHHS! i KOHTPO/b cepii: TEPMiH peyenmom niossieae




Ne Hassa Popma sunycky 3assBHUK KpaiHa Bupo6HuK
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa

Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
3acoby ynakoska)

BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
nocsioYyeHHs1

BiAMNOBIAHO 4O OHOB/IEHOT
iHChopMmaUii Woao 3acTocyBaHHSA
pedhepeHTHOrO likapCbKoro 3acoby
BIFAMOKC®, kpanni ouHi, 0,5 %.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLji YkpaiHn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUWTb: 3riAHO 3i CTpoKamu,
3a3HavYeHVMU y NepioanyYHOCTI
NOAAHHSA PerynsipHNX 3BiTiB 3

6esneku.
OPHIOA30/- PO34MH gNs iHysiid, MpAT Ykpaina MpAT "®dapmaueBTnyHa Ykpaina MepepeecTpayis Ha HeOObMeXeHNI 3a He UA/17007/01/01
AAPHNUA 5mMr/mnno 100 mny | “"®apmaueBTu ipma "JapHnus” TepMiH. OHOBNEHO iHdhopMaLio B peyenmom nionsizae
chnakoHi, no 1 YHa hipma IHCTPYKUiT ANa MeguyHoro
dhnakoHy B naui "NapHnus" 3aCcTOCyBaHHS Nikapcbkoro 3acoby y
po3sginax "dapMakonoriyHi
BnactueocTi", "B3aemogisa 3 iHWMKN
nikapcbknMmn 3acobamu Ta iHWi BUAm
B3aemogjin", "3actocyBaHHs y
nepiog BaritTHOCTi abo royBaHHs
rpyaa”, "3aartHicTb BANBATH HA
LIBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMKU
mMexaHismamu', "Cnoci6
3aCToCyBaHHA Ta fo3n",
"Mepepo3yBaHHA", "T06GIYHI peakui™
BiANOBIAHO A0 iHhopmav,i
pedhepeHTHOrO Jlikapcbkoro 3acoby
(Tubepan®, 500 mr/3 mn,
KOHLeHTpaT Ans iHdysii, He
3apeecTpoBaHuii B YKpaiHi)

MepiognyHIiCTb NOAAHHSA PerynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
B MiHicTepcTBi tocTuuii Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVIMU y NepioanNYHOCTI
noJaHHsA perynsipHux 3BiTiB 3
6e3neku
8. CYXmm NMOPOLLIOK TOB "®dapma YkpaiHa 'expnixep ®apmMaueyTille Himeuunna MepepeecTpavis Ha HeobMeXeHui - He UA/16910/01/01
EKCTPAKT (cybeTaHuin) y Crapt" Ekctpakte M'M6X TepMiH niosnsieae
MACUDIIOPA nonieTuIeHoBmxX
naketax gns
thapmaLeBTUYHOro
3acTOCyBaHHSA

B.0. HAaUaJIbHUKA
dapmMaLeBTUUHOrO ynpaBniHHA

OnekcaHpp NPILLEHKO




JoaaTok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
nepepeecTpauito nikapcbKux 3acobis
(MegMUHNX iIMYHOGIONOTIUHMX
npenapariB), BHECEHHs1 3MiH A0
peecTpauiiiHux MaTtepianiB Ta BHECEHHSA
3MiH A0 AoAaTka 3 A0 Hakasy
MiHicTepcTBa OXOpPOHU 34,0pPOB’A YKpaiHu
BiA 23 G6epe3Hs 2023 poKy Ne 539»

Bij 07 kBiTHs1 2023 poKy Ne 657

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHUX IMYHOBIOJIOI'TYHUX ITPEITTAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHU 1O PEECTPAIIMHUX MATEPIAJIIB, IKI BHOCSATHCSH O JEPXKABHOI'O PEECTPY JIIKAPCBKUX
3ACOBIB YKPAIHA

Y KapTOHHIli KOopoobLi

XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHSA NiKapcbKoro
3acoby B nmicnspeecTpauinHmii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BiAMNoBIAHO A0 NiaHy
negiatpuyHux gocnimpkers (PIP) (3mMiHy
Y3rOKEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHI A0 iHCTPYKLii AN1s
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby y po3ginu "OcobnmBocTi
3actocyBaHHs", "lMo6iuHI peakuii"
BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3
6e3neku Aitoyoi pevyoBuHU. BBeaeHHS 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBepPKEHHSA
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta
hapMakoHarnsay. 3miH1 y KOpoTkii

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayitiHo20
3acoby ynakoska) nocBi0YeHHs1
1. A3AUNTUOUNH- | niogoinizat ans Mictpan AHrniA HaHr KyaHr TaliBaHb BHECEHHS 3MiH [J0 peecTpaLjiitHmx 3a He UA/18117/01/01
BICTA PO34UHY ANS iH'EKLA Kenitan dapmacbioTikan marepianis: 3miHu | Tuny - 3miHK Woao peyenmom nionsi2ae
no 100 mr; 1 cpnakoH | MeHemKMeHT Ko., NiTa,. 6e3nekn/edpeKTNBHOCTI Ta
(20 mn) 3 NnopoLuKom NimiTen thapmakoHarnsgy. 3MiHa y KopoTkili




n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

XapaKTepucTuLli fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepnyYHUX/ribpuaHMx/6ionogibHmX
niKapcbKkunx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiHN Ha pechepeHTHUIA npenapat
(3MiHa He noTpebye HafZaHHSA XOAHMX
HOBUX A0AaTKOBUX AaHuX) 3MiHV BHECeHI
[0 IHCTPYKLUIT ANS MeANYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y
po3ginu "Ocobnuei 3axoamn 6esnekn”,
"3acTocyBaHHA y nepiof BarirTHocTi abo
rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHA Ta fo3mn”, "MobiyHi peakuir”
3rigHO 3 iHhopMaLielo Woh0 MeauyHoro
3aCTOCyBaHHA pehepeHTHOro NikapcbKoro
3acoby (Vidaza, powder for suspension for
injection). BBefeHHA 3MiH NpoTsArom 6-Tu
MicsILiB nicns 3aTBepApKEHHs!

ANTb®OPT
JEKCA

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, N0 25
mr, no 10 TabneTok
y 6nicTepi, no 1, 2
abo 3 bnictepn B
KapTOHHI KopooLli

Jensta
Megiken
lMpomoyLH3
Al

LLiBeiiuapis

AB/JlI IBPAXIM
Inay CaHai Be
Timpkapet A.LL.

TypeyunHa

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: 3miHu Il Tvny - 3MiHK 3 AKOCTI.
A®I. (iHWi 3MiHN)

MofaHHA OHOBNEHOro MacTep-haiiny Ha
A®| nekckeTonpodeHy TpoMmeTamorny Bif
3aTBepaxeHoro BupobHuka Huangshi
Shixing Farmaceutical Co. Ltd.. Takox
BUMNpaB/ieHHA Ha3BW BUPO6HMKa APl B p.
«Cknag» MKA N3y BignosigHocTi go
MacTep-aiiny «Huangshi Shixing
Farmaceutical Co. Ltd»
3arBepaKeHo
Active Substance Master File for
Dexketoprofen trometamol Version No.:
SXYY-CTD-C05-2016-S01-V02
3anponoHoBaHo
Active Substance Master File for
Dexketoprofen trometamol Version No.:
SXYY-CTD-C05-2017-S01-V04

3a
peyenmom

UA/13805/01/01

AMNOANMIH-
3[0POB'S

Tabnetkv no 10 wr,
no 10 TabneTok y
6nictepi, no 3
6nictepn y
KapTOHHI KopooLli

ToBapucTBO 3
0b6MexeHot
BiANOBiAAbHI
CTIO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

Ykpaina

ToBapucTso 3
06MexeHot
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KOMNaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnx
mMartepianis: 3MiHu | TUNy - 3MiHW WoA0
6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro

3a
peuyerimom

He
nionsieae

UA/1538/01/01




Hassa
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n/n

JliKapcbKO20
3acoby

dopma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o

AMNOAUMIH-

3acoby B nicrisipeecTpawiiiHuii nepioa, abo
SIK pe3ynbTarT OUiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHN BHECEHO B iHCTPYKL,il0 ANA
MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro
3acoby fo po3giny "MepenosyBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHchopMaLii
00 6e3neKky 3aCTOCyBaHHS Aito4oi
peyoBuHM 3rigHO 3 pekomeHaauieto PRAC.
BBefeHHs1 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepAKeHHs.

nocsBi04YeHHs

3/0POB'S

ACAKON®

Tabnetkv no 5 wmr,
no 10 TabneTok y
6nictepi, no 3
6nictepn y
KapTOHHI KopooLli

ToBapucTBO 3
0bMexeHot
BiANOBiAa/bHI
CTIO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KOMMaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3MiHu | TMNY - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro
3acoby B nicnspeecTpauiiiHnii nepiog, abo
SIK pe3yibTaT OLiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNoBIAHO A0 nNnaHy
negiatpuyHux gocnigpkens (PIP) (3miHy
Y3rO)KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO B iHCTPYKLil0 ANs
MeAMYHOro 3aCTOCYBaHHSA NMiKapCbKoro
3acoby fo posginy "MepenosyBaHHA"
BiANOBIAHO [0 OHOBNEHOT iHchopmaLii
00 6e3neKky 3aCTOCyBaHHs Aito4oi
peyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepAKeHHs.

3a
peyernmom

He
niosisieae

UA/1538/01/02

cynosuTopii
pekTasibHi no 500
Mmr; no 5
CynosuTopiie y
6nicTepi; no 4
6nictepu B KOPO6LL
3 KapTOHY

Tinotc ®apma
Al

LLisefiuapis

BUpO6HMK,
BiANOBiAa/IbHWIA 3a
BUMYCK Cepiii:
Tinotc ®apma Al
LLiBeiuapis;
BUpO6HUK,
BiANOBIAabHNIA 3a
[o30BaHy chopmy

Ta NaKkyBaHHsA:

Xaynt ®apma

LLIBeviapisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3MiHW | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax

cneumdikauiin Ta/abo 4oNyCTUMUX MEX,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTHCA Y MPOLECI
BMpo6HULTBA AP| (BUTyHEHHS HE3HAYHOTO
noKasHUKa AIKOCTi (Hanpuknag, BUIy4YeHHs

3acTapisioro nokasHvka)) BuayyeHHs 3i

3a
peuyerimom

UA/4770/02/01
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y 6nicTepi; no 1
6nictepy y
KapTOHHI KopooLi

460). 3MiHn | TUnNy - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micusi NPoOBaMKEHHS AiSiSIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOUaKUN AibHAL
BUNYCKy cepii abo MicLe NpoBeaeHHS
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANoBigae BMpo6HuK/imnopTep,
BK/1HOUAKUM BMMYCK cepiii) 3miHa agpecu
BMPOGHWKA, Y 3B'A3KY 3 MPVMBEAEHHAM
peecTpauiiHUX JOKYMEHTIB Y
BignoBigHiCTb A0 cepTudpikaty GMP.
3MiHu | TUNy - 3MiHK Woao
6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsigy, amMiHa ynoBHOBaXeHO|
0co6w, BignoBiganbHOI 3a 34JiNCHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHUka gns
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0cobw, BignoBigabHOI 3a 34jiACHEHHS
hapmakoHarnagy (BK/1o4atoUumn KOHTaKTHI
OaHi) Ta/abo 3MiHM Yy po3MiLLeHHI MacTep-
thaiina cuctemu cpapmakoHarnsgy)

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BronbdpiHr Mm6X, cneumdikauii Ha A®| mecanasunH
HimeyunHa nokasHuka "Managiii" (Palladium).
6. ACKOPIN cvpon no 100 mn nexmapk IHAjs neHmapk IHAiA BHECEHHS 3MiH [0 peecTpaLinHnx 3a - UA/8670/01/01
EKCMNEKTOPAH | a6o no 200 mny dapmacboThK dapmacboTrKan3 marepianis: 3miHu | TMNy - 3MiHW 3 AKOCTI. peyenmom
T nnacTMkoBmx abo ans fita. nra. [OTOBMIA Nikapcbkuii 3aci6. KOHTposb
CKNSAHWX thnakoHax; rOTOBOrO JliKapCbKoro 3acoby. 3miHa
no 1 conakoHy napameTpiB cneundikauii Ta/abo
pasom 3 MipHUM [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
KOBMaykoM y 3aco6y (fonNoBHEHHS cneuymdikauii HoBUM
KapTOHHI ynakoBLi NMOKa3HMKOM 3 BigMnoBigHMM MEeTO40M
BMNPO6YBaHHA) AONOBHEHHA cneuudikauii
N3 3a napameTpom «MikpobionoriyHa
yuctoTta» nokasHvkom «Burkholderia
cepacia complex» 3 BiANOBIAHUM METOA0M
BMNpOGYBaHHSA, BiANOBIAHO A0 BUMor USP,
3MiHa NocuaaHHg Ha meTod 3 BP Ha USP.
7. ADDPUAA TabneTku, BKPUTI [enbTa LLiBeiiuapis ANKANOIQ AL MiBHi4YHa BHECEHHS 3MiH [0 peecTpavjiinHmx 6e3 nionsicae UA/17783/01/01
MAKC NNiBKOBOKO Megikan Ckon'e MakefoHis martepianis: 3miHa 3asBHuka /13 (MIBIM) peyenma
060/10HKO0, Mo 400 MpomoyLiH3 (BNacHvKa peecTpauiiHoro NocBigYeHHs)
mr; no 10 TabneTok Al (3rigHo Haka3sy MO3 Big 23.07.2015 Ne
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHa ynoBHOBaXKEHOT 0COOU 3aABHUKA,
BignoBiganbHOI 3a hapmakoHarnsag. Jiroya
pefaxuis: Aue KyamaHOBCKi.
lMponoHoBaHa pepakuis: [laHinosa /lapyca
BonognmupiBHa. 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0CO6M, BiANOBIfaNILHOI 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsay.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina
cucTemMu chapmakoHarnsgy Ta oro
HoMepa 3MiHu | TUny - AgMiHICTpaTUBHI
3MiHK. 3MiHa Ha3BW NikapCbKOro 3acoby
3MiHU BHECEHI LL010 Ha3BW NiKapCbKoro
3acoby 3arsepmxeHo: BnokMAKC dopre.
3anponoHosaHo: AP A MAKC 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta hapmakoHarnsagy (iHwi 3miH1) 3miHn
BHECEHI 10 TEKCTY MapKyBaHHs
NikapcbKoro 3acoby LLoAo AoAaBaHHSA
3aABHUKA.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA NiKapcbKoro
3aco6y B nicnisipeecTpauiiiHuii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BifMnoBigHO 40 naHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHom)
3MiHV BHECEHI A0 HCTPYKLii ANns
MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
3acoby y po3ain "3acTocyBaHHSA y nepiof
BariTHOCTi abo rogyBaHHA rpyaato”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun Ait4oi pevyoBrHK

ADDUIA
®OPTE A5
JITEN

CyCMeH3sisi opaUibHa,
200 wmr/5 mn; no 100
M1y p1akoHi; no 1
nakoHy y
KOMM/IeKTi 3i
Lwnpuuem-
[,03aTOpPOM Y

Jenbta
Megiken
MpomMoyLH3
Al

LLisefuapis

ANKANOIQ AL
Ckon'e

MiBHiYHa
MakefoHis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/eheKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeMYHOro 3aCTOCYBaHHS Ha nigcTasi

6e3
peyenma

He
niosisieae

UA/19664/01/01
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KapTOHHIN nayui

Me[MYHOro 3aCTOCYBaHHA Ha NiacTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acToCyBaHHA NiKapCbKoro
3acoby B nicnapeecTpauiliHnii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BifnoBigHO A0 niaHy
negiatpuyHmx gocnimkerb (PIP) (3miHy
Y3roKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHn
BHECEHO A0 IHCTPYKUii Ans MeguyHoro
3acToCyBaHHS MikapcbKoro 3acoby Ao
po3ginis: "Ocob6MBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHI peakuii™ Wwoao 6e3neku
3aCTOCYBaHHS Ait040i pevoBUHN
6imaTonpocT BiANOBIAHO A0 pekoMeHAaaL il
PRAC. BBefeHHS 3MiH NpOTArom 6-1u
MiCALIB MiCNs 3aTBEPKEHHS.

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI KOpo6Lli perynsipHO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro
3acoby B nicnisipeecTpawiiHuii nepioa, abo
SIK pe3ynbTarT OLUiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNOBIAHO A0 nnaHy
negiatpuyHux gocnimpkersb (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOBaXEHVIM OpraHom)
3MiHU BHECEHI A0 iHCTPYKLii AN
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby y po3gin "3acTtocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaat”
Bi4NoBiAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun Aito4oi peYOBUHW.
9. BETATICTUHY NMOPOLLIOK AT "®apmak” YkpaiHa Awi NaiicpcaiieHs IHAis BHECEHHS 3MiH [0 peecTpaviinHnx - UA/19894/01/01
AUrigPOXNOP | (cy6ecTaHuisn) y MpuBart Nimites MaTepianis: yTOYUHEHHA HanucaHHA
na noABIliHMX Ha3BM cy6cTaHuil B Hakasi MO3 YkpaiHu
nonieTuIeHoBMX Ne 273 Big 10.02.2023 B npoueci
nakeTtax ans peecTpauii.
dhapmaLeBTUYHOrO Pepakuis B Hakasi - BETAMCTUHY
3acToCyBaHHs rigpPoxnoruma,.
BipHa pegakuis - BETAFICTUHY
AvriaPoxnoprua.
10. BIMONTUK Kpansi O4Hi, pO34uH, K.T. PyMmyHis K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpaviintHnx 3a He UA/18095/01/01
nntoc 0,3 mr/mn + 5 mr/mn, POM®APM KOMMAHI C.P.J1. mMartepianis: 3MiHu | TUNY - 3MiHW WOA0 peuyenmom nionsicae
POM®APM no 3 mny nakoHi 3 KOMMAHI 6e3nekn/edpeKkTnBHOCTI Ta
npo6bkoto- C.P.N. thapmakoHarnagy. 3miHa y KopoTkili
KpanenbHuLeto; no 1 XapakTepucTuLi Nikapcbkoro 3acoby,
dNaKkoHy y TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
11. BICAKOAUN KpucTanivyHmi MpAT YkpaiHa Kambpekc ITanisa BHECEHHS 3MiH [0 peecTpavyiinHx - - UA/6500/01/01
NOPOLLIOK "®hapmaueBTu Mpochapmako marepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI.
(cybeTaHuis) y YyHa hipma MinaHo C.p.n. A®I. KoHTponb A®I. 3miHa y meTofax
naketax nogBinHMX "NapHuusa” BMNpo6yBaHHA A®| abo BuxigHOro
nonieTuneHoBmx mMartepiany/npomiKHOro
ans NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS
dhapmaLeBTUHHOIO y npouieci BUpo6HMuTBa A®| (iHWi 3MiHK Y
3aCcTOCyBaHHSA MeToAax BUNpobyBaHHA (BKIoYaoun
3amMiHy abo fonoBHeHHs) APl abo
BVXiHOr0/MPOMIKHOro NPOAYyKTY)
BHECEHHS 3MiH B METOAUKY BUNPOOYBaHHS
3a NoKa3HMKOM «CynpoBifHi AOMILLK/» B
MKA Ha A®I BignoBigHO A0 OHOB/IEHOT
MoHorpadii €Bponeiicbkoi thapmakonei
«Bisacodyl» Ta matepianis BUpo6GHMKa
A®I, a came Ha 3amiHy CTaHZapTHOrO
3paska bisacodyl for system suitability EP
CRS (mictutb gomiwkun A, B, C, D i E)
BKa3aHO BMKOPUCTAHHA CTaHAapTHOro
3paska bisacodyl for system suitability A
EP CRS (mictutb gomiwkn A, B, C i E).
Takox B po34i/1 BHECEHI pefaKLiiiHi
npaBkKw.
12. BICAKOAUN- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnx 6e3 - UA/2575/01/01
AAPHNUA 060/10HKOH, "®apmavesTu "®apmavneBTUYHa marepianis: 3miHu | Tuny: 3MiHU 3 AKOCTI. peyenma
KULLKOBOPO3UYUHHI, yHa hipma ipma "OapHuus" [OTOBMIA NikapcbkuMii 3aci6. KOHTposb
no 5 mr; no 10 "NapHnus” rOTOBOTO JIiKapCbKOro 3acoby. 3miHa
Tabnetok y napameTpiB cneundikauii Ta/abo
KOHTYpHIlA [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
YapyHKOBIl 3aco06y (iHLWi 3MiHN) BUTYYEHHS

ynakosui; no 3
KOHTYPHI YapyHKOBI
ynakoBKM B nauLyi

HOpMyBaHHS 415 Aomiwku D i3
cneuundikauii M'N13 3a NOKasHWKOM
«CynpoBigHi goMilKn». HopMmyBaHHS Ans
peLuTy 4OMILLOK 3aUTMLLEHO 6e3 3MiH.
CynyTHs 3MiHa: 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpPOb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToAax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK Yy meTofdax
BMNpoGyBaHb (BK/IOYalouM 3amiHy abo
[ONOBHEHHS)), 3a NOKa3HUKOM
«CynpoBiZHi AOMILLIK/» BHECEHO 3MiHW B
MeToaAnKy BUNpobyBaHHsA 13, a came
BHECEeHO npaBku, NOB’A3aHi i3 BUMYYEHHAM
HOPMYBaHHS AOMiLLKu D: 3amiHeHO
CTaHAapTHWIA 3pas3okK, KW
BUKOPVCTOBYETLCA [N151 NEPEBIPKM
npuaaTHOCTI XpomarorpadivyHoi cuctemMm
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ta igeHTudikalii JOMILLOK, Ha aKTyasTbHUIA
(bisacodyl for system suitability EP CRS
(mictutb gomiwku A, B, C, D i E) 3amiHeHo
Ha bisacodyl for system suitability A EP
CRS (micTuTb gomiwku A, B, Ci E). Takox
YTOYHEHO Ha3BY COPOEHTY KO/TOHKM.
BignosigHo Ao gaHux Banigauii BHECEHO
TEPMiHV NPUAATHOCTI PO3YMHIB
NOPIBHAHHSA | pyXxoMoi dha3n. BHeceHo
pefakuiiiHi npaBku, siki obopmIeHi
BiANOBIAHO A0 pekomeHAaLjin Ta
ctunictukn APY. 3minm | Trny: 3MiHn 3
AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpO/b roTOBOrO MlikapcbKoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapCbKOro
3aco0y (iHWi 3miHn) Tect
«MikpobionoriyHa yncToTa» NpUBEAEHO Y
BiANOBIAHICTb A0 BUMOT €O, 2.6.12,
2.6.13, 5.1.4. CynyTHs 3MiHa: 3MiHU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO /liKapCbKoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX METOAAX BUNPO6YBaHHS)

13.

BICONPO/NON
CAHA03®

TabneTku, BKPUTI
nAiBKOBOO
060/10HKO0, M0 5 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI kopobLyj;
no 15 tabnetok y
6nicTepi; no 2 abo
no 4, abo no 6
6nictepiB y
KapTOHHI KopooLi

CaHpos
dapmacbioTika
n3 a.a.

CnoBeHisa

BMPOBHMLTBO 3a
MOBHVM LVK/IOM:
Canotac ®apma
M6X, HimeuunHa
albTepHATUBHMN
BMPOGHMUK;
BUPOGHMLTBO 3a
MOBHVM LVK/IOM;
NepBUHHE i
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii:
Nek C.A., NonbLa

HimeuunHa/
MonbLla

BHECEHHS 3MiH [J0 peecTpaLjiitHmx
marepianis: 3miHu | Tuny -
AZMiHIiCTpaTuBHI 3MiHW. BunyueHHs
BUPOBHMYOT AiNbHULL (BK/THOYAOUN
AinbHuui ana A®l, NpoMiXXHOro NpoaykTy
abo roToBOro nikapcbLKoro 3acoby,
AiNbHUL AN NPOBEEHHA NaKyBaHHS,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a BUMYCK
cepiid, MicLie NpoOBeAEHHSI KOHTPOSHO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo fONOMIXXHOI peHOBUHM
(AKWO 3a3Ha4eHo y A0CbE) BunyyerHs
OinbHWLUI, WO BignoBigae 3a dyHKL,0
KoHTposib 13 Jlek C.A., Monbwa (ByA.
[JomanieBcbka 50 C, Bapliasa, 02-672).
Mpn UbOMY AaHa AiNbHULA 3aMLWAaETbCS,
AK BiANOBIAa/IbHA 3a NEPBUHHE | BTOPUHHE
nakyBaHHs, BUNyCK cepii. 3anmwaeTbcs
anbTepHaTUBHA AiNbHULA, KOTPa BUKOHYE
dhyHKLUit0 kOHTpOb 13 (CantoTac ®apma
M6X, HimeyunHa). 3miHM BHeCeHi B
IHCTPYKLUiO AN MeANYHOT0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin

3a
peyenmom

He
nionsiecae

UA/4401/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
"MicLe3HaxomkeHHs BUPOGHMKa Ta
afpeca MicLs NpoBafpKeHHs oro
AisNbHOCTI" 3 BiANOBIAHUMY 3MiHAMU B
TEKCTi MapKyBaHHS YNakoBOK (YTOYHEHHS
oyHKLUili BUPO6HUKA). BBEAEHHSA 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
14. BlconPonon TabneTku, BKPUTI CaHpo3 CnoBeHisa BMPOBHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiitHmx 3a He UA/4401/01/02
CAHAO3® NNiBKOBOKO dapmacbtoTika NOBHUM LK/IOM: MonbLa marepianis: 3miHu | Tuny - peyernmom nionsiecae
060/10HKOI0, Mo 10 n3p.a. Cantotac ®apma AZMiHICTpaTUBHI 3MiHW. BunyyeHHs
mr; no 10 TabneTok 'M6X, HimeuyunHa BUPOBHMYOT AiNbHULL (BK/THOYAOUN
y 6nictepi; no 3 anbTepHaTUBHWIA AinbHuui ana A®l, npoMixXHOro NpoaykTy
6nictepu B BMPOGHMUK; abo roToBOro nikapcbLKoro 3acoby,
KapTOHHI kopobLyj; BMPOGHMLTBO 3a OiNbHULI ANS NPOBeAEHHS NaKyBaHHS,
no 15 tTabneTtok y NMOBHUM LMK/IOM; BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a BUMYCK
6nicTepi; no 2 abo NepBUHHE i cepiid, MicLle NpOBeAEHHSI KOHTPOSIO cepii)
no 4, aéo no 6 BTOPVIHHE ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
6nictepiB y nakyBaHHs, BUMYCK peareHTy abo AONOMDKHOI pEYOBUHU
KapTOHHI KopooLli cepii: (AKLLLO 3a3HaYeHO Y AOChE) BunyueHHs
Nek C.A., Monbwa OinbHWLUI, WO BignoBigae 3a dyHKL,0
KoHTposib 13 Jlek C.A., Monbwa (ByA.
[JomanieBcbka 50 C, Bapliasa, 02-672).
Mpn UbOMY AaHa AiNbHULA 3aMLWAaETbCS,
AK BiANOBIA&/IbHA 3a NEPBUHHE | BTOPUHHE
nakyBaHHs, BUNyCK cepii. 3anmwaeTbcs
anbTepHaTUBHA AiNbHULA, KOTPa BUKOHYE
dhyHKLUit0 kOHTpOb 13 (CantoTac ®apma
M6X, HimeyunHa). 3miHM BHeCeHi B
IHCTPYKLUiO AN MeANYHOT0 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3gin
"MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca Micus NpoBaKeHHs oro
AiSNbHOCTI" 3 BiA4NOBIAHUMY 3MiHAMW B
TEKCTi MapKyBaHHS YNakoBOK (YTOUHEHHS
oyHKLUili BUpO6HUKA). BBEAEHHS 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
15. BOPHA NOPOLLIOK MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [j0 peecTpavjiitHmx 6e3 - UA/8303/01/01
KNCNOTA KpuctaniyHuii, no 10 | dapmauesTuy PapmaLeBTUyHa marepianis: 3miHu | Tuny - peyenma
I y KOHTelHepax abo Ha habpuka thabpuka "Biona" AZMiHICTpaTMBHI 3MiHK. 3MiHa
y 6aHkax; no 10 r "Biona" HalilMeHyBaHHs Ta/abo agpecu micus

abono30ry
naketax; no 10ry
nakeTtax y nauuj Ne
10, Ne 20, Ne 50

NPOBaXEHHS AiS/IbHOCTI BUPOOHMKA
(BkntOYaKOUN, 3a HEOOXIAHOCTI, Micue
NPOBeAEHHS KOHTPOJIO AKOCTI), abo
B/lacHuka mactep-cpaiina Ha Adl, abo
noctavanbHuka AdIl/BuxigHoro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOThCS Y
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMPOGHMLTBI AP (SKLLO 3a3HaYeHO y
[0CbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONeiChkiit
chapmakonei y 3aTBepaeHoMy A0cbe, abo

BMPOOHUKA HOBOI AOMOMIXKHOI PEYOBUHMU
(AKLL0 3a3HaYEHO Y f0Cbe) 3MiHa
HaliMeHyBaHHs1 BUPO6HMKa AdI
(3aTBepaxeHo: Sujata Chemicals, IHgjs,
3anponoHoBaHo: Sujata Nutri-Pharma Pvt.
Ltd., IHgis), 6e3 3miHM agpecu Ta
BMPOBHMYMX NOTYXXHOCTEN. 3MiHW | TMny -
AfMiHICTpaTuBHI 3MiHW. BunyueHHs
BVMPOGHMYOT AinbHUL (BK/IHOYAKUM
AinbHuui ansa A®l, npoMixXHOro NPoayKTy
a60 roToBOro NikapcbKoro 3acooby,
AiNbHUL AN NPOBEEHH:A NaKyBaHHs,
BMPOGHMKa, BiANOBIA&/ILHOIO 3a BUMYCK
cepild, MicLle NpoBeAEHHST KOHTPOSHO cepii)
abo noctavasnibHVKa BUXIQHOrO MaTepiasty,
peareHTy abo AOMNOMIXHOT pe4yoBUH
(AKLLLO 3a3HAYeHO Y AOCbE) BunyueHHs
3aTBepMAXeHOro BupobHuka Adl: AT "I'XK
Bop", Pocilicbka ®epnepalis.
3anunwaTbCa anNbTepHaTUBHI BUPOOGHUKM

A®l: MAT "Ximchapmsasog "UepBoHa

3ipKka", YkpaiHa Ta Sujata Nutri-Pharma
Pvt. Ltd., IHais.

16.

BOPHA
KNCNOTA

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuin) y
noaBIHNX
nonieTNeHoBux
naketax abo y
NnoABIHNX
nonieTNeHoBux
nakeTax, BMiLLLEHNX
B 6apabaHu 3
nonietTuneHy
BVICOKOI LLIiSIbHOCTI
ans
thapmaLeBTUYHOro
3aCTOCyBaHHS

MpuBatHe
akuioHepHe
TOBapUCTBO

thapmavneBTuy
Ha thabpuka
«Biona»

YkpaiHa

Cypxara Hytpi-
dapwma MeT. /114,

IHais

BHECEHHS 3MiH [0 peecTpavLiiniHx
matepianis: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEeHHSA AiSIbHOCTI BUPOOHMKa
(BKtO4aKouK, 3a HeObXigHOCTI, Micue
NPOBeLEHHS KOHTPOJIIO SKOCTI), abo
B/lacHUKa mMactep-cpaiina Ha Ad®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCS Y
BMPOGHMLTBI AP (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI
cepTudpikaTa BignoBiaHOCTIi EBpONeiiChKilt
hapmakonei y 3aTBepxeHoMy [0CbE, abo
BMPOGHMKA HOBOI AOMOMiXXHOI PEeYOBUHM
(AKLL0 3a3HaYeHOo y focbe) 3MiHa
HaliMeHyBaHHS BUPOOHUKa cy6cTaHLil
BOPHA KNC/OTA, 6e3 3miHn agpecu
BMPOBaKEHHA AiSANIbHOCTI Ta BUPOOHUUNX
NOTY)XHOCTEe. 3aTBepakeHo: Sujata

UA/18432/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Chemicals, India Cypxata Kemikanc, IHgjs
3anponoHoBaHo: Sujata Nutri-Pharma Pvt.
Ltd, India Cymxata Hytpi-®apma lMBT.
Nta., IHais
17. BPAMITOB pO34nH ons K'esi ABCTpis BTOPVIHHE ITania/ BHECEHHS 3MiH [J0 peecTpavjiiHmx 3a - UA/15301/01/01
iHransauii, 300 mr/4 dapmac'toTike nakyBaHHs, HimeuyunHa mMartepianis: 3MiHu | TUNy - 3MiHM WOA0 peyernmom
M/; no 4 Mn B n3 X KOHTPO/Ib SIKOCTI 6e3nekn/edpeKTNBHOCTI Ta
amnyni; no 4 Ta BMNYCK cepil: hapmakoHarnsgy. BeefeHHs abo 3miHu
amnynu B K'esi [0 y3arasibHeHUX faHuX Npo cuctemy
repMeTuyHO dapmaueyTuLi dhapmakoHarnsgy (BBefjeHHs
3anasHomy cTpuni; C.n.A,, Itanis; y3arasibHeHUX JaHnX npo cucTemy
no 16, 28 a6o 56 BMPOBHULITBO in- thapmakoHarnagy, 3miHa ynoBHOBaXeHOl
amnys y KapTOHHIl bulk, nepeuHHe Ta oco6u, BiAnoBiganbHOI 3a 34iiCHEHHS
KopoobLi BTOPVIHHE hapMakoHarnsay; KOHTakTHoI ocobu 3
nakyBaHHs, thapmakoHarnagy 3asiBHUka gns
KOHTpO/b cepii: 3[jicHeHHs hapMakoHarnsay B YkpaiHi,
leHeTik C.N.A.,, AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
ITanis; BUPO6HUK ocob6u, BiAnoBiga/IbHOI 3a 3AiICHEHHS
npoaykuii in-bulk, thapmakoHarnsgy (BK/ouatoum KOHTaKTHi
nepBuHHE Ta OaHi) Ta/abo 3MiHM Yy po3MiLLeHHI MacTep-
BTOPVIHHE thaiina cuctemu chapmakoHarnngy) -
nakyBaHHSA Ta 3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT
KOHTPO/b AKOCTI: 0co6u 3asBHKKA, BigNoBigabHOI 3a
Xononak hapmakoHarnsg,.
depnakyHrcTexHiIK 3MiHa MicLe3HaxoMKeHHss MacTep-daiina
'M6X, HimeuuunHa; cuctemu chapmakoHarniagy. 3miHa micus
nepBuHHE Ta 3[iACHEHHS OCHOBHOI AifNbHOCTI 3
BTOPWHHE chapmakoHarnsgy
nakyBaHHs:
Xononak
depnakyHrcTexHik
'M6X, HimeuunHa,;
KOHTPO/b AKOCTI:
nvwe
BUMPOBYBaHHA Ha
CTEPW/IbHICTb:
Na6op /IC CE &
Ko. KI', HimeyuunHa
18. BPEKCIH® Tabnetku no 20 mr; K'e3i ABCTpIst K'esi ITanis BHECEHHS 3MiH 40 pPEeECTpaLiiHNX 3a - UA/4636/01/01
no 10 TabneTok y dapmac'ioTike PapmaueyTumui mMartepianis: 3MiHu | TUNy - 3MiHW WoA0 peyenmom
6nictepi; no 1, 2 abo n3 rmex C.n.A,, ltania 6e3nekn/ehekTUBHOCTI Ta

3 6nicTepun B nauui 3
KapTOHY

(BUpPOGHMLTBO in
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/Ib Ta
BMNYCK cepil);

daitH dyac &

hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/isHEHUX JaHux npo cuctemy
thapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy, 3miHa yrnosHOBaKeHo
ocob6u, BiAnNoBigaNbHOI 3a 3A4iACHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobm 3




19

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

dapmac toTikens
H.T.M. C.n.A.,
ITanisa
(BUpOGHMLTBO in
bulk Ta KOHTpONb
cepii)

dhapmakoHarnsgy sasBHuka gns
3[jficHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBigabHOI 3a 34jiNCHEHHS]
hapmMakoHarnagy (BK/to4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM Yy po3MiLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHNX YMOBHOBaXeHOT 0cobm
3aaBHVIKa, BifNoBiAaIbHOI 3a
thapmakoHarnag. 3MmiHa
MiCLLe3HaXOPKEHHSI MacTep-thaiina
cucTemu dhapmakoHarnagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy

19.

BA3AP A

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, M0 5
Mr/80 mr; no 7
TabneTtok y 6nictepi;
no 2 a6o 4 6nictepu
y Kopob6u,i; no 10
TabneTok y 6nictepi;
no 3 a6o 9 6nictepis
y Kopobu,i

TOB «TeBa
YkpaiHa»

Ykpaina

BankaHdapwva-
AynHuua AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TMNy - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat

BiANOBIAHOCTI EBpONeNnchbkili
thapmakonei/MmoHorpadii. NogaHHA HOBOTO
a60 OHOBNEHOro cepTudikaTa
BiANOBIAHOCTI @60 BUMYyYEHHS
cepTudpikaTa BignoBiAHOCTIi EBpONEiChKii
thapmakonei: gna A®l; ans BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y

BMPOOHULTBI ADI; Ana AONOMIKHOT

peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuguikart Bif yXXe 3aTBepaKeHOro

BMPOGHMKA - NOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignoBiAHOCTIi EBpONEChKil

hapmakonei Ne R1-CEP 2010-072 - Rev
01 (3atBepmxeHo: R1-CEP 2010-072 -
Rev 00) ana A®l BancapTaHy Big BXe
3aTBepKEeHOro BUpo6HrKa Zhejiang
Huahai Pharmaceutical Co., Ltd., Kutaii.

3a
peyernmom

UA/16612/01/01

20.

BASAP A

TabneTku, BKpUTI
nNiBKOBOO
060/10HKO0, M0 5
mr/160 wmr, no 7
Tabnetok y 6nictepi;
no 2 a6o 4 6nictepu
y kopobuj; no 10
Tabnetok y 6nictepi;
no 3 a6o 9 6nictepis
y kopobuj

TOB «TeBa
YkpaiHa»

YkpaiHa

Bankandapma-
OynHuus AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaviintHnx
matepianis: 3MiHK | TUNYy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NMogaHHA HOBOro
ab0 OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI 260 BUMYYEHHS
cepTudpikaTa BignoBiaHOCTI EBpONeiiChKilt
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPO6HULTBI ADI; ANs AONOMIKHOT

3a
peyenmom

UA/16612/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif, yxe 3aTBepAKeHOro
BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBiaHOCTIi EBpONEiiChKilt
chapmakonei Ne R1-CEP 2010-072 - Rev
01 (3aTBepmkeHo: R1-CEP 2010-072 -
Rev 00) ans A®I BasicapTaHy Bif BXe
3aTBepkeHoro BupobHunka Zhejiang
Huahai Pharmaceutical Co., Ltd., Kutaii.
21. BA3AP A TabneTku, BKPUTI TOB «TeBa Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH [J0 peecTpaviitHmx 3a - UA/16612/01/03
nAiBKOBOO Ykpaina» OynHuus AT marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI. peyenmom
060/10HKOI0, No 10 CepTtudpikaT BignosigHocTi/l E-cepTudikar
Mr/160 mr; no 7 BiANOBIAHOCTI EBponeichbkili
TabneTtok y 6nictepi; thapmakonei/moHorpadii. NogaHHA HOBOrO
no 2 abo 4 6nictepn abo oHoBNeHoro ceptudiikata
y Kopob6ui; no 10 BiNOBIAHOCTI 260 BUYYEHHS
TabneTok y 6nictepi; cepTudiikaTa BignoBiAHOCTI EBPONENCHKI
no 3 abo 9 6nictepis thapmakonei: ana A®l; gns BuxigHoro
y Kopobui mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif yxe 3aTBepAXeHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignNoBigHOCTI EBpONEChKiii
thapmakonei Ne R1-CEP 2010-072 - Rev
01 (3atBepgxeHo: R1-CEP 2010-072 -
Rev 00) ana A®I BancapTaHy Big BXe
3aTBepXeHoro BupobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd., Kutaii.
22. BANEPIAHU KOpeHeBuLLa 3 MpAT YkpaiHa MpAT "NMikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnx 6e3 - UA/5668/01/01
KOPEHEBULLA | kopeHamu no 50 r "NikTpasun" marepianis: 3MiHW | TUNY - 3MiHK 3 AKOCTI. peyenma
3 KOPEHAMU ab6o 100 r y naykax 3 [OTOBMIA Nikapcbkuii 3aci6. (iHLWi 3MiHW)
BHYTPILLHIM BHECEHHS 3MiH 40 cneyudikauii 3
naketom; no 1,5ry KOHTPO/110 NePBUHHOTO MaKyBaslbHOrO
inbTp-nakeTi, No Matepiany (Manip inbTpyBasbHMIA), a
20 hinbTp-nakeTiB y came [0MOBHEHHSA NoKasHuKa
nayui; no1,5ry «lpeHTudpikauis (30BHILWHI 03HaKW)»
inbTp-nakeTi, No BK/IHOYEHHSAM A0A4AaTKOBUX O3HaK AN1s
20 dhinbTp-nakeTiB y Bi3yasIbHOr0 KOHTPOsto «6) Konip».
nauui 3 BHYTpILHIM
nakeTom
23. BANIAON- Tabnetku no 60 mr, AT YKkpaina AT "ly6Hncpapm" Ykpaina BHECEHHS 3MiH 40 PEeECTPaLiiHNX 6e3 niosisieae UA/4697/01/01
NYBHUPAPM no 6 a6o 10 "Nly6Hnchapm" martepianis: 3MiHK | TNy - 3MiHW 3 AKOCTI. peyenma
Tabnetok y FoTOBWIA nikapcbkuii 3aci6. Cuctema

6nictepax; no 10

KOHTeliHep/3akynoptoBasibHUIA 3aci6.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

TabneTtok y 6nictepi;
no 1 a6o 10
6nicTepiB y nayui 3
KapTOHY

3MiHa po3mipy ynakoBKku rotToBoro
niKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oAvHWLUG (Hanpuknag TabneTok, amnyn
TOLLO) B yNakoBLi:) - 3miHa y Aiana3oHi
3aTBEPMKEHNX PO3MIPIB YNaKkoBKU.
[lofaeTbcA fO0AATKOBWIA BUA, YNAKOBKU: MO
10 TabneTok y 6nictepi, no 1 6nictepy y
naJui 3 BignoBigHVMY 3MiHAMK 4,0 po34iny
“Ynakoska” MKA N3, 6e3 3miHn
NepBUHHOTO MaKyBasIbHOrO Marepiasty.
3MiHM BHECeHi B po3ain "Ynakoska" B
IHCTPYKLi0 415 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y 3B"A3Ky 3
BBEEHHAM [04aTKOBOI YNakoBKM, SK
HacnifokK - 3aTBEPA)KEHHS TEKCTY
MapKyBaHHS 40[aTKOBOI yNakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEPKEHHSA

24,

FANTA3O/IH®

Kpanni HasasibHi,
po3umH 0,1 %; no 10
mMay
nonieTNeHoBux
dnakoHax-
KpanenbHULAX 3
KOHTPO/SIEM MEepLLOro
BigKkpWTTA; no 1
hNaKkoHy y
KapTOHHI KopooLli

BapLuaBcbKuii
dapmaueBTny
HWiA 3aBOf,
Monbtha AT

MonbLa

BapLuaBcbkuii
dapmaleBTUYHNI
3aBof Monbga
AT, MonbLa
dapmaleBTUYHNI
3aBof
"MONb®APMA"
C.A. Biggin
MepaHa B
Cepaggsi, Monbla

MonbLa

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/isHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiACHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHUka gns
3[jicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
0cobw, BignoBigasbHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi
OaHi) Ta/abo 3MiHW Yy po3MiLLeHHI MacTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BignoBigabHOI 3a hapMakoHarnsg.
[itoua pegakuisn: Krzysztof Karpinski /
Kpunwrod KapniHcki. MponoHoBaHa
pefakuis: AHHa KoHuak / Anna Konczak.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0Cco6M 3asiBHKKA, BignoBigasibHOI 3a
hapmakoHarniag

6e3
peyenma

UA/0401/02/02

25.

FANA3O0NIH®

Kpanni HasasibHi,
po3unH 0,05 %; no
10 mny
nonieTUIEeHoBMX

BapLwascbkuii
dapmaueBTny
HWi1 3aB0of

Monbha AT

Monblwa

BapLuaBcbkuii
dapmavleBTUYHNI
3aBog, Monbha

AT, MonbLla

MonbLla

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3MiHu | TUNy - 3MiHKX WoOA0
6e3nekn/edheKTUBHOCTI Ta
papmakoHarnsay. BeefeHHs abo 3miHu

6e3
peyenma

UA/0401/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
chnakoHax- dapmaueBTUYHUI [0 y3ara/lbHeHUX JaHvx npo cuctemy
KpanenbHULAX 3 3aBof chapmakoHarnsgy (BBefeHHs
KOHTPO/1IEM NEPLLOro "MONIbGAPMA" y3ara/ibHeHUX AaHux Npo cuctemy
BigkpWTTS; no 1 C.A. Biggin thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOl
hnakoHy y MepaHa B ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS
KapPTOHHI Kopo6Lli Cepaggsi, Monba hapMakoHarnsay; KOHTakTHoOI ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jficHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBigasbHOI 3a 34jiNCHEHHS]
hapmakoHarnagy (BK/to4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM Yy po3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BiANOBIAa/bLHOI 3a thapmakoHarnsag,.
[itoua pepakuisn: Krzysztof Karpinski /
Kpuwtodp KapniHcki. MponoHoBaHa
pegakuis: AHHa KoHuak / Anna Konczak.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT
0co6u 3asBHYKa, BifNoBigabHOI 3a
hapmakoHarang,
26. FEHOTPOMIH® | mopoliok Mdpaiizep IHk. CLWA NOBHUIA LKA Benbrisi/ BHECEHHS 3MiH [0 peecTpavyiinHmx 3a He UA/11798/01/01
niogpinizoBaHnii Ta BUPOGHMLTBA, HimeuyunHa matepianis: 3MiHu | Tuny - peyenmom niosnsieae
PO3UYUHHVK A5 BUWMYCK Cepil: AfMiHICTpaTMBHI 3MiHW. 3MiHa
PO3YUHY ANS iH'EKLI Mdpaiizep HalilMeHyBaHHs Ta/abo agpecu micus
no 16 MO (5,3 mr); 1 MeHtohekUypuHr NPOBaPKEHHSA AiSNIbHOCTI
nonepegHL0 Benbrist HB, BMpOGHUKa/iMnopTepa roToBoro
HanoBHEHA py4ka, Benbris NikapcbKoro 3acoby, BKIOUaKUN AiNbHAL

L0 MiCTUTb 1
[ABOKaMepHuii
KapTpumx (nepegHs
Kamepa 3 MOPOLLKOM
Ta 3a4HA Kamepa 3
PO3YMHHMKOM NO
1,14 mn (M-kpeson,
maHiT (E 421), BOAa
ONs iH'ekuin)), y
KapTOHHI kopobui 3
MapKyBaHHAM
YKpaiHCbKOI Ta
aHrniicbKoto
moBamu; 1
nonepeaHLo
HanoBHEeHa pyuka,
Lo MicTWTb 1
[OBOKaMepHuii
KapTpuax (nepegHs
Kamepa 3 MOpOLLKOM

BMPOBHMUTBO in
bulk, KoHTpOsb
AKOCTi, NEPBUHHE
nakyBaHHs
Betep dapma-
depTuryHr Mm6X i
Ko. KI', Himeyunxa

BUNYyCKy cepii abo MicLe NnpoBeaeHHS
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiAMoBigae BUpo6HuK/imnopTep,
BK/1HOUAKUM BUMYCK CEpiid)
AaMmiHicTpaTuBHa 3MiHa agpecu
3aTBEepMAKEHOT BUPOGHMYOT AinbHuui M3
Mcpaiizep MeHodekuypuHr Benbris HB
015 NPVUBEAEHHS Y BigNOBIAHICTb [0
aapecy 3a3HadveHoi Ha caiTi EudraGMDP.
He 6yno XoaHWX 3MiH Y Ha3Bi BUPOGHUYOI
AiNbHUL|, i3NYHOMY po3TallyBaHHi
AinbHUUI, NpoLeci Ta KOHTPO,
NoB'A3aHOMY 3 BUPOOHWLITBOM NiKapCbKOro
3aco6y. TepmiH BBEAEHHS 3MiH - MPOTAroM
12 micsAuiB Mic/sA 3aTBEPAXKEHHS.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ta 3aHA kamepa 3
PO3YMHHMKOM NO
1,14 mn (M-kpeson,
MaHiT (E 421), BOAa
Ons iH'ekyin)), y
KapTOHHi Kopobui 3
MapKyBaHHAM
aHrnifcebko abo
iHLLOIO iIHO3eMHO0
MOBOIO 3i CTVKEpOM
YKpaiHCbKOlo Ta
aHrniicbKoto
MoBamu

27.

FEHOTPOMMIH®

MOPOLLIOK
niogpinizosaHwin Ta
PO3YNHHVK A8
PO3YUHY ANs1 iH'EKLLI
no 36 MO (12 wmr); 1
abo 5 nonepefHbO
HanoBHEHWUX PYYOK,
Lo MicTATb 1
[OBOKaMepHuii
KapTpuax (nepegHs
Kamepa 3 NMopoLLKOM
Ta 3a4HA kamepa 3
PO3YMHHWKOM NO
1,13 mn (M-kpeson,
MaHiT (E 421), BOAa
0151 iH'EKLin)) KoXHa,
Y KapTOHHIli KopoobLi
3 MapKyBaHHAM
YKpPaiHCbKOI Ta
aHrNiicbKoto
moBamu; 1 a6o 5
nonepeaHLo
HanoBHEHWUX PYYOK,
Lo MicTaTb 1
[OBOKaMepHwuii
KapTpuaK (nepegHs
Kamepa 3 MopOLLKOM
Ta 3a4HA kavepa 3
PO3YMHHMKOM MO
1,13 mn (M-kpeson,
MaHiT (E 421), BOga
015 IH'EKLN)) KoXHA,
Y KapTOHHIli Kopoobui
3 MapKyBaHHAM
aHrniricbkoto abo

Mdpaiizep IHK.

CWA

Mdpaiizep
MeHtochekuypuHr
Benbria HB

Benbris

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYAKUM AiNbHULL
BMMNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BMpo6GHUK/iMnopTep,
BK/1H0YAK0UM BUMYCK CEPIiA)
AaMiHicTpaTuBHa 3MiHa agpecu
3aTBEpKEHOT BUPOOHUYOT AinbHuLi [N13
Mchainzep MeHodekuypuHr Benbris HB
015 MPYBEAEHHS Y BiMNOBIgHICTb [0
aapecy 3a3HaveHoi Ha caiiti EudraGMDP.
He 6yno xoAHUX 3MiH Y Ha3Bi BUPOGHNYOT
AiNbHULI, (Ui3VYHOMY po3TallyBaHHi
AOiNbHUL, NpoLeci Ta KOHTPOI,
noB’si3aHOMY 3 BUPOGHMLITBOM MiKapCbKOro
3aco6y. TepmiH BBEAEHHS 3MiH - MPOTAroM
12 micsuiB nicns 3aTBEPKEHHS.

3a
peyenmom

He
niosnsiecae

UA/11798/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
iHLLIOIO iHO3eMHO0
MOBOIO 3i CTUKEpPOM
YKPaTHCLKOK Ta
aHrNiicbKoto
MoBamu
28. FEHOTPOMIH® | nopoliok Mdpaizep IHK. CLWA NOBHUI LMK Benbrisi/ BHECEHHS 3MiH [0 peecTpaLinHnx 3a He UA/11798/01/01
niodpinizoBaHWin Ta BMPOGHMLTBA, HimeuunHa marepianis: 3miHu | Tuny - 3miHK Woao peyenmom nionsi2ae
PO3UYMHHKK AN BUNYCK cepil: 6e3nekn/edheKTUBHOCTI Ta
PO34UHY ANS iH'EKLRA Mdpaizep hapmakoHarnsgy (iHwi 3MiHn) 3MiHn
no 16 MO (5,3 mr); 1 MeHtodhekvypyHr BHECEHO A0 IHCTPYKUIiT A8 Mean4Horo
nonepeaHLo Benbrisa HB, 3aCTOCYyBaHHS NikapcbKkoro 3acoby Ao
HanoBHEHa pyuka, Benbrisa po3giny "OcobnnBoCTi 3aCTOCYBaHHA"
L0 MiCTUTb 1 BMPOGHULITBO in LL0A0 6e3Mnekn AONOMDKHUX PEYOBUH.
[OBOKaMepHuii bulk, kKOHTpoNb TepMiH BBEAEHHS 3MiH - NPOTAroM 6
KapTpuax (nepegHs SIKOCTi, NEPBUHHE MiCALB Nicnsa 3aTBepMAKEHHS. 3MiHu | Tuny
Kamepa 3 NMOopOLLKOM nakyBaHHs - 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
Ta 3a4HA kavepa 3 Betep ®apma- chapmakoHarnsgy. 3miHa y KopoTkili
PO3UYMHHWNKOM MO depTuryHr rméxX i XapakTepucTuLi fikapcbKkoro 3acoby,
1,14 mn (M-kpeson, Ko. KI', HimeuyuunHa TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MaHiT (E 421), BOga MeAMUYHOro 3acToCyBaHHA Ha niacTasi
L8 iH'ekuin)), y perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
KapTOHHI kopobui 3 nikapcbKoro 3acoby, abo focimKeHb 3
MapKyBaHHAM 6e3nekn 3acToCyBaHHSA NiKapcbKoro
YKpPaiHCbKOI Ta 3acoby B nmicnspeecTpauiintHnii nepioa, abo
aHrnincopKo SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
moBamu; 1 npoBefeHuX BiANoBigHO [0 NnaHy
nonepegHL0 neaiatpnyHux gocnigpkers (PIP) (iHwi
HanoBHEHA py4ka, 3MiHM) 3MiHM BHECEHO A0 IHCTPYKUiT Ans
L0 MiCTMTb 1 MeAMYHOro 3acTOCYBaHHSA MikapCbKoro
LBOKaMepHUit 3acoby Ao po3giny "Mo6iyHi peakui™
KapTpuox (nepegHs BiANOBIAHO OHOB/EHOT iHhopMaLii 3
Kamepa 3 MOPOLLKOM 6e3nekn Ailo4oi Pe4HOBUHN COMATPONIH
Ta 3afHA Kamepa 3 3rigHo pekomeHgauii PRAC.
PO3YMHHMKOM NO TepMiH BBEAEHHS 3MiH - NPOTArom 6
1,14 mn (M-kpeson, MicsILiB Nicns 3aTBEPKEHHS.
maHiT (E 421), BOAa
ONs iH'ekuin)), y
KapTOHHI kopobui 3
MapKyBaHHAM
aHrniricekoto abo
iHLLOIO iHO3eMHO0
MOBOH) 3i CTUKEPOM
YKpaiHCbKOI Ta
aHrniicbKoto
MoBamu
29. FEHOTPOMIH® | nopotuok Mdpaiizep IHK. CLWA NOBHUIA LKA Benbris/ BHECEHHS 3MiH [0 peecTpaviintHnx 3a He UA/11798/01/02
niogpinizoBaHnii Ta BUPOOHMLTBA, HimeuyunHa marepianis: 3MiHu | TUNy - 3MiHKN WoA0 peuyenmom nionsicae
PO3YMHHWK A5 BWMNYCK Cepil: 6e3nekn/edeKkTnBHOCTI Ta
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
PO34YUHY ANS iH'EKLLA Mdpaiizep hapmakoHarnagy (iHwi 3MiH1) 3MiHKn
no 36 MO (12 wmr); 1 MeHtohekyypuHr BHECEHO A0 IHCTPYKUii AN MeguyHoro
abo 5 nonepegHbO Benbrist HB, 3acToCyBaHHS fikapcbKoro 3acoby Ao
HaNOBHEHUX PYYOK, Benbris po3gainy "Oco6nmnBOCTi 3aCTOCYBaHHA"
o MictaTb 1 BMPOBHUUTBO in LLo0a0 6e3neKkn AONOMDKHUX PEYOBUH.
[BOKaMepHWiA bulk, KoHTpOnb TepMiH BBELIEHHS 3MiH - NPOTArom 6
KapTpuoK (nepegHs AKOCTI, NePBUHHE MicALIB NicnsA 3aTBepKEHHS. 3MiHu | Trny
Kamepa 3 NopoLLKOM nakyBaHHs - 3MiHM Woa0 6e3nekn/ed)ekTMBHOCTI Ta
Ta 3afHA Kamepa 3 Betep dapma- dhapmakoHarnsgy. 3miHa y KopoTkili
PO3YMHHMKOM MO depTuryHr FMm6X i XapaKTepucTuLi fikapcbKoro 3acoby,
1,13 mn (M-kpeson, Ko. KI', HimeuunHa TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
maHiT (E 421), BOAa Me[MYHOro 3aCTOCYBaHHA Ha nigcTasi
015 iH'EKLj)) KOXHA, perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
Y KapTOHHiIlA KopoobLi nikapcbKoro 3acoby, abo gocnigpkeHs 3
3 MapKyBaHHAM 6e3nekn 3acTocyBaHHs NikapCbKOro
YKPaiHCbKOI Ta 3acoby B nicnisipeecTpawiiHuii nepioa, abo
aHrnincoLKo SIK pe3ybTarT OLUiHKW 3BIiTY 3 AOCNIHKEHb,
moBamu; 1 abo 5 npoBeAeHNX BiMNOBIAHO A0 MaHy
nonepegHL0 nepiatpnyHux gocnigpkers (PIP) (iHwi
HanoBHEHWX PY4OK, 3MiHM) 3MiHV BHECeHO A0 IHCTpyKLii ans
o mictaTb 1 MEeAMNYHOro 3acToCyBaHHA NiKapCbKoro
[OBOKaMepHuii 3acoby Ao po3sginy "MobiyHi peakwyii"
KapTpuax (nepegHs BiNOBIAHO OHOBJ/IEHOI iHbopMmaLii 3
Kamepa 3 NnopoLLKOM 6e3nekun Aito4oi pevoBrHN COMaTPONiH
Ta 3a4Hs Kamepa 3 3rigHo pekomeHgauii PRAC.
PO3YMHHMKOM NO TepMiH BBEAEHHS 3MiH - NPOTArom 6
1,13 mn (M-Kpeson, MiCALIB MICNA 3aTBEPLYKEHHS.
MaHiT (E 421), BOAa
0151 iH'EKL)) KoXHa,
Y KapTOHHiIl kopobui
3 MapKyBaHHAM
aHrniicokoto abo
iHLLIOIO iHO3eMHO0
MOBOIO 3i CTVKEpOM
YKpaiHCbKOI Ta
aHrnincbKoto
MoBamu
30. rnoay NUCTA | nucta i keiTkK, no 50 MpAT Ykpaina MpAT "NikTpasu" Ykpaina BHECEHHS 3MiH [J0 peecTpavjiitHmx 6e3 - UA/6040/01/01
1 KBITKA raéono60ry "NikTpasun" marepianis: 3MiHK | TUNy - 3MiHW 3 SKOCTI. peyenma

nayvkax 3 BHYTPILIHIM
naketom; no 1,5 r
abono25ry
iNbTp-NakeTi; Mo
20 hinbTp-nakeTiB y
nauui abo y nauui 3
BHYTPILLUHIM MakeToMm

loToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3aci6 (iHLi
3MiHN) BHECEHHS 3MiH 0 cneundikauii 3
KOHTPO/110 NEePBUHHOTO MaKyBaslbHOro
Matepiany (Manip inbTpyBasibHMIA), a
came [OMOBHEHHS NoKasHuka
«lpeHTudikalis (30BHILLHI 03HaKK)»
BK/TIOYEHHSIM [0AaTKOBUX O3HaK A/1A
Bi3ya/IbHOr0 KOHTPOs0 «6) Konip».
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
31. rnoay nnoAan | nnogw; no 75, abo MpAT YkpaiHa MpAT "NMikTpasu” YkpaiHa BHECEHHS 3MiH [0 peecTpavyiinHx 6e3 - UA/5857/01/01
no 100 r, a6o no 140 "NikTpasun" marepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI. peyenma
Iy naykax 3 FoTOBWIA nikapcbkuii 3aci6. Cuctema
BHYTPILUHIM KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLWi
naketom; no 4,0ry 3MiHW) BHECEHHS 3MiH A0 crneundikauii 3
inbTp-NakeTi; No KOHTPO/1t0 MEePBUHHOIO NakyBaslbHOro
20 dhinbTp-nakeTiB y matepiany (Manip inbTpyBasbHMIA), a
nauui 3 BHYTpILIHIM came [0MOBHEHHSI NOKa3HUKa
naketom; no 4,0ry «lpeHTudikalis (30BHiLLHI 03HaKK)»
hinbTp-nNakeTi; no BK/TIOYEHHAM [0AATKOBUX O3HAK A/1A
20 hinbTp-nakeTiB y Bi3yas/IbHOro KOHTPO/I0 «6) Konip».
naui
32. FPUHTEPON® Karcynm Teepgi no AT "I'piHgekc" Natsis AT "I'piHgekc" Natsis BHECEHHS 3MiH [0 peecTpaviinHmx 3a - UA/15941/01/01
250 wmr; no 10 mMartepianis: 3MiHu | TUNy - 3MiHW WoOA0 peyenmom
Kancyn y énictepi; 6e3nekn/edhekTBHOCTI Ta
no 5 a6o 10 thapmakoHarnagy. 3MiHa yactoTu Ta/abo
6nicTepis y nayui 3 TEPMIHIB NoAaHHA perynspHo
KapTOHY OHOBJIHOBAHMX 3BITIB 3 6€3MeKN NiKapCbKNx
3aco6iB. 3MiHa 4acToTK Ta TepMiHy
noAaHHA PerynsapHO OHOB/OBAHOIO 3BITY
3 6e3neku slikapcbKoro 3acoby.
33. AEKA30/1b aepo3o’ib, 52 mr/60 AT "CTOMA" Ykpaina AT "CTOMA" Ykpaina BHECEHHS 3MiH [0 peecTpavljiinHmx 6e3 - UA/1260/01/01
r, no 60 r y 6as10Hi mMartepianis: 3MiHu | TUNY - 3MiHW WOA0 peuyenma
aepo30/ibHOMY 6e3nekn/edhekTUBHOCTI Ta
a/IloOMiHIEBOMY 3 thapmakoHarnsgy. BeegeHHs abo 3miHn
KnanaHom [0 y3aralbHeHUX JaHvx npo cucTemy
6e3nepepBHoI ail y thapmakoHarnsay (BBeAeHHS
KOMNekTi 3 y3arasibHeHUX JaHnx npo cucTemy
Hacagkoto Ta dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
3ano6iXHNM ocob6u, BiAnoBigasIbHOI 3a 3A4iICHEHHS
KoBnaykom; rno 1 dhapmakoHarnsgy; KOHTakTHoi ocobm 3
6anoHy B nauuj 3 thapMakoHarnsgy 3asBHuka ans
KapToHY 3[jicHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHAa BigMiHHA Bif, YNOBHOBaXEHOT
oco6u, BiAnNoBigabHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOI 0COOM 3asiBHUKA,
BignoBigasibHOI 3a papmakoHarnsag. Jitoya
pepakuis: YepHsiesa OneHa AHaToniiBHa.
MponoHoBaHa pepgakuis: Ctapues Knpun
Bonognmuposuy
34. AEKCAPOM PO3YMH ANA iH'EKLNA, K.T. PymyHis K.T. POM®APM PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a He UA/16086/01/01
50 Mr/2 mn, no 2 mn POM®APM KOMMAHI C.P.J1. mMartepianis: 3MiHu | TUnNy - 3MiHM WOA0 peuyenmom niosisieae
B amnyni; no 5 KOMMNAHI 6e3nekn/edheKTNBHOCTI Ta
amny”n y KOHTYPHii C.P.. dhapmakoHarnsgy. 3miHa y KopoTkili

YapyHKOBIl

XapakTepucTuui Nikapcbkoro 3acoby,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

ynakosuj; no 1 a6o 2
yNakoBKW y
KapTOHHiiA KopooLyi

TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA MiKapcbKoro
3aco6y B nicnisipeecTpauiiiHuii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BifMnoBigHO A0 NnaHy
negiatpuyHux gocnimpkens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHVM OPraHom).
3MiHWN BHECEHO A0 IHCTPYKLIT ANnA
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainy "3actocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”
00 6e3neKky 3acTOCyBaHHS Aitouoi
peyoBUHN fekckeTonpodieH BignoBigHO A0
pekomeHpauili PRAC. BBefieHHs 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

35.

AENIO®EH

PO34nH ANS iH'EKLi,
50 mr/2 mn, no 2 mn
B amnyni; no 5
amnyn y kaceTi; no 1
KaceTi y KapTOHHIlA
nauui

MPOPAPMA
IHTEepHeLHN
TpeanHr
Nimiten

ManbTa

Nab6opartopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3mMiHu | TMNy - 3MiHM 3 SKOCTI.
loTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasbHWii 3aci6.
3MiHa 6yap-AKoi YacTvHKM MaTepiany
NepPBUHHOT YNaKoBKU, LLIO HE KOHTaKTYE 3
roTOBMM NiKapCbK1M 3ac060M (Hanpuknag,
KOAMIp KPMLLEYOK 3 KOHTPOMIEM MEPLUOro
BIAKPUTTSA, KOMIP KOJOBKX Kinewb Ha
amnynax, KoHTeHepa f/15 rofokK (pi3Hi
BMAW nnacTmacu) (3MiHa, sika He BMMBae
Ha KOpOTKy XapakTepucTuKy Nikapcbkoro
3acoby). 3miHa cnocoby HaHeCceHHs
MapKyBaHHS1 Ha NePBUHHY yNakoBKy
(amnyny) 3 neyaTi 6e3nocepeHbLO (3a
[0NOMOrot0 HaHECEHHS Hanmcy) Ha
amnysy, Ha amnyny 3 eTUKeTKOIO.
3arBepmkeHo: AMMyNH, WO MapKytoTbCs
3a [OMOMOrOH0 APYKY.
3anponoHoBaHo: AMNy u, Lo
MapKyTbCs 3a fONOMOro ETUKETKN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepAKEHHS.

3a
peyernmom

UA/13589/02/01

36.

AOEPEBIO
TPABA

TpaBano 50 ry
naykax 3 BHYTPILIHIM
naketom; no 1,5ry
iNbTp-nakeTi; No
20 dhinbTp-nakeTiB y

MpAT
"NikTpasn"

YkpaiHa

MpAT "NikTpasun"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpavjiitHmx
marepianis: 3mMiHu | TMNy - 3MiHM 3 AKOCTI.
loToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLWi
3MiHW) - BHECEHHSA 3MiH A0 cneumdikadii 3

6e3
peyenma

UA/5671/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
nayui abo y naudli 3 KOHTPO/110 NEPBUHHOTO MaKyBaslbHOro
BHYTPILLHIM NakeT Matepiany (Manip inbTpyBasbHMiA), a
came [OMOBHEHHS NoKasHuka
«lgeHTudikalis (30BHILLHI 03HaKK)»
BK/TIOYEHHSIM [0AaTKOBUX O3HaK A/1A
Bi3yasIbHOr0 KOHTposto «6) Konip»
37. MDKOKEP cycneHsisi opasibHa AnbneH LLiBeiuapis BMPOGHMLTBO, Icnanisa BHECEHHS 3MiH [0 peecTpavyiinHmx 3a - UA/18813/01/01
no 25 mr/mn; no 30 dapma Al nepBuHHE Ta mMartepianis: 3MiHu | TUNy - 3MiHW WOA0 peyenmom
My do1akoHi 3 BTOPUHHE 6e3nekn/edeKkTnBHOCTI Ta
[03YH04/M HACOCOM; nakyBaHHSA Ta dhapmakoHarnsgy. BeegeHHsa abo 3miHu
no 1 conakoHy y BUNYCK cepii [0 y3aralbHeHUX JaHvx npo cuctemy
KapTOHHI KOPOOL; roToBOro thapmakoHarnsay (BBeAEHHS
NiKapCbKoro y3arasibHeHUX JaHnx npo cucTemy
3acoby: hapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO|
ELJEDPAPM, C.11., ocob6u, BiAnoBigasIbHOI 3a 3A4iICHEHHS
IcnaHis; KOHTPOsb dhapmakoHarnsgy; KOHTakTHoi ocobm 3
AIKOCTIi Ta BUMYCK dhapmakoHarnsgy 3asBHuka gns
cepii rotoBoro 3[jicHeHHs hapMakoHarnsay B YkpaiHi,
nikapcbKoro SIKLLLO BOHA BigMiHHA Bif, yNTOBHOBaXXeHOT
3acoby: ocobu, BiAnoBigabHOI 3a 34iICHEHHS
PAPMANIAEP, thapmakoHarnsgy (BKyaoum KOHTaKTHi
C.A., IcnaHis; AaHi) Ta/abo 3MiHM Y po3MileHHi MacTep-
MiKpo6ionoriyHuii (haiina cuctemu chapmakoHarnsgy) -3miHa
KOHTPO/Ib: KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0CObu
BIONIAB, C.J1., 3asiBHMKA, BiAgnoBigaibHOI 3a 34jiACHEHHS
IcnaHis hapMakoHarnsagy. 3miHa KOHTakTHOT
ocobu 3asBHUKA, BIANOBIAAILHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: BoiiTeHKo AHTOH
[eopriioBuy. MNponoHoBaHa pefakuis:
Byask OnekcaHgpa CepriiBHa. 3MiHa
KOHTaKTHUX [aHUX KOHTaKTHOI 0cobu
3asBHVIKa, BifNOBiAaIbHOI 3a
thapmakoHarnag B Ykpaini. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MicLie3HaxX0KEHHS MacTep-ghaiina
cucteMu dhapmakoHarnsgy Ta moro
Homepa
38. ANKNTAK® renb 5%; no50r, CaHpos CnoBeHisa Canotac ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpavLjiinHnx 6e3 - UA/8908/01/01
FENb 1001 ab6o 1501 B dapmacbioTika 6X matepianis: 3MiHu | TUNYy - 3MiHK 3 AKOCTI. peuyenma
Ty6i; no 1 Ty6i B n3 a.4a. CeprtudpikaT BignosigHocTi/l E-cepTudikart

KapTOHHI KopooLli

BiANOBIAHOCTI EBpoNechbkili
thapmakonei/moHorpadii. NMogaHHA HOBOro
ab0 OHOBNEHOTO cepTudlikaTa
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
hapmakonei: ans A®l; ans BuxigHoro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOOHULTBI ADI; A5 AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKeHOro
BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifgnoBiaHOCTIi EBpONeiiChkilt
hapmakonei Ne R1-CEP 1997-066-Rev 04
(3atBepmxeHo: R1-CEP 1997-066-Rev 03)
ON5 [io4oT peqyoBrHN anknodyeHaky
HaTpIlo Bif BXE 3aTBEPKEHOr0O
BMpo6HMKa Amoli Organics Private
Limited, IHais

39.

JVIKNOBEPN®
100

cynosuTopii no 100
Mr; no 5
Cyno3unTopiiB y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI KopooLli

BEPNIH-XEMI
Al

HimeuunHa

BEPNIH-XEMI Al

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro
3acoby B nicnspeecTpauiiiHnii nepiog, abo
SIK pe3yibTaT OLiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNoBIAHO A0 nNnaHy
nepiatpnyHux gocnigpkers (PIP) (iHwi
3MiHK) 3MiHM BHECEHO A0 IHCTPYKUii ANns
MeZMNYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby [0 po3ainy "3actocyBaHHs y
nepiog, sariTHoCTi abo rogyBaHHs rpyaat”
3 6e3nekun 3acToCyBaHHS fjit0H0i PevoBUHN
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHs 3MiH NpoTAroM 6-Tu MicALiB
nicns 3aTBePKEHHS.

3a
peyernmom

He
niosisieae

UA/9701/02/01

40.

AVNKNOBEPN®
N75

PO34UH NS iH'EKLN,
75 mr/3 mn; no 3 mn
B amnyni; no 5
amnys y KapTOHHil
KopoobLi

BEP/NIH-XEMI
Al

HimeuunHa

A. MeHapiHi
MaHydakTypiHr
NoricTikc eHa
Cepsicec C.p.J1,,
ITanisa
(BMpPOGHMLTBO
npenapary "in
bulk", neperHHe
Ta BTOpPVHHE
nakyBaHHs,
KOHTpO/b Ta
BUMYCK cepii);

ITanisa

BHECEHHS 3MiH [0 peecTpaviintHnx
marepianis: 3MiHu | TUNy - 3MiHKN WoA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHSA NiKapCbKoro
3acoby B nicnapeecTpauiliiHnii nepiog, abo
SIK pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,

3a
peyenmom

He
nionsieae

UA/9701/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Anbdhacirma NpoBeAEeHUX BiANOBIAHO A0 NnaHy
C.n.A,, Itania negiatpuyHux gocnimxkers (PIP) (iHwwi
( BUPOGHMLTBO 3MiHM) 3MiHV BHECEHO A0 IHCTPYKLIT ANns
npenapary "in MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
bulk", neperHHe 3acoby Ao po3ainis "Oco6MBOCTi
nakyBaHHA Ta 3acTocyBaHHs", "3acTocyBaHHA Y nepiog,
KOHTPO/b cepii) BariTHOCTi abo rogyBaHHs rpyaa”,
"Mo6iyHi peakuii” 3 6e3neKkn 3aCTOCyBaHHS
Ait040T peyvoBVHY BIAMNOBIAHO A0
pekomeHgauii PRAC. BBeaeHHS 3MiH
NPOTArom 6-Tu MicAliB nicns
3aTBEPKEHHS.
41. AVKNOBEPN® | kancynu TBepai BEP/IH-XEMI HimeuunHa BEP/IIH-XEMI AT, | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaviinHmx 3a He UA/9701/04/01
PETAP[, NPOJIOHroBaHoI Al Al HimeyunHa ITania matepianis: 3MiHu | TUNy - 3MiHK WoOA0 peyenmom niosnsieae
no 100 wmr; no 10 (kiHueBe 6e3nekn/edhekTBHOCTI Ta
Karncyn y énicrepi; nakyBaHHs, BUNYyCK thapmakoHarnagy. 3miHa y KopoTkili
no 1 a6o 2, a6o 5 cepii); MeHapiHi- XapakTepucTuLi nikapcbKoro 3acooby,
6nictepiB y ®oH XeiigeH TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
KapTOHHI KopooLli vm6X, HimeuunHa MeJMYHOro 3aCTOCYBaHHS Ha NiacTasi
(kiHueBe perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nakyBaHHs, nikapcbKoro 3acoby, abo gocnigpkeHs 3
KOHTpO/b cepii); 6e3nekn 3acTocyBaHHS NiKapCbKOro
XeHHir 3acoby B nicnapeecTpauiiHnii nepiog, abo
ApuHaiimitTTens AK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
m6X & Ko. KT, npoBeAeHUX Bi4NOBIAHO A0 NnaHy
HimeyunHa negiatpuyHux gocnimxkers (PIP) (iHwwi
(BMpPOGHNLTBO 3MiHM) 3MiHV BHECEHO A0 IHCTPYKUiT Ans
Kancyn Teepaux MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro
"in bulk", KoHTpoNb 3acoby A0 po3ainy "3acTocyBaHHA y
cepii) nepiog BariTHOCTi abo rogyBaHHs rpyaat”
3 6e3Mnekn 3aCToCyBaHHSA Ajilo4oi PeyoBUHN
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepAKEHHS.
42, OAVNKNO®EHAK- | cynosutopii TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpavjiitHmx 3a He UA/11697/01/01
PAPMEKC pekTasnbHi, 100 mr, "®APMEKC reyn" marepianis: 3miHu | Tuny - 3MiHK WoA0 peyernmom nionsiecae
no 5 cynosutopiis y reyn 6e3nekn/edheKTNBHOCTI Ta

cTpuvni; no 2 cTpunu
y naui 3 KapToHy

thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo JOCNIMKEHDb 3
6e3nekn 3acToCyBaHHS NiKapcbKoro
3acoby B nmicnspeecTpainHnii nepioa, abo
SIK pe3yibTar OUiHKW 3BiTY 3 AOCNIKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NaHy
negiarpuyHux gocnimkerb (PIP) (3MiHy
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YapyHKOBIl
ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLy

thapmakonei/moHorpadii. NogaHHA HOBOrO
abo oHoBNeHoro ceptudiikata
BiNOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBigHOCTI €EBpONeChbkiii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) - Hoswi
cepTudikaT Bif, BXe 3aTBepAKEHOro
BUpo6HuKa. MogaHHA HoBoro CEP R1-
CEP 2013-285-Rev 00 Ha A®I
[ndbeHrigpaminy rigpoxnopug, Big,
3aTBepmAXeHoro Bupo6Huka Wanbury
Limited, India, Ha 3amiHy DMF Version
001: November 2016, ik Hacigok,
BU/TYYEHHS NOKasHMKa AKOCTi «3a/TULLKOBI
KiNIbKOCTi OpraHiyHnX po34MHHUKIB» Ta
OHoBJsieHO p. 3.2.S.4.1. Cneuyudikauis,
3.2.S.4.2. AHaniTU4YHi MeTOANKN. 3MiHN |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha Adl, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, wWwo
BMKOPWCTOBYIOTBLCS Y NpoLeci
BMPO6HMLTBA AD| (4ONOBHEHHS
cneumdikaLii HOBUM NMOKa3HUKOM SKOCTi Ta
BiANOBiAHMM METOA0M BUNPO6YyBaHHsA). [o
posginis 3.2.S.4.1. Cneumndikauia Ta
3.2.S.4.2. AHa/TiITUYHI METOANKMN BHECEHO
3MiHW, & caMe [,0NOBHEHO HOBUM
NoKa3HUKOM SKOCTi «BakTepianbHi

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Y3rO[KEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHWN BHECEHO [0 IHCTPYKLIT ANnA
MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
3acoby A0 po3ainy "3actocyBaHHs y
nepiog BaritTHOCTi abo rogyBaHHs rpyaar”
3 6e3nekn 3aCToCyBaHHS Ajilo4oi PeyOBUHN
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB
nicns 3aTBepKeHHs
43. AONMEAPON- PO3YUH NS iH'EKLN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaviitHmx 3a - UA/4851/01/01
AAPHULUA 10 mr/mMn no 1 mn B "®apmauesTu "®apmMaueBTNYHa marepianis: 3mMiHu | TMNy - 3MiHM 3 AKOCTI. peyenmom
amnyni; no 5 amnyn yHa dhipma thipma "AapHuusa” CepTtudpikaT BignosigHocTi/l E-cepTudikar
Y KOHTYpHIiA "OapHuusa” BiANOBIAHOCTI EBponeichbkili
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

€HA0TOKCUHW» BIAMOBIAHO A0 3arasibHOT
ctatTi «Cy6cTaHuis ans
thapmaLeBTMYHOr0 3aCTOCyBaHHsA» AdY,
OCKi/TbKM Cy6CTaHLisi BUKOPUCTOBYETHCSH Y
BUPOGHWLTBI NapaHTepasibHOro
nikapcbkoro 3acoby. 3MiHu | TUny - 3MiHK
3 aKocTi. A®l. KoHTponb A®l. 3miHa y
MeToAax BUNpobyBaHHs AD| abo
BUXiHOro Marepiaay/npomKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuuTBa A®| (He3HauHi
3MiHW y 3aTBEPMKEHNX MeTofax
BMNpo6yBaHHSA) Ao p. 3.2.5.4.2.
AHaNITU4YHI METOAUKM Ta
3.2.S.4.1.CneuudikaLin Ha gjtovy
peyoBuHy [uddbeHrigpamiHy rigpoxnopug
BHECEHO He3HauHi 3MiHM Ta pefakLiiiHi
YTOUHEHHS [0 po34inis "laeHTudikalis B"
(BHECEHO NMLLe pefakuiiHi npaBku) Ta
"CynpoBigHi gomilku" (MeToamky Ta
HOpMYBaHHA TecTy "CynpoBigHi JOMiLLKK"
NpUBELEHO Y BiANOBIAHICTb 4O BUMOT
MoHorpadii EP "Diphenhydramine
hydrochloride" Ta maTepianis BUpOGHMKa
AdL.

CynyTHS 3MiHa - 3MiHK 3 AKoCTi. AdI.
KoHTposb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHuX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAYKT/peareHT, Wwo
BUKOPWCTOBYIOTBLCS Y NpoLEeCi
BMPO6HMUTBA ADI (iHLLI 3MiHK)

ANOEPENIH®

nopoLuok no 11,25
MF Ta PO3YMHHUK
ONs cycnexsii ans
iH'exuin
MPO/IOHTOBAHOr0
BUBI/IbHEHHS, 1
01aKOH 3 MOPOLLKOM
Y KOMMNJIeKTi 3
PO3YMHHKKOM No 2
M (MaHiT (E 421),
BOAA AN iH'EKUii) B
amnyni, Wnpuuom
A1 0HOPa30BOro
BUKOPWCTaHHSA Ta
TpbOMa rofikamu (y
6nicTepHin

INCEH
DAPMA

PpaHuin

MNopoLuok
Brpo6HMuTBO Ta
nakyBaHHs:
INCEH ®APMA
BIOTEK, ®paHuis;
Mamma-
BMMPOMIHIOBAHHS:
INCEH ®APMA
BIOTEK, ®paHujis
abo
CTEPIIXXEHIKC
ITANIA C.M.A.,
ITanis; BropmHHe
nakyBaHHs,
KOHTPO/Tb AKOCTI

Ta BMMycK

®paHuia/
ITanis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHvx npo cuctemy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT
ocobu, BiAnoBigabHOI 3a 3A4iICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
dhapmakoHarnsgy sasBHuka ans
3[jicCHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT
0co6w, BignoBigabHOI 3a 34jiACHEHHS]
hapmakoHarnagy (BK/Io4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MilLEeHHI MacTep-

3a
peyernmom

UA/9454/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
ynakoBL) y NiKapcbKoro thaiina cuctemmn chapmakoHarnsgy) -
KapTOHHI KopooLii 3acoby: INCEH 3MiHa KOHTaKTHOI 0Co6M 3as1BHYKA,
PAPMA BIOTEK, BignoBigasibHOI 3a chapmakoHarnsg B
dpaHLs; YkpaiHi. [itova pegakuis: FonybHnuni
P0O34MHHMK OnekcaHap CepriiioBuy. MponoHoBaHa
Brpo6HMUTBO, pepakuis: MpokoneHko IpyHa MukonaisHa.
nepBuHHE 3MiHa KOHTaKTHMX JaHUX KOHTaKTHOT
nakyBaHHs Ta 0co6u 3asBHKKa, BifnoBigabHOI 3a
KOHTPO/b AKOCTI: hapmakoHarnag B Ykpaini
CEHEKCI,
PpaHuis;
BTopuHHe
nakyBaHHA Ta
BUNYCK cepil:
INCEH ®APMA
BIOTEK, ®paHujs
45, OANPEPENIH® nopotuok no 11,25 IINCEH dpaHuin CeHekci, PpaHLis PpaHuis/ BHECEHHS 3MiH [J0 peecTpavjiitHmx 3a UA/9454/01/01
Mr Ta PO3UYUHHUK PAPMA (PO3YMHHUK: ITania mMarepianis: yTOYHEHHS HanMcaHHA peyenmom
A5 cycneHsii ans BMPOGHMLTBO, ynakoBKu B Haka3i MO3 YkpaiHu Ne
iH'eKuili nepBuHHe 1389 Big 08.07.2021 B npoLeci
NPOJIOHrOBaHOro0 nakyBaHHs Ta BMNPAaBEHHS TEXHIYHOT MOMUIIKM

BUBINIbHEHHS, 1
(h/1aKOH 3 NOPOLLKOM
Yy KOMNJIeKTi 3
PO3YMHHVKOM Mo 2
M (MaHiT (E 421),
BOAA AN iH'EKLiin) B
amnysii, WnpuLom
AN 0fHOPa30BOro
BMKOPWCTaHHS Ta
TpbOMa rosikamm (y
6nicTepHil
ynakosLj) y
KapTOHHI KopooLli

KOHTPO/Ib SKOCTI);
INCEH ®APMA
BIOTEK, ®paHuis
(nopoLwuok:
BUPOBHMLTBO Ta
nakyBaHHs);
INCEH ®APMA
BIOTEK, ®paHujis
(nopoLwuok:
BTOPWHHE
nakyBaHHs1,
KOHTPO/b AKOCTI
Ta BUMyCK
nikapcbKoro
3acoby);
INCEH ®APMA
BIOTEK, ®paHujis
(nopouuok: raMmma-
BVNPOMIHIOBaHHS);
INCEH ®APMA
BIOTEK, ®paHuis
(PO3YMHHUK:
BTOPWHHE
nakyBaHHS Ta
BUMYCK cepii);
CrepigxeHikc
ITania C.IN.A.,

(BVNpaBEHHA TEXHIYHOT MOMUSIKK,
NoB’A3aHO 3 HEBIANOBIAHICTIO
(pi3HOUMTaHHS) B MeXax OfHOro
[okymeHTa (y cneuudikauii nikapcbkoro
3aco6y) 3a nokasHUKoM «lepeB.ipka 403U
pagioctepunisau,ii» (HEKOPEKTHO
3a3HayYeHO BEPXHIO MeXy 03
onpomiHeHHs) MponoHoBaHa pejakuis -
MeToan KOHTPOHO SIKOCTI
Cneuudikauist nikapcbkoro 3acoby
(nopoLwok) - nokasHuk, MeTtof
CMNELUN®DIKALIA. Ha Bunyck Ha TepmiH
npugaTHocTi
Mepesipka 0o3un pagioctepunisauii XimidHi
no3umeTpu Jiana3oH 4031 ONPOMiHEHHS
25-40 kI'p N.D.) Ta Haka3i MO3 YkpaiHu
Ne 2690 Big 02.12.2021 B npoueci
BHECEHHA 3MiH (3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/isHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiACHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnagy 3asiBHuka ans
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu

Peknamys
aHHs*

Howmep
peecmpayiliHo2o

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOGHUKa

3[jicHeHHs hapMakoHarnisay B YkpaiHi,

Bionycky

nocsBi04YeHHs

3acoby

ITanis (nopoLuok:
ramma-
BMMNPOMIHIOBAHHS)

IHais

AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
ocob6u, BiAnoBigaIbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi
[OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-
(paiina cuctemu chapmakoHarssay) - aMmiHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BiANOBIAa/ILHOT 32 hapmakoHarnsag.
MponoHoBaHa pepakuis: [-p ®paHcya
Cinnax / Dr. Francoise Sillan. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi ocobu,
BiANOBIAaUIbHOI 3a hapmakoHarnag).
Pepakuisi B Hakasax - 1 chnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3 PO34YUHHWUKOM MO
2 Mmn (MaHiT (E 421), Bofa Ans iH'eKLid) B
amnyi, LWNpULIOM 15 O4HOPa30BOro
BMKOPVCTaHHA Ta ABOMa rosikamm (y
GNiCTEPHIN yNakoBLi) y KapTOHHi Kopo6Lli.
BipHa pegakuis - 1 chnakoH 3
NMOPOLUKOM Yy KOMMNJIEKTi 3 PO3YNHHMKOM
no 2 mn (maHiT (E 421), BOAa AnA
iH'eKLiil) B amnyni, WNpuuom Ans
0/IHOPa30BOro BUKOPUCTAHHA Ta
TpboMa rosikamu (y 6nictepHii
YNaKoBLi) Yy KAPTOHHI KOpOoLi.
BHECEHHS 3MiH [J0 peecTpaLjiitHmx

3a

UA/16700/01/01

46.

ANXIIOP-25

Tabnetku no 25 mr;
no 10 TabneTok B
6nicTepi, no 3
6nicTepy B ynakosLi
3 KapTOHY

Inka
Nab6opaTopi3
Nimiten

IHAis

Inka Nlabopatopi3
Nra.

marepianis: 3MiHu | TURY - 3MiHN WOA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHuX Mpo cucTemy
thapmakoHarnagy (BBeAeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiNCHEHHS]
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
chapmakoHarnsgy 3asBHuKa ans
3[jicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YyNOBHOBaXEHOI
0cobw, BignoBigabHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi
OaHi) Ta/abo 3MiHM Yy po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
BBeneHHs iHchopmalii Lwoao
YNOBHOB&XEHOT 0CO6U 3asBHUKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy. MponoHoBaHa

peyenmom

pepakuis: MsGeeta Shanbhag / lNta

LLlaH6xar.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

BBefeHHs iHchopmalii LLoA0 KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3asBHNIKA,
BiiNOBIAANbHOI 32 3[jICHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKTHOT
0ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3@
3pilicHeHHs hapMakoHarnagy B YkpaiHi.
[itoua pepaxuis: Wrmaxy LWnm.
MponoHoBaHa pegakuis: Dr. Daniel
Thadani / g-p Txagani [aHiens. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsagy B Ykpaii. BeegeHHs
iHhopMaUii LLOoA0 MiCLEe3HaX0MKEHHS
MBBCTep-haiina cuctemm
chapmakoHarnsgy Ta ioro Homepa.
BBefeHHs iHchopmauii woao micus
3[iACHEHHSI OCHOBHOI AisfNIbHOCTI 3
hapmakoHarnsgy

47.

JIOHOPMIN

TabneTkn, BKpUTI
060/10HKO0, No 15
mr; no 10 a6o no 30
TabneTtok y Ty6i; no
1 Ty6i B KAPTOHHIl
Kopoo6Li

YMNCA CAC

®paHLis

YMNCA CAC

®paHuis

BHECEHHS 3MiH [0 peecTpavyiiniHnx
matepianis: 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbknin 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
He3HauHi 3MiH1 y NpUroTyBaHHi
BMNPO6GOBYBaHMX PO3UMHIB Nif, Yac
BunpobyBaHHsA 13 meTogom BEPX
«MeTog 1» 3a napameTpoM «KisbkicHe
BM3HAYEHHS fjl040I PeYOBUHM
[OKCUNaMiHy CykupMHaT» Ta
«lpeHTudpikauis airoyoi peyosBnHU
LOKCUNaMiHy CyKuuHaT». 3MiHu | Tuny -

3MiHu 3 sKocTi. [O0TOBWMIA Nikapcbkuii 3aci6.

KOHTpPO/b roTOBOrO MiKapcbKoro 3acoby.
3miHa y MeTogax BMnpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX METOAAX BUNPOGYBaHHS)
3MiHa cTaHgapTHOrO 3pasky (i3
BTOPUHHOTO Ta pedyepeHTHuI
CTaHJapTHWI 3pa3ok), Lo
BVIKOPVCTOBYETbLCS Mif, Yac BUNPOOyBaHHS
meTtogom BEPX «MeTtog 1» 3a
napameTpoMm «KifbkicHe BU3Ha4YEeHHs
[it040T PEYOBVHY JOKCUNAMIHY CyKLMHAT»
Ta «CynpoBigHi gomilkn» (MeTog BEPX);
3MiHa hopmynoBaHHS onucy
NPUroTYBaHHSi CTaHAAPTHOrO0 PO3YMHY.

Ne 10 — 6e3
peyenma;
Ne 30 — 3a
peuyenmom

UA/7213/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
niKkapcbKoro 3acoby. 3miHa y MeToAax
BUMNPOOYBaHHSA rOTOBOTO /liKaPCbKOro
3acoby (BUyUYeHHA meTomy
BUNPOBYBaHHS, SIKLLO BXe 3aTBepKeHui
anbTepHaTUBHWI MeTog) BunyueHHs
3aTBEPKEHOrO METOAY BUNPOGYBaHHS
«CTaHgapTHuii meToa» meTofom BEPX 3a
napameTpom «KifbkicHe BU3HAYEHHS
Ai040T peYOBUHN JOKCMNAMIHY CYKLMHAT»
Ta «lgeHTudikalis girovoi peyoBnHN
OoKCMNaMiHy CyKuMHaT». 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/1b FOTOBOrO NiKapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roToBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNpoGYBaHb (BK/IOYaoun 3amiHy abo
[OONOBHEHHSA)) [logaBaHHSA
aflbTePHATUBHOIO METOAY BUNPOGYBaHHS
N3 metogom BEPX «MeTog 2» 3a
NMoKasHNKOM «KinibKicHe BU3HaYeHHS
AitoY0l pevoBUHY LOKCUIaMIHY
CyKUuMHaTy» Ta «laeHTudikadisa gitoyoi
PEYOBMHMN [OKCUNAMIHY CyKLMHAT», L0 €
anbTepHaTUBHUM A0 «MeToay 1». 3MiHu |
™Mny - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii
3aci6. KOHTpos1b rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHsA
rOTOBOrO NiKaPCbKOro 3acoby (iHLi 3MiHW Y
MeToAax BUNPo6yBaHb (BK/IHOHAKUM
3amiHy abo fonoBHeHHS)) JofaBaHHSA
aflbTEPHATUBHOIO METOZAY BUNPOGYBaHHS
metogom BEPX «MeTtopg 1» ans
napameTpiB «KifibkicHe BU3HaUYEeHHs
Ai040T peyoBVHN JOKCUNaMIHY
CyKUMHaTy» Ta «lgeHTudbikauis gitoyoi
PEYOBVHM AOKCUIAMIHY CYKLMHAT».

48.

JIOLEETAKCEN-
BICTA

KOHLeHTpaT ans
PO34nHY AN1A
iHdpy3iia, 20 mr/m;
no 1 mn (20 mr), a6o
no 4 mn (80 mr), abo
7 mn (140 mr) y
nakoHi; no 1
hNakoHy B
KapTOHHI KopooLli

ToBapucTBO 3
0bMexeHot
BiANOBiAa/bHI
cTio «<BYCT
DPAPMA»

Ykpaina

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TMNy - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeToax
BMNpo6ysaHHA A®| abo BuxigHoro
marepiany/npomixxHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6HuuTBa A®!| (iHLWi 3MiHK y
MeTogax BUNpobyBaHHA (BKIOYaoun
3amiHy abo fonoBHeHHs1) APl abo
BWXifHOro/MPOMiXXHOro NpoAyKTY)

3a
peyernmom

UA/13982/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

BBE[IEHHSA a/lbTePHATUBHOIO MeToay
BMNpo6yBaHHA A®I foueTakceny
BMPO6HUKa Scinopharm, a came
BU3HAYEHHS OLTOBOI KMC/0TK, 3a
nokasHnkom «Residual solvents».

3atBepmkeHunii metopg (GC) 3anmwaeTbes

6e3 3MiH. 3MiHun | TMny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeTodax
BuNpo6ysaHHA APl abo BuxigHoro
marepiany/npomMixKHOro

NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS

y npouieci BupobHuuTBa A®!| (iHLWI 3MiHK Y

MeTogax BUNpobyBaHHA (BKIOYaoun
3aMiHy abo fonoBHeHHs) A®| abo
BVXifHOro/MPOMIXXHOro NPOAYyKTYy) 3MiHa
meToay BunpobysaHHs A®I foueTtakceny
BUpO6HMKa Scinopharm 3a nokasHUKOM
«BbakTepiasibHi eHOO0TOKCUHW» 3
XPOMOFEHHOr0 KIHETUYHOTO MeToAy
(Ph.Eur.2.6.14, meTtog D) Ha resib-TpoM6
metog (Ph.Eur. 2.6.14, meTog B).

49.

AYBA KOPA

Kopa no 100 ry
naykax 3 BHyTpILLHIM
nakeTom; no 2,5ry
iNbTp-NakeTi; Mo
20 hinbTp-nakeTiB y
nauui abo y nauui 3
BHYTPILLUHIM MakeToMm

MpAT
"NikTpasun"

YkpaiHa

MpAT "NikTpasu”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavyiinHmx
matepianis: 3MiHK | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6 (iHLWi
3MiHW) BHECEHHS 3MiH A0 crneundikauii 3
KOHTPO/1t0 NEPBUHHOTO MaKyBasIbHOrO
matepiany (Manip inbTpyBasbHMA), a
came [ONOBHEHHS NOKa3HUKa
«lgeHTudikalis (30BHiLLHI 03HaKKN)»
BK/TIOYEHHAIM [0AaTKOBUX O3HaK A/1s
Bi3ya/IbHOr0 KOHTPOsI0 «6) Konip».

6e3
peyenma

UA/5860/01/01

50.

E3OMENPA30
N AHAHTA

niogpinizat gns
PO34nHY AN1A

iH €eKUili Ta iHdy3il,
no 40 wr; 1 cdonakoH
3 niodpinizatom y
KopoobLi

Acnipo ®apma
Nimiteq

IHgis

Acnipo ®apma
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
niKapcbKoro 3acooby -
3MiHM BHECEHI w040 Ha3BW JiKapCbKoro
3acoby. 3atBepaxeHo: E3OMEMNPA3O/
ACMIPO (ESOMEPRAZOLE ASPIRO)
3anponoHoBaHo:
E3OMEMPA30/T1 AHAHTA
(ESOMEPRAZOLE ANANTA) BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

3a
peuyernmom

He
nionsizae

UA/18681/01/01

51.

E3OMENPA30
N AHAHTA

niocpinizat ans
pO3unHy Ans

iH EKLI Ta iHdy3ilA,
no 40 wr; 1 cdnakoH

Acnipo ®apma
NimiTen

IHgis

Acnipo ®apma
Nimiteq

IHais

BHECEHHS 3MiH 40 PEeECTPaLiiHNX
mMarepianis: 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3aci6.

3a
peyenmom

UA/18681/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

3 niodpinizatom y
KopoobLi

3miHa dhopmy abo po3Mipy KOHTelHepa 4m
3aKynoproBasibHOro 3acoby (nepBrHHOT
ynakoBkW) (CTepPUbHI Nikapcbki 3acobm) -
BHECEHHS 3MiH JO MaTepianis
peecTpaLiiHoro AoCbE, a camMme OHOB/IEHHS
p. 3.2.P.7. Cucrema KoHTeliHep/
3aKyrnoproBasibHWii 3aci6 (BBeAEeHHS
OHOB/IEHOr0 (h/1aKOHY i 3aKynoprOBasIbHOrO
3aco6y 3 6iNbLUNM fiaMeTpPOM rop/inLLKa
6e3 3MiHN EMHOCTI/MICTKOCTi Ta ckiagy
nakyBa/lbHOro Matepiany).
3aTBepakeHo: 5 M hiakoH 3 Npo30poro
ckna tuny | Ta ropavwKom 13 mm,
3aKyMnopeHnii 'yMoBOH MPOGKOI | 06xaTuii
a/IIOMIHIEBMM KOBNAYKOM KOMBIHOBaHUM
nnacTvkoBoto Kpuwkoto flip-off, posmipom
13 MMm.
3anponoHoBaHo: 5 M/ h/1akoH 3
npo3oporo ckna tuny | Ta ropamwkom 20
MM, 3aKyrnOpeHWii ryMOBOH MPOGKOIO i
06XaTuit antoMiHIEBUM KOBMNAYKOM
KOMGiIHOBaHNM MNACTUKOBOK KPULLIKOKO
flip-off, po3mipom 20 MM.

52.

ENAMNPA3A

KOHL,eHTpaT ans
pO3uUnHyY ANs
iHdpysiia, 2 mr/mn; no
3 M1y dhakoHi; no
1 chnakoHy B
KapTOHHI KopooLli

Takega
dapmacbioTika
n3
IHTepHeLHN
Al IpnaHgis
BpeHuy

IpnaHgis

BiANOBIAaIbHNIA 3a
BUWMYCK Cepil:
LWaviep
dapmacboTikani3
IpnaHgisa Nimites,
IpnaHgis
BMPOGHMLITBO
nikapcbKoro
3aco6by, nepBrHHe
nakyBaHHs1,
KOHTPO/Ib SIKOCTI
cepil, BisyanbHa
iHCMeKuis:
BetTtep ®apma-
®epTirtoHr MMoX
EHa Ko. KT,
Himeyunna
BMPOBHULITBO
nikapcbKoro
3aco0by, nepBuHHe
nakyBaHHs1,
KOHTPO/b AKOCTI
cepii:
KeHmKiH
Balio®apma, T

Ipnangis/
HimeuyunHa/
CLUA/
Higepnangu

BHECEHHS 3MiH [0 peecTpaLinHnx
matepianis: 3miHa 3asBHuka /13 (MIBIM)
(BNacHvKa peecTpauiiHoro NocBigYeHHs!)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne
460): 3MmiHn | TUnYy - 3MiHK WoAao
6e3nekn/eheKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHvx npo cuctemy
thapmakoHarnsgy (BBeeHHs
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
ocobu, BiAnoBigabHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
dhapmakoHarnsgy sasBHuka ans
3[jicCHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBigabHOI 3a 34jiCHEHHS]
hapmakoHarnagy (BK/Io4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-
thaiina cuctemu hapmakoHarnisgy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoua pegakuis: BeHrep
NMogmuna AnatoniieHa / Liudmyla Venher.
MponoHoBaHa pefakuis: YpeTin Ceprili

3a
peyernmom

UA/13360/01/01




n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsioYeHHs

(n6a EmepmxeHT
BaiioConyLwiHz
(CiBiAi#), CLLA
KOHTPO/Tb AKOCTI

cepil, BisyasibHa

iHCMekuis:

BetTtep ®apwma-

depTirtoHr MM6X

EHa Ko. KT,
Himeyunna
BetTep ®apma-
®epTirtoHr MM6X
EHnp Ko. KT,
HimeyunHa
Bettep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuunHa

KOHTPO/Tb AKOCTI

cepil:

Laiep XblomeH

[bxeHeTik Tepanic,
CLWA
Yapnb3 PiBep
Na6opatopis
Aiineng Nta,
Ipnangis
avcTpubyuis
HanoBHEHWX

HemMapKoBaHMX

h/1aKoHIB:
EmiHeHT CepBice3
Kopnope#iLuH,
CWA
MapKyBaHHS Ta
nakyBaHHs1,
avcTpubyuis
roToBOro
niKapcbKoro
3acoby:
LiEAYEN Cannnaii
YeiiH, HinepnaHan
LIiERYEN Cannnaii
YeiiH
(Higepnanaw)
b.B., Hinepnanan

IBaHOBMY / Sergii Uretii. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi.

53.

ENbNTAH

TabneTku, BKPUTI
naiBKOBOO

MpAT
"®GapmaLesTu

YkpaiHa

Padapm C.A.

peuis

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: 3miHu | Tuny -

3a
peyenmom

He
nidssieae

UA/18414/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

060/10HKOI0, MO 20
Mr; no 3 TabneTku y
6nictepi; no 1
6nicTepy B nauui

YyHa hipma
"fapHuua”

AZMiHICTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiSNIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYAUM OiNbHUL
BUNYCKy cepii abo MicLe NpoBeAeHHSs
KOHTPOJIO AKOCTI. (QIANbHICTb, 3a Ky
BignoBigae BUpPOGHUK/iMNopTep,
BK/IOHYAKOUM BUNYCK Cepiit)
AgfMiHicTpaTMBHa 3MiHa Ha3BW Ta agpecu
MicLLA MPOBaMKEHHS AiANbHOCTI
BMPOG6HUWKa 13. 3MiHN BHECEHI B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"MicLe3HaxomKeHHs BUPOGHMKa Ta
agpeca MicLs NPOBaXEHHS Moro
OisinbHOCTI" 3 BigNOBIAHVMY 3MiHAMU B
TEKCTi MapKyBaHHs ynakoBkv. BBefeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBepXEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun) OHOBNEHHS
TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro
3ac06y 3 BHECEHHAM iHhopMmal,ii LWoA0
3a3HaYeHHs OfMHULL BUMIPIOBaHHSA Y
cuctemi Sl. BBefieHHA 3MiH NpoTArom 6
MiCALIB MiCNSA 3aTBEPLKEHHS.

54,

ENbNTAH

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO0, 10 40
Mr; o 3 TabneTkn y
6nictepi; no 1
6nicTepy B nauui

MpAT
"®apmaueBTn
YyHa hipma
"fapHuua”

YkpaiHa

Padhapm C.A.

pevis

BHECEHHS 3MiH [0 peecTpavLiiniHx
matepianis: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOUaUN AibHAL
BUNYyCKy cepii abo MicLe NnpoBefeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiAMoBigae BUpoGHuK/imnopTep,
BK/1HOUAKOUM BUMYCK Cepiid)
AgfMiHicTpaTMBHa 3MiHa Ha3BW Ta agpecun
MiCLi NPOBaPKEHHS AiSNbHOCTI
BUpo6HMKa /13. 3MiHM BHECEHI B
IHCTPYKLiO 415 MeANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin
"Micue3HaxompkeHHs BUPOGHMKa Ta
agpeca Micus NpoBaKEHHS 1oro
LisiNbHOCTI" 3 BigNOBIAHMMY 3MiHAMM B
TEKCTi MapKyBaHHs ynakoBkv. BBeeHHs
3MiH NpoTArom 6-Tu Micauis nicns

3a
peyenmom

He
nionsieae

UA/18414/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta

hapmakoHarnagy (iHwi 3mMiHn) OHOBNEHHSA

TEKCTY MapKyBaHHS yMakoBKW NiKapCbKOro
3aco0by 3 BHeCeHHsM iHdhopMaLil LWoao
3a3HayYeHHs OAVHULL BUMIPOBaHHSA Y
cuctemi Sl. BBeeHHs 3MiH NpoTsArom 6

MicsILiB Nicns 3aTBEPAKEHHS.

55.

ENBbNTAH

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 80
Mr; N0 3 TabneTkm y
6nicTepi; no 1
6nicTtepy B navui

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

Ykpaina

Padhapm C.A.

pevis

BHECEHHS 3MiH [0 peecTpaLinHnx
matepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micua
NPOBaKEHHS AiS/IbHOCTI
BMpOGHUKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIOYaUY AibHAL
BWMNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a AKY
BiAnoBigae BUpo6HuK/iMnopTep,
BK/IOUAKOUY BUMYCK CEpiid)
AfMiHICTpaT1BHa 3MiHa Ha3BK Ta agpecu
MiCLit NPOBaPKEHHS AISNbHOCTI
BMPOGHMKa /13. 3MiHN BHECEHI B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3gin
"MicLe3HaxomkeHHs BUpOGHMKa Ta
ajpeca MicLs NpoBagKeHHs oro
AiSNbHOCTI" 3 Bi4NOBIAHUMY 3MiHAMUN B
TEKCTi MapKyBaHHs ynakoBkv. BeefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS
TEKCTY MapKyBaHHS YMakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHchopMmaL,i woao
3a3HaYeHHS OAMHULL BUMIPIOBaHHSA Y
cuctemi Sl. BBefieHHs 3MiH NpoTsArom 6
MicsILiB Micnsi 3aTBEPAKEHHS.

3a
peyernmom

He
niosisieae

UA/18414/01/03

56.

EH3UKC® AYO

Tabnetkn no 10 mr
Ta TabneTku, BKpUTI
NNiBKOBOO
060/10HKoOt0, Nno 2,5
Mr; KOMbi-ynakoBka:
no 10 TabneTtok
(6inbLioro po3mipy)
nol0mrrtab
Tabs1eToK, BKPUTUX
NNiBKOBOO
060/10HKO10,

"Xemodhapm"

AL

Pecny6nika
Cepbis

"Xemotpapm" AL}

Pecny6nika
Cepbis

BHECEHHS 3MiH [j0 peecTpavjiitHmx
marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI.
CepTuddikar signosigHocTi/lE-cepTudpikar

BiANOBIAHOCTI EBpoNneiichbkili
thapmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBNeHoro ceptudiikata
BiNOBIAHOCTI a60 BUYYEHHS
cepTudikaTa BignoBigHOCTI €EBponeichbkiii
thapmakonei: gna A®l; ans BUXigHOTo
mMartepiany/peareHTy/npoMiXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y

3a
peyenmom

UA/4162/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

(MeHLworo po3mipy)
no 2,5 mry 6nicrepi;
no 3 6nictepn y
Kopoo6Li

BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif yxe 3aTBepAKEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBiaHOCTI EBpONeiChkilt
hapmakonei Ne R1-CEP 1997-109-Rev 05
(3aTBepmxeHo: R1-CEP 1997-109-Rev 04)
Bifl BX€e 3aTBEPKEHOr0 BUPO6HUKa API
Laboratory Alchemia SRL, ltaly, sk
Hacnigok 3mMiHa Ha3By BUPOGHMYOT
AiNbHULI 418 NPOMDKHOTO NMPOAYKTY; 3MiHN
y cneuudikauii 3a nokasHukom «Particle
size». 3MiHKM | TUNY - 3MiHK 3 AKocCTi. API.
KoHTposb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCS Y NpoLEeCi
BMpo6GHULUTBa AP| (JONOBHEHHS
cneumdikaLii HOBUM NMOKA3HUKOM SKOCTi Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS)
nofaetbes napameTp Particle size y
cneumdikadito A®I iHganamigy BMpo6HUKa
Laboratory Alchemia SRL, ltaly y
BignosigHocTi o CEP.

57.

EH3VKC® AYO
®OPTE

Tabnetkv no 20 mr
Ta TabneTku, BKpUTI
nniBKOBOO
060/10HKO10, No 2,5
Mr; KOMGi-ynakoBka:
no 10 TabneTok
(6inbLworo po3mipy)
20 mrtas
TabneToK, BKPUTUX
nAiBKOBOO
060/10HKOI0,
(MeHLworo po3mipy)
no 2,5 mry énicrepi;
no 3 6nictepn y
KapTOHHI KopooLli

"Xemodchapm"
Al

Pecny6nika
Cepbis

"Xemodpapm" Al

Pecny6nika
Cepbis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TMNy - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat

BiANOBIAHOCTI EBpONeNnchbkili
thapmakonei/mMmoHorpadii. NogaHHA HOBOTO
ab0 OHOBNEHOro cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpONEiChKil
thapmakonei: gna A®l; ans BUXiAHOTO
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y

BMPOOHULTBI ADI; Ana AONOMIKHOT

peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuguikart Bif yXXe 3aTBepaKeHOro

BMPOGHWKA - NOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignoBiAHOCTI EBpONEiChKil
dhapmakonei Ne R1-CEP 1997-109-Rev 05
(3atBepmxeHo: R1-CEP 1997-109-Rev 04)

Bif BXe 3aTBepAKeHOro BMpo6Huka AdI

Laboratory Alchemia SRL, Italy, sik

Hacnifok 3MiHa Ha3Bu BUPOBHMUYOI

3a
peyernmom

UA/4162/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

AiNbHULUI 47151 NPOMDKHOTO MPOAYKTY; 3MiHN
y cneuudpikauii 3a nokasHukom «Particle
size». 3MiHN | TUNY - 3MiHK 3 aKocTi. AdL.

KoHTponb A®I. 3miHa y napameTpax
cneundgikauii Ta/abo AONYCTUMUX MEX,

BMU3HAYeHNX Yy cneuudikauisx Ha A®l, abo

BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, LWwo

BUKOPWCTOBYIOTbLCS Y NpoLeci
BMPO6HMLTBA AD| (4ONOBHEHHS
cneumdikauii HOBUM NMOKa3HUKOM SIKOCTi Ta
BiANOBIAHWM METOA0M BUNPOOYBaHHS)
nofaetbcs napameTp Particle size y
cneumdikauiio A®I inganamigy BUpobHUKa
Laboratory Alchemia SRL, Italy y
BignosigHocTi fo CEP.

58.

EH3UKC® AYO
®OPTE

TabneTkn no 20 mr
Ta TabneTkn, BKpUTI
nAiBKOBOO
o060n0HKo0, Mo 2,5
Mr, KOMOGi-ynakoBka:
no 10 Tabnetok
(6inbworo po3mipy)
20mrTa’s
Tabn1eToK, BKpUTUX
N/1iBKOBOO
060/10HKOI0,
(MeHLworo po3mipy)
no 2,5 mry 6nicrepi;
no 3 6nictepun y
KapTOHHI Kopo6Lii

"Xemochapm"
Al

Pecny6nika
Cepbis

"Xemodpapm" A}

Pecny6nika
Cepbis

BHECEHHS 3MiH [0 peecTpaviinHnx
martepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHA HOBOro
ab0 OHOBNEHOTO cepTudlikaTa
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTudpikaTa BignoBiaHOCTIi EBpONEiiChKilt
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y

BMPOGHULTBI ADI; ANs AONOMDKHOT

peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA
cepTuddikaT Bif yxe 3aTBepAKEHOro

BMPOGHMKa. MogaHHA OHOB/IEHOrO
cepTudpikaTa BignoBiaHOCTIi EBpONEiiChKilt
hapmakonei Ne R1-CEP 2004-300-Rev 04
(3atBepmxeHo: R1-CEP 2004-300-Rev 03)

ons A®l iHganamigy Big Bxe
3aTBepAKeHoro BMpo6Hnka Edmond
Pharma S.R.L., Italy. 3miHu | Tuny - 3miHK
3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTucpikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/mMmoHorpadii. NogaHHA HOBOTO
ab0 OHOBNEHOro cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpONEiChKil
thapmakonei: gna A®l; ans BUXiAHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI

3a
peyenmom

UA/4162/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuguikar Bif ye 3aTBepKeHoro
BMPO6HUKA. [ogaHHA OHOBMEHOTO
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIl
thapmakonei Ne R1-CEP 2003-078-Rev 10
(3aTBepmxeHo: R1-CEP 2003-078-Rev 05)
ana A®| eHananpuny maneaTy Bif, BXe
3aTBepxeHoro Bupo6Huka APl Neuland
Laboratories Limited, India. 3miHu | TUny -
3MiHu 3 sKocTi. CepTudpikar
BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHA HOBOTO
ab0 OHOBNEHOro cepTudikaTa
BIAMNOBIAHOCTI @60 BUNYYEHHS
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei: gna A®l; ans BUXigHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPO6HULTBI ADI; aNst AONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuguikar Bif yxe 3aTBepKeHoro
BMPOGHUKA. [ogaHHA OHOBEHOTO
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2000-053-Rev 04
(3aTBepmxeHo: R1-CEP 2000-053-Rev 03)
ons A®| eHananpwny maneart Bif BXe
3aTBepKeHOro BUpobHrKa Zhejiang
Huahai Pharmaceutical Co., Ltd., China.
3miHu | TYny - 3MiHK 3 SKocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneuudgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTHCA Y MPOLECI
BUPOGHMLTBA AD| (BUTyYEHHS HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUNyYeHHs
3aCTapifioro NoKasHyKa)) BUyYeHHs
He3Ha4HOro MoKa3HMKa SIKOCTi 3a/INLLIKOBI
PO3YMHHUKN — aUeToH 3i cneuundikauii APl
eHasianpuy masieaty 3 METOIO
npuBeaeHHs y BignosigHictb o CEP
BMpobHuka Neuland Laboratories Limited,
India.
3MmiHu | TUny - 3MiHK 3 SKocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneumgikauii Ta/abo AONYCTUMUX MEX,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTHCA Y MPOLECI
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUNyYeHHs
3aCTapifnioro NoKasHyKa)) BUyYeHHs
He3Ha4yHOro MoKa3HMKa SIKOCTi 3a/INLLIKOBI
PO3UYMHHUKN — AiXI0pMETaH 3i
cneumdikauii A®l eHananpuny manearty 3
METOH NPVBEAEHHS Y BiAMNOBIAHICT A0
CEP Bupo6Huka Neuland Laboratories
Limited, India. 3miHu | TNy - 3MiHK 3
akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Lo
BMKOPUCTOBYIOTHCA Y MPOLECI
BMPO6HMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKA3HMKOM AKOCTi Ta
BIAMNOBIAHUM MEeTOA0M BUNPOOYBaHHS)
[OOMNOBHEHHA creumndikayii AdI
eHasianpuay maneary HOBVMM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M
BUMNPOOYBaHHA 3aUTULLKOBI PO3UYNHHUKN —
eTun aueTar 3 MeTo NPUBELEHHS Y
BignosigHicTb fo CEP Bupo6Huka Neuland
Laboratories Limited, India. 3miHn | Tuny -
3MiHu 3 aKocTi. A®l. KoHTposnb A®I. 3miHa
y napameTpax creuudikaLiii Ta/abo
JONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTBLCS Y NpoLeCi
BMpOo6GHULUTBa AP| (JONOBHEHHS
cneumdikaLii HOBUM NMOKA3HUKOM SKOCTi Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS)
[OMOBHEHHS cneuundikaLii AdI
eHanianpuiy maneary HOBVMM MOKa3HUKOM
SIKOCTi Ta BignoBigHMM MeTo40M
BUMNPOOYBaHHA 3a/TULLKOBI PO3UYNHHUKN —
i3onponaHon 3 MeTOI MPUBEAEHHS Y
BignosigHicTb o CEP Bupo6bHuka Neuland
Laboratories Limited, India.

59.

EYTUPOKC

TabneTkn No 25 MKr;
no 25 TabneTtok y
6nictepi; no 2 abo
no 4 6nictepu B

Mepk Xenckea
KraA

HimeuunHa

Mepk Xenckea
KraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: yTOYHEHHSI HANUCaHHA
KpaiHN-BUPOGHUKa B Haka3i MO3
Ykpainu Ne 2405 Big 03.11.2021 B

3a
peyernmom

UA/8388/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI KOpo6Lli

npoueci BHECEHHA 3MiH (3MiHu | TNy -
3MiHuM Wopo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsay. BeefeHHs abo 3miHu
[0 y3ara/lbHeHUX JaHvx npo cucremy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy sasBHuka gns
3[jficHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBigabHOI 3a 34jiACHEHHS]
hapmakoHarnagy (BK/to4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
(haiina cuctemu hapmakoHarsisay) - 3MmiHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag B
YkpaiHi. [ponoHoBaHa pefakuis:
Ha3sapeHko BikTopisa IBaHiBHa. 3MiHa
KOHTaKTHUX [AaHNX KOHTaKTHOI 0cobu
3as1BHMKA, BignoBigasbHOI 3a
thapmakoHarnag B YkpaiHi). Pegakuis B
Hakasi - Higepnangu. BipHa pepakuis -
HimeuuuHa.

60.

EYTUPOKC

Tabnetku no 50 Mkr;
no 25 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lii

Mepk Xenckea
KraA

HimeuunHa

Mepk Xenckea
KraA

Himeuunna

BHECEHHS 3MiH [J0 peecTpaLjiitHmx
mMarepianis: yTOYHEHHS HanMcaHHA
KpaiHN-BMpOGHUKa B Haka3si MO3
YkpaiHu Ne 2405 Big 03.11.2021 B
npoueci BHECEHHA 3MiH (3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/isHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, amMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiACHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHUka gns
3[jicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
0cobw, BignoBigasbHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi
OaHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
tharina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B

YkpaiHi. [ponoHoBaHa pefakuis:

3a
peyenmom

UA/8388/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

HazapeHko BikTopis IBaHiBHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOi 0cobu
3asBHVIKa, BifNOBiAaIbHOI 3a
thapmakoHarnsg B Ykpaini). Pegakuis B
Hakasi - HigepnaHgu. BipHa pepgaxuis -
HimeyunHa.

61.

EYTUPOKC

TabneTkv No 75 MKr;
no 25 tabnetok y
6nicTepi; no 2 abo
no 4 6nictepv B
KapTOHHI KopooLli

Mepk Xenckea
KraA

HimeuunHa

Mepk Xenckea
KraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpavyiinHmx
mMarepianis: yTOUHEHHSI HANUCaHHA
KpaiHU-BMpOGHUKa B Haka3i MO3
YkpaiHu Ne 2405 Big 03.11.2021 B
npoueci BHECEHHA 3MiH (3MiHY | Tvny -
3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3ara/lbHeHUxX JaHvx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0cobw, BignoBigabHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jicHeHHs hapMakoHarnsay B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
ocobu, BiAnoBigabHOI 3a 3A4iICHEHHS
thapmakoHarnsgy (BKovaoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y po3MileHHi MacTep-
(paiina cuctemu chapmakoHarssay) - aMiHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsag B
YkpaiHi. MponoHoBaHa pefakLis:
HaszapeHko BikTopis IBaHiBHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaini). Pegakuis B
Hakasi - HigepnaHgu. BipHa pepakuis -
Himeyunna.

3a
peyenmom

UA/8388/01/03

62.

EYTUPOKC

Tabnetku no 100
MKr; no 25 Tabnetok
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KopooLli

Mepk Xenckea
KraA

HimeuunHa

Mepk Xenckea
KraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpalinHnx
mMarepianis: YTOYHEHHS HANMUCaHHA
KpaiHN-BUPOGHMKa B Hakasi MO3
Ykpainu Ne 2405 Big 03.11.2021 B
npoueci BHECEHHS 3MiH (3MiHY | Tvny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/isHEHUX JaHux npo cuctemy
thapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy, 3miHa yrnosHOBaKeHo
ocob6u, BiAnNoBigaNbHOI 3a 3A4iACHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobm 3

3a
peuyerimom

UA/8388/01/04
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Howmep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

peecmpayiliHo2o
nocsioYeHHs

3acoby

ynakoska)

dhapmakoHarnsgy sasBHuka gns
3[jficHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBigabHOI 3a 34jiNCHEHHS]
hapmMakoHarnagy (BK/to4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM Yy po3MiLLEeHHI MacTep-
(haiina cuctemu hapmakoHarssay) - 3MiHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [ponoHoBaHa pefakuis:
HasapeHko BikTopisa IBaHiBHa. 3MiHa
KOHTaKTHUX [AaHNX KOHTaKTHOI 0cobu
3as1BHMKA, BignoBigasbHOI 3a
thapmakoHarnag B YkpaiHi). Pegakuis B
Hakasi - Higepnangu. BipHa pepakuis -
HimeuuuHa.

3a

UA/8388/01/05

63.

EYTUPOKC

Tabnetku no 125
MKr; Mo 25 TabneTok
y 6nicTtepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lii

Mepk Xenckea
KraA

HimeuunHa

Mepk Xenckea
KraA

HimeuunHa

BHECEHHS 3MiH [J0 peecTpavjiitHmx
mMarepianis: yTOYHEHHS HanMcaHHA
KpaiHn-BMpOGHUKa B Haka3si MO3
YkpaiHu Ne 2405 Big 03.11.2021 B
npoueci BHECEHHA 3MiH (3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/isHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiACHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHUka gns
3[jicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
0cobw, BignoBigasbHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi
OaHi) Ta/abo 3MiHW Yy po3MiLLeHHI MacTep-
tharina cuctemmn chapmakoHarnsagy) - 3miHa
KOHTaKTHOI 0CO6U 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YkpaiHi. [ponoHoBaHa pefakuis:
HazapeHko BikTopis IBaHiBHa. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI 0cobu
3asBHVIKa, BifNOBiAaIbHOI 3a
hapmakoHarnsg B Ykpaini). Pegakuis B
Hakasi - HigepnaHgu. BipHa pepaxuis -
HimeyunHa.

peyenmom

UA/8388/01/06

64.

EYTUPOKC

Tabnetkn no 150
MKr; no 25 Tabnertok

Mepk Xenckea
KraA

HimeuunHa

Mepk Xenckea
KraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviintHnx
mMarepianis: yTOUHEHHSI HANUCaHHA

KpaiHU-BMpOGHUKa B Haka3i MO3

3a
peyenmom

y 6aicTepi; no 2 abo
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Ymosu

Peknamys

Howmep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsT*

peecmpayiliHo2o

nocsBi04YeHHs

3acoby

no 4 6nictepv B
KapTOHHI KopooLii

Ykpainu Ne 2405 Big 03.11.2021 B
npoueci BHECEHHS 3MiH (3MiHY | Tvny -
3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3ara/lbHeHUxX JaHvx npo cucTemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT
ocob6u, BiAnoBigabHOI 3a 3AiACHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3pilicHeHHs hapMakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovaoum KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
(paiina cuctemu chapmakoHarssay) - 3MmiHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiAMNOBIAa/IbHOI 32 hapmMakoHarnsg B
YKpaiHi. NponoHoBaHa pefakuis:
HaszapeHko BikTopis IBaHiBHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a
hapmakoHarnag B Ykpaini). Pepakuis B
Hakasi - HigepnaHgv. BipHa pepakuis -
Himeyunna.

UA/17122/01/01

65.

IBAKAPO®

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO0, N0 5 Mr;
no 14 tTabneTtok y
6nicTepi; no 4
6nictepn y nauui 3
KapTOHY

AT "I'piHgekc"

Nartia

X. Ypiau i
KomnaHbs, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/eheKTNBHOCTI Ta
hapmakoHarnsagy. 3miHa yactotn Ta/abo
TEPMiHiB NOAAHHSA perynspHo
OHOB/HOBAHMX 3BITIB 3 6€3MeKn NiKapCbknx
3ac06iB - 3MiHa YacToTV Ta TEPMIHY
nofAaHHs perynsipHO OHOB/IIOBAHOrO 3BITY
3 6e3nekun nikapcbkoro 3acoby:
[itoua pepakuis:

YacToTta nogaHHs PO36 - 1 pik;
KiHueBa faTta A1 BKIYEHHS AaHnX A0
PO3B - 25.04.2022 p.; faTa nofaHHA
PO3B - 04.07.2022 p.
MponoHoBaHa peaakuis:
YacToTta nogaHHsa PO3b - 3 poku;
KiHueBa farta A1 BKIYEHHS AaHnX A0
PO3Eb - 25.04.2023 p.; flata nogaHHsA
PO3B - 24.07.2023 p.
PekomeHa0BaHO [0 3aTBEPKEHHS

BiANOBIAHO A0 NEpPIOAMYHOCTI NOAAHHSA

perynsipHoO OHOBJ/IOBAHMX 3BITiB 3 6e3neku

3a
peyernmom
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
nikapcbkyx 3acobiB y €Bponencbkomy
Cotosi.
66. IBAKAPA® TabneTku, BKpUTI AT "I'piHgekc" Natsis X. Ypiau i Icnanis BHECEHHS 3MiH [0 peecTpaLinHnx 3a - UA/17122/01/02
nniBKOBOIO KomnaHbs, C.A. marepianis: 3miHu | Tuny - 3miHK Woao peyenmom
060/10HKO10, Mo 7,5 6e3nekn/eheKTUBHOCTI Ta
mr; no 14 TabneTok hapmakoHarnagy. 3miHa yactoTv Ta/abo
y 6nictepi; no 4 TEPMiHiB NOAAHHSA perynspHo
6nictepu y nauui 3 OHOB/IHOBAHMX 3BITIB 3 6€3MeKn NiKapCbknx
KapTOHY 3ac06iB - 3MiHa YacToTV Ta TEPMIHY
nofAaHHA PerynsipHO OHOB/IIOBAHOrO 3BITY
3 6e3nekun nikapcbkoro 3acoby:
[itoua pepakuis:
YacToTta nogaHHs PO36 - 1 pik;
KiHueBa faTta A1 BKIYEHHS AaHWX A0
PO3Bb - 25.04.2022 p.; faTa nofaHHA
PO3B - 04.07.2022 p.
MponoHoBaHa peaakuis:
YacToTta nogaHHsa PO3b - 3 poku;
KiHueBa faTta A1 BKIYEHHS AaHnX [0
PO3Eb - 25.04.2023 p.; flata nogaHHsa
PO3B - 24.07.2023 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BiANOBIAHO A0 NEpPiOAMYHOCTI NOAAHHSA
perynsipHoO OHOBJ/IHOBAHMX 3BITiB 3 6e3neku
nikapcbkyx 3acobiB y €Bponencbkomy
Cotosi.
67. IMATEPO® TabneTkn, BKPUTI [eTepo /1a63 IHgis leTepo /1a63 IHais BHECEHHS 3MiH 40 pPEeECTPaLiiHNX 3a He UA/15837/01/01
NNiBKOBOO Nimiteq Nimiteq marepianis: 3MiHu | TUNYy - 3MiHKN WoOA0 peyenmom nionsieae

060/10HKOH0, o 100
mr, no 10 TabneTok
y 6nicTtepi; no 1 abo
10 6nicTepiB y
KOpo6Li 3 KApTOHY

6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B nicnspeecTpauiiiHnii nepiog, abo
SIK pe3yibTaT OLiHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBiAHO A0 nnaHy
negiatpuyHux gocnimkerb (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVIM OpraHom)
3MiHV BHeCeHi [0 iIHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby y po3gin "Mo6iyHi peakuji™
BifNoBigHO 4,0 OHOBNEHOT iHhopMaLi 3
6e3neku Ajtoyoi pevyoBuHU. BBeaeHHS 3MiH
npoTArom 6-Tn MicauiB nicns
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Ymosu

Peknamys

Howmep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsT*

peecmpayiliHo2o
nocsioYeHHs

3acoby

ynakoska)

3aTBEPKEHHS

3a

He

UA/15837/01/02

68.

IMATEPO®

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKOI0, No 400
mr, no 10 TabneTok
y 6nicTepi; no 1 abo
10 6nicTepiB y
KOpoObLi 3 KapTOHY

[eTepo /1a63
Nimiten

IHAis

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA NiKapcbKoro
3acoby B nmicnspeecTpainHmii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BiAMNoBIAHO A0 NiaHy
negiarpuyHux gocnimpkers (PIP) (3mMiHy
Y3rOKEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHI A0 iHCTPYKLii AN1s
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3aco6by y po3gin "MobiyuHi peakwii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3neku Ailoyoi pevoBrHN. BBeaeHHS 3MiH
NpoTArom 6-Tu MicAuiB nicns
3aTBEPLKEHHS
BHECEHHS 3MiH [0 peecTpaviintHnx

peyenmom

6e3

niosnsiecae

UA/0827/02/01

69.

IHTANINT

aepo3o/ib, no 30 M
y 6anoHi
aepo30/1bHOMY
asltomiHieBomy; no 1
6anoHy 3
po3nunoBayem B
navui

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

mMartepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edhekTBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3miHu
[0 y3ara/isHEHUX JaHux npo cuctemy
thapmakoHarnagy (BBegeHHs
y3ara/ibHeHVX AaHunx npo cuctemy
thapmakoHarnagy, 3miHa ynosHOBaXKeHol
0cobw, BignoBigabHOI 3a 34iACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHuka gn1s
3[jicHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
ocob6u, BiAnNoBigaNbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOI 0COOM 3asiBHUKA,
BignoBigasibHOI 3a papmakoHarnsag. Jivoya
pepakuis: YepHsiesa OneHa AHaToniiBHa.
MponoHoBaHa pepakuis: Ctapues Knpun
Bonognmuposuy

peyenma

UA/15629/01/01

70.

IHTANINT

aepo3ofib, in bulk:

AT "Ctoma"

Ykpaina

AT "CTtoma"

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHnx

mMaTtepianis: 3MiHu | Tuny - 3miHM Woao

no 30 ma y 6a/1oHi
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
aepo30/1bHOMY 6e3nekn/edpeKTNBHOCTI Ta
a/loMiHiEBOMY; NO thapmakoHarnsgy. BeefeHHs abo 3miHu
180 6asnoHis B [0 y3ara/ibHEHNX JaHux Npo cuctemy
ALMKY thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiNCHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHuka gns
3[jicHeHHs hapMakoHarnisay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
ocob6u, BiAnoBigaIbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BKouatoum KOHTaKTHi
[OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOT 0CO6OU 3aABHUKA,
BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
pefakuis: YepHsieBa OneHa AHaToniiBHa.
MponoHoBaHa pepakuis: Ctapues Kupun
Bonogumuposumy
71. INPAAYAN aepo3o/ib TOB YKkpaina TOB Ykpaina BHECEHHS 3MiH 40 pPEECTPaLiiHNX 3a - UA/16432/01/01
[030BaHwuii no 20 "MynbTicnpeid" "MynbTicnpeid” Marepianis: TexHiyHa noMuska (3rigHo peyenmom
MKr/50 mkr/go3a, no Haka3zy MO3 Big 23.07.2015 Ne 460)
200 fo3 B TexHiuHy NOMU/IKy BUNPaB/IEHO B
anoMiHIEBUX IHCTPYKLUIii A1 MEAMYHOro 3aCTOCYBaHHS
6anoHax, niKkapcbKoro 3acoby y po3ain "yYnakoska'.
repMeT1yHo 3aTtBepaxeHo: Mo 200 403 B a/IIOMIHIEBUX
3aKpUTUX [03YHOUNM H6anoHax, repMeTUYHO 3aKpUTUX
KnanaHom Ta [l03yI04MM K/lanaHoMm Ta 3abe3neveHnx
3abe3neyeHnx HacaAKOK-IHra/IATOPOM i3 3aXUCHUM
HacagKoto- KOBMaYKOM.
iHransaTopom i3 3anponoHosaHo: Mo 200 fo3 B
3aXUCHUM aOMIHIEBMX BaloHax, repMeTnyHo
KoBnaykom; rno 1 3aKpUTVIX AO3YHOUMM KnanaHom Ta
6an0Hy noMiwatTb 3a6e3neyeHnx HacaKo-IHransaTopoM i3
B MayKy 3 KapToHy 3axMCcHMUM koBnaykom. Mo 1 6anoHy
NOMILLLAI0Tb B NAYKy 3 KapTOHY. 3a3HayeHe
BMNPaB/IEHHs BignoBigae marepianam
PEECTPALLiHOIO AOCHE.
72. KABOMETUKC TabneTku, BKpUTI INCEH PpaHuin Brpo6HMLUTBO, Kanapa/ BHECEHHS 3MiH [0 peecTpavLjiinHnx 3a - UA/16766/01/01
nNiBKOBOKO PAPMA nepBuHHE Ta PpaHuis/ mMartepianis: 3MiHu | TUNY - 3MiHW WOA0 peuyenmom
060/10HKOH Mo 20 BTOPUHHE HigepnaHgn 6e3nekn/edhekTVBHOCTI Ta
Mr; Mo 7 TabneTok, nakyBaHHs, dhapmakoHarnsgy. BeefeHHsa abo 3miHu
BKPUTUX N/TiIBKOBOO BMNPOBYBaHHS [0 y3ara/lbHeHUxX JaHvx npo cuctemy
060/10HKOI Y npwn BUMYyCKy Ta thapmakoHarnagy (BBegeHHs
6nicTepi; no 4 cTabinbHOCTI: y3araJlbHeHNxX AaHux npo cuctemy
6nictepu B MateoH IHk., hapmakoHarnsay, aMmiHa ynoBHOBaXKeHO|

KapTOHHI Kopo6Lii

KaHapga; Bunyck

0co6w, BignoBiganbHOI 3a 34iNCHEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
ab6o no 30 TabneTok, cepii: MateoH thapmakoHarnsay; KOHTakTHOi 0cobm 3
BKPUTMX NNIBKOBOO ®paHuia, PpaHLis; hapmakoHarnsgy 3asBHuka ans
060/10HKOI Y Brpo6HuK, 3pilicHeHHs hapMakoHarnagy B YkpaiHi,
nnswui; no 1 BiANOBiAa/IbHWIA 32 SKLLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
NAALWLI B KAPTOHHIM BTOPVHHE ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS
Kopoo6Li nakyBaHHA Ta thapmakoHarnagy (BKovatoum KOHTaKTHi
BUMYCK Cepiii: AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
TopKoanak thaiina cuctemun chapmakoHarnsgy) -
Higepnangn B.B. 3MiHa KOHTaKTHOT 0CObM 3asiBHUKA,
HinepnaHngu BiAMNOBIAa/IbHOI 32 hapMakoHarnsg B
YkpaiHi. [itova pegakuis: Fony6Huuni
Onekcanap CepriiioBuy. MponoHoBaHa
pepakuisi: MpokoneHko IpyHa MukonaiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a
chapmakoHarsiag B YkpaiHi
73. KABOMETUKC TabneTku, BKPUTI INCEH dpaHuin Bupo6bHMLTBO, KaHnapa/ BHECEHHS 3MiH [J0 peecTpavjiitHmx 3a - UA/16766/01/02
NNiBKOBOKO PAPMA nepBUHHE Ta dpaHuis/ mMartepianis: 3MiHu | TUNy - 3MiHW WoOA0 peyernmom
060/10HKOI0 NO 40 BTOpPUHHE HigepnaHgu 6e3nekn/edpeKTNBHOCTI Ta
Mr; N0 7 TabneTok, nakyBaHHs, hapmakoHarnsgy. BeefeHHs abo 3miHu
BKPUTUX N/TiIBKOBOO BMNpOByBaHHA [0 y3ara/isHEHNX JaHuX Npo cuctemy
060/10HKOI0 Y npv BUNYCKy Ta dhapmakoHarnsgy (BBefjeHHs
6nictepi; no 4 cTabinbHOCTI: y3ara/lbHeHNX AaHux npo cuctemy
6nictepu B MarteoH IHK., thapmakoHarnagy, 3miHa ynoBHOBaXeHol
KapTOHHI KopooLli KaHaga; Bunyck 0co6w, BignoBigabHOI 3a 34jiACHEHHS]
ab6o no 30 Tabnetok, cepii: MNateoH hapMakoHarnsay; KOHTakTHoi ocobu 3
BKPUTUX M/1IBKOBOIO ®paHuin, PpaHuis; thapmakoHarnagy 3asiBHUka gns
060/I0HKOI Y Brpo6HuK, 3[jicHeHHs hapMakoHarnsay B YkpaiHi,
nasawui; no 1 BiANOBigaIbHUIA 3a AKLLO BOHA BigMiHHA Bif, YyNOBHOBaXEHOI
NAALWLI B KAPTOHHIN BTOPVHHE ocob6u, BiAnoBigaIbHOI 3a 3A4iICHEHHS
Kopoo6Li nakyBaHHs Ta thapmakoHarnsgy (BK/ouatoum KOHTaKTHi
BUMYCK Cepiii: OaHi) Ta/abo 3MiHM Yy po3MiLLeHHI MacTep-
TopKoanak thaiina cuctemu chapmakoHarnsgy) -
Hinepnangn B.B. 3MiHa KOHTaKTHOT 0CO6U 3asIBHYMKA,
HigepnaHan BignoBigasibHOI 3a hapmakoHarnsg B
YkpaiHi. fjtova pegakuis: FonyoHnuni
OnekcaHgp CepriiioBny. MponoHoBaHa
pepakuis: MNpokoneHko IpyHa MukonaisHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
0Cco6M 3asiBHKKA, BignoBigasibHOI 3a
hapmakoHarniag B YkpaiHi
74. KABOMETUKC | Ttabnetkun, BKpuUTI INCEH PpaHuin Brpo6HMLTBO, KaHapa/ BHECEHHS 3MiH [0 peecTpaLinHnx 3a - UA/16766/01/03
NNiBKOBOKO PAPMA nepBuHHE Ta ®paHuis/ mMartepianis: 3MiHu | TUNy - 3MiHW WoOA0 peyenmom
060/10HKO10, N0 60 BTOPVIHHE HigepnaHaun 6e3nekn/ehekTUBHOCTI Ta
Mr; No 7 TabneTok, nakyBaHHs, thapmakoHarnsgy. BeegeHHs abo 3miHn
BKPUTUX MN/1iIBKOBOO BUNPOBYBaHHSA [0 y3ara/lbHeHUX JaHvx npo cuctemy
060/10HKOI0 Y npv BUNYyCKy Ta dhapmakoHarnsgy (BBefieHHs
6nicTepi; no 4 cTabinbHOCTI: y3arasibHeHVX AaHux Npo cuctemy
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6nictepu B MaTteoH IHk., thapmakoHarnagy, 3miHa ynoBHOBaXXeHOl
KapTOHHI KopooLii KaHapa; Bunyck ocobu, BiAnoBigabHOI 3a 34iACHEHHS
ab6o no 30 TabneTok, cepii: NateoH hapMakoHarnsay; KOHTakTHoOI ocobu 3
BKPUTUX M/1IBKOBOIO ®paHuia, PpaHuis; thapmakoHarnagy 3asiBHUKa A5
060J10HKOK Y BUpo6HUK, 3[jficHEeHHs1 hapMakoHarnsay B YkpaiHi,
naawui; no 1 BiiNOBIgaNbHUIA 3a AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
NAALWLI B KAPTOHHIMN BTOPUHHE 0co6w, BignoBigabHOI 3a 34jiNCHEHHS]
KopooLi nakyBaHHs Ta hapmakoHarnagy (BK/1o4atoUum KOHTaKTHI
BUMYCK Cepiii: OaHi) Ta/abo 3MiHM Yy po3MiLLEeHHI MacTep-
Tmxoanak thaiina cuctemmn chapmakoHarnsgy) -
HigepnaHgmn B.B. 3MiHa KOHTaKTHOI 0CO6M 3as1BHYIKA,
HigepnaHngn BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [jtova pegakuis: FonybHnuni
OnekcaHap CepriiioBuy. MponoHoBaHa
pefakuisi: MpokoneHko IpyHa MukonaisHa.
3MiHa KOHTaKTHWX JaHUX KOHTaKTHOT
0co6u 3asBHKKa, BifnoBigabHOI 3a
hapmakoHarnsg B YkpaiHi
75. KAHOEKOP® H | TabneTku, 16 KPKA, a.4., CnoBeHis BMPOGHULITBO «in CnoBeHis BHECEHHS 3MiH [0 peecTpavyiiniHnx 3a He UA/13917/01/02
16 mr/12,5 wmr; no 10 HoBo mecTo bulk», nepBuHHe mMartepianis: 3MiHu | TUNy - 3MiHW WOA0 peyenmom nions2ae

Tabnetok y 6nictepi;
no 3, abo no 6, abo
no 9 6nictepis y
KapTOHHI kopobuy;
no 14 tTabneTtok y
6nictepi; no 1, abo
no 2, a6o no 4, abo
no 6, abo no 7
6nictepiB y
KapTOHHI Kopo6Lii

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/1b, BUMYCK
cepii; KOHTPO/b
cepii:
KPKA, a.4., Hoso
mecTo, CnoBeHis

6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3MiHKn
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y
po3ainu: "Ocob/MBOCTi 3acTOCyBaHHSA",
"Mo6iyHI peakui™ BigNoBigHO A0
OHOB/IEHOI iHdhopmaLii 3 6e3nekn aitoyoi
PeyoBUHM.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicns 3aTBepmXeHHs; 3MiHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA NiKapcbKoro
3acoby B nmicnspeecTpainHmii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BiAMNoBIAHO A0 niaHy
neaiatpnyHux gocnigpkers (PIP) (iHwi
3MiHN) - 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro
3acoby y po3ginu: "OcobnmneocTi
3actocyBaHHs", "lNo6iuHI peakuii"
Bi4NoBIAHO 4,0 OHOBNEHOT iHChopMaLlii 3
6e3neku fitoyoi pevyoBnHU. TepMiH
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BBE/IEHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
76. KAHOAEKOP® H | Ttabnetku, 32 KPKA, 4.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLinHnx 3a He UA/13918/01/01
32 mr/12,5 mr no 10 HoBo mecTo MecTo, CrnoBeHis marepianis: 3miHu | Tuny - 3miHK Woao peyenmom nionsicae
Tabnetok y 6nictepi; (BMPOGHMLTBO "in 6e3nekn/eheKTUBHOCTI Ta
no 3, abo no 6, abo bulk", nepsnHHe hapmakoHarnsgy (iHwi 3MiH1) 3MiHKn
no 9 6nictepiB y Ta BTOpPVHHE BHECEHO [0 iHCTPYKLii 415 MeguyHoro
KapTOHHI kopobLyj; nakyBaHHs, 3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
no 14 tTabneTtok y KOHTpOnb cepii, po3ginu: "OcobMBOCTi 3aCTOCyBaHHSA",
6nicTepi; no 1, abo BWMYCK Cepil; "Mo6iuHi peakuii" BiANOBIAHO A0
no 2, aéo no 4, abo KOHTPO/b cepil) OHOB/EHOT iHGhopMaLii 3 6e3neku Aito4oi
no 6, aéo no 7 peyoBuHW. TEPMiIH BBELEHHS 3MiH
6nictepiB y npoTArom 6 micsuiB nicns 3aTBeppKeHHs.
KapTOHHI kKopo6L. 3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHA MiKapCbKoro
3acoby B nicnapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHUX Bi4NOBIAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (iHwwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLUi AN
MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro
3acoby y posginu: "OcobnuneocTi
3actocyBaHHs", "lMNo6iuHI peakwii"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun 4it4oi pevyoBUHN.
TepMmiH BBELEHHS 3MiH NPOTArom 6 micauis
nicns 3aTBepAKEHHS.
77. KAHOEKOP® H | Tabnetku, 8 mr/12,5 KPKA, a.4., CnoBeHisn BUPOBHMUTBO "in CnoseHisa BHECEHHS 3MiH [0 peecTpavjiitHmx 3a He UA/13919/01/01
8 mr; no 10 TabneTok HoBo mecTo bulk", nepBuHHe mMartepianis: 3MiHu | TUNy - 3MiHM WOA0 peyernmom nionsiecae

y 6nictepi; no 3, abo
no 6, aéo no 9
6nictepiB y
KapTOHHI kopobuyj;
no 14 tabnetok y
6nictepi; no 1, abo
no 2, a6o no 4, a6o
no 6, aéo no 7
6nictepiB y
KapTOHHI KopooLli

Ta BTOpPWHHE
naxkyBaHHs,
KOHTPOb Cepil,
BUNYCK cepil;
KOHTPO/b cepil:
KPKA, 4.4., Hoso
mMecTo, CrioBeHis

6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHun). 3miHn
BHECEHO [0 iHCTPYKLii 415 MegnyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby y
po3ainu: "OcobnnBOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJIEHOI iHdhopMaLlil 3 6e3nekn Aitoyoi
peyoBUHW. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsuiB nicns 3aTBeppKeHHs.
3MiHY | TUnYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapMakoHarnsay. 3miHa y KopoTkii
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

XapaKTepucTuLli fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcTasi
perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHSA NiKapcbKOro
3acoby B nicnisipeecTpawiiHuii nepioa, abo
SIK pe3ynbTarT OLUiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNOBIAHO A0 nnaHy
nepiatpnyHux gocnigpkers (PIP) (iHwi
3MiHK1). 3MiHW BHECEHO [0 IHCTPYKUii ans
MeZMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3ginu: "OcobnmBocTi
3acTocyBaHHsA", "Mo6ivHi peakuii”
BiAANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun Aito4oi PEHOBUHN.
TepMiH BBEEHHS 3MiH - NPOTAroM 6
MiCALIB MiCNA 3aTBEPLKEHHS.

78.

KAHAEKOP®
HD 32

Tabnetku, 32 mr/ 25
mr; no 10 TabneTok
y 6nictepi; no 3, abo
no 6, abo no 9
6nictepiB y
KapTOHHI kopobuy;
no 14 tTabneTtok y
6nictepi; no 1, abo
no 2, a6o no 4, a6o
no 6, abo no 7
6nictepiB y
KapTOHHI Kopo6Lii

KPKA, 8.4,
HoBo mecTo

CnoBeHis

BMPOGHULITBO «in
bulk», nepBuHHe
Ta BTOpPVHHE
nakyBaHHs,
KOHTPOb, BAMYCK
cepii; KOHTPO/b
cepii:
KPKA, a.4., Hoso
mecTo, C/10BeHist

CnoBeHis

BHECEHHS 3MiH [0 peecTpavyiiniHnx
mMartepianis: 3MiHu | TUNy - 3MiHW WOA0
6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3MiHKn
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y
po3ainu: "Ocob/MBOCTi 3acTOCyBaHHSA",
"Mo6iyHI peakui™ BigNoBigHO A0
OHOB/IEHOI iHdhopmaLii 3 6e3nekn aitoyoi
PeyoBUHM.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicns 3aTBepmXeHHs; 3MiHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA NiKapcbKoro
3acoby B nmicnspeecTpainHmii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BiAMNoBIAHO A0 niaHy
neaiatpnyHux gocnigpkers (PIP) (iHwi
3MiHN) - 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro
3acoby y po3ginu: "OcobnmneocTi
3actocyBaHHs", "lNo6iuHI peakuii"
Bi4NoBIAHO 4,0 OHOBNEHOT iHChopMaLlii 3
6e3neku fitoyoi pevyoBnHU. TepMiH

3a
peyenmom

He
nionsieae

UA/13917/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BBE/IEHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
79. KAHAIA-B Kpem no 15 r y Ty6i; nexmapk IHAjs neHmapk IHAiA BHECEHHS 3MiH [0 peecTpaLinHnx 3a - UA/8210/01/01
no 1 Ty6i B dapmacboThK dapmacboTrKan3 marepianis: 3miHu | TMNy - 3MiHW 3 AKOCTI. peyenmom
KapTOHHI ynakoBLi ans fita. nra. [OTOBMIA Nikapcbkuii 3aci6. KOHTposb
rOTOBOrO JliKapCbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (fonNoBHEHHS cneuymdikauii HoBUM
MOKa3HUKOM 3 BifNOBIAHNUM METOAOM
BUNPO6YBaHHSA) JONOBHEHHS cnevudikauii
N3 3a napameTpom «MikpobionoriyHa
yuctoTta» nokasHvkom «Burkholderia
cepacia complex» 3 BiANOBIAHUM METOA0M
BMNpOGYBaHHSA, BiANOBIAHO A0 BUMor USP.
3MiHa nocunaHHs Ha metog 3 Ph.Eur. Ha
USP.
80. KAHAIAEPM Kpem, no 15 r kpemy neHmapk IHAjis neHmapk IHAis BHECEHHS 3MiH [0 peecTpalinHnx 3a - UA/5199/01/01
B Ty6i; no 1 Ty6i B PapmacbTUK dapmacboTukans3 marepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI. peyenmom
KapTOHHI ynakoBLi ans /ita. nTa. [OTOBMIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO JliKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (fonoBHEHHS cneuymdikauii HoBUM
NOKa3HUKOM 3 BifNOBIAHNUM METOAOM
BMNPO6YBaHHA) AONOBHEHHA cneuudikauii
N3 3a napameTpom «MikpobionoriuHa
yncToTa» nokasHukom «Burkholderia
cepacia complex» 3 BiANOBIAHUM METOA0M
BMNpO6YBaHHS, BiANOBIAHO A0 BuMor USP.
81. KAPBOM/IATU KOHUEeHTpaT ans Mepak HimeuunHa BTopuHHe HimeuyunHa BHECEHHS 3MiH [j0 peecTpavjiinHmx 3a - UA/10829/01/01
H MEAAK po3ynHy AN lesenbliadt nakyBaHHs, marepianis: 3miHu | Tmny - 3miHK Woao peyenmom
iHdpysin, 10 mr/mn no dorop KNiHiwe MapKyBaHHs1, 6e3nekn/edhekTBHOCTI Ta
5 mn a6o 15 mn, a6o | LUneuiansnpe KOHTPO/b Ta thapmakoHarnagy. 3MiHa yactoTu Ta/abo
45 mn, a6o 60 mn, napate M6X BUMNYCK cepil: TEPMiHiB NOAAHHA PerynspHo
a6o 100 mny Megak OHOBJIHOBAHKX 3BITIB 3 6€3MEKN NiKapCbKNX
chnakoHi; no 1 Iesenbwadt drop 3aco6iB - 3MiHa 4YacTOTU NOJAaHHS
hNaKoHy B KniHiwe perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
KapTOHHI KOpoOL;j LLineuianbnpenapa [Litoya pegakuis: Yactota nogaHHs
Te M6X, perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
HimeuunHa, 3 poku KiHueBa garta 415 BKIoYEeHHS
Bupo6bHMLTBO “in naHux po PO3b6 - 23.01.2019 p. [ata
bulk", neperHHe nofaHHs - 22.04.2019 p. MNponoHoBaHa
nakyBaHHSA Ta pepakuis: YactoTa nogaHHsa perynspHo
KOHTPO/b Cepii: OHOBJ1HOBAHOrO 3BiTY 3 6e3nekn 5 pokis
OukoTek dapma KiHueBa fata [/1a BK/IHOYEHHA faHuX 40
MpogakwH MeX, PO3B - 23.01.2027 p. [laTa nofaHHs -
HimeyunHa 23.04.2027 p. PekomeHA0BaHO [0
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3aTBEPKEHHS BiANOBIAHO A0
nepioAnNYHOCTI NoAaHHA PerynsapHo
OHOB/IHOBAHUX 3BITIB 3 6€3MeKkn Nikapcbknx
3acobiBy EC
82. KOAOEIHY NOPOLLIOK TOB "dapma Ykpaina MakcapnaH Cmit Cnony4yeHe BHECEHHS 3MiH [J0 peecTpavjiiHmx - - UA/18383/01/01
DOCDAT (cybeTaHuis) y Crapt" Nimiteq KoponisctBo | martepianis: 3miHu | Tvny - 3MiHW 3 AKOCTI.
FEMITIAPAT nonieTuIeHoBKX CepTtudikaT BignosigHocTi/l E-cepTudikar
naketax gns BiANOBIAHOCTI EBponeichkili
dhapmaLeBTUYHOrO thapmakonei/moHorpadii. NogaHHA HOBOrO
3acTOCyBaHHS abo oHoBNeHoro ceptudiikata
BiNOBIAHOCTI a60 BUYYEHHS
cepTudikaTa BignoBigHOCTI €EBpONEChbKiii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCA Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA
cepTuddikaT Bif yxe 3aTBepXeHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €EBpONEnChKiii
thapmakonei Ne R1-CEP 2016-295 - Rev
00 (3atBeppxeHo: RO-CEP 2016-295 -
Rev 03). Y 3B'A3ky 3 OHOBNeHHsAM CEP
BifAOY/IMCb 3MiHWN Y TEPMiHi NpUAATHOCTI
A®| — TepMiH NEPeKOHTPOsII0 CTAHOBUTL 5
POKIB.
83. KYPOCYP®® cycneHsis gns K'esi ABCTpiIs BMPOGHULITBO in ITania/ BHECEHHS 3MiH [0 peecTpaviintHnx 3a - UA/10170/01/01
eHaoTpaxeasibHOro dapmac'ioTike bulk, nakyBaHHs, ABCTpist mMartepianis: 3MiHu | TUNy - 3MiHW WOA0 peuyenmom
BBefeHHs, 80 mr/mn; n3 r6XxX BMMNYCK cepii: K'e3i 6e3nekn/edpeKkTnBHOCTI Ta
nol5wmny PapmaueyTumui thapmakoHarnsgy. BeegeHHs abo 3miHn
hnakoHi; no 1 C.n.A., Itanisi; [,0 y3arasibHEHUX AaHuX NPo cuctemy
hNakoHy B BMMYCK cepii: K'e3i thapmakoHarnagy (BBegeHHs

KapTOHHI KopooLli

$apmac'toTikens
'M6X, ABCTpist;
BTOPUHHE
nakysaHHs: I".J1.
dapma M'vbX,
ABCTpISi;
BMPOGHULITBO in
bulk, nakyBaHHs,
KOHTPO/b Ta
Bunyck cepii: K'esi
dapmaueyTumui
C.n.A,, ITanis

y3arasibHeHUX JaHnx npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0cobw, BignoBigabHOI 3a 34JiNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jicHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHAa BigMiHHA Bif, YNOBHOBaXEHOI
ocob6u, BiAnNoBigaNbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0Co6u
3asBHMKa, BiANOBiga/IbHOI 3a
hapmakoHarnag,.
3MiHa Micue3HaxoMKeHHss macTep-dalina
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

cmcTeMu dhapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy

84.

NANPOHEKCT

Kpari O4Hi, PO34uH,
50 mkr/mn no 2,5 mn
y hnakoHi-
KpanenbHuu; no 1
hnakoHy-
KpanenbHuui y
KapTOHHI KopooLi

HekcTchapm
6X

Pecny6nika
ABCTpis

NOBHWIA LMK
BUPOGHMLTBA:
PA®APM CA,
Ipeuis
cTepwunisauis
nepBUHHOT
YyNaKoBKM:
BEB®
CrepinizeliHccep
Bic, HimeuunHa

Ipeuis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpavyiiniHnx
matepianis: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs!)
3MiHa agpecy 3asBHVKa (BnacHuka
peecTpauiiHOro NocBigYeHHs) Y 3B'A3KY 3i
3MiHOIO MicUSl po3TallyBaHHsA odicy. B
Ha3Bi 3asBHMKa He Bif0yn0Cs XOAHNX
3MiH. TepMiH BBeAEHHS 3MiH MPOTAroM 6
MiCAILiB NicNs 3aTBEPKEHHS.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/ibHEHNX JaHuX Npo cuctemy
thapmakoHarnagy (BBeAeHHs
y3arasibHeHUX faHnx npo cucTemy
hapmakoHarnsay, amMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiCHEHHS]
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHUka gns
3[jicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
0cobw, BignoBigabHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK/louatoum KOHTaKTHi
OaHi) Ta/abo 3MiHM Yy po3MiLLeHHI MacTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBIAa/ILHOT 32 hapmakoHarnsag.
[itoua pegakuis: LLinronesa MapiaHHa
BikTopiBHa. NMponoHoBaHa pegakuis:
LynbL, Onbra CepriiBHa.

3a
peyenmom

UA/17532/01/01

85.

NANPOHEKCT
KOMBI

Kpansi O4Hi, pO34uH,
(50 mkr+5 mr)/mn no
2,5 Mn y dhnakoHi-
KpanenbHuui; no 1
hnakoHy-
KpanesibHuLj y
KapTOHHI KOpo6Lii

Hekctdhapm
6X

Pecny6nika
ABCTpiIs

PA®APM CA

pevis

BHECEHHS 3MiH [0 peecTpalinHnx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHviKa peecTpauiiHoro NoCBigYEHHS) -
3MiHa agpecu 3asBHUKA (BNacHUKa
peecTpaLiiHoro NocBigYEHHS) Y 3B'A3KY 3i
3MiHOI0 MicUs po3TallyBaHHA odicy. B
Has3Bi 3as1BHMKa He BiA6YN0CA XOLHUX
3MiH. TepMiH BBEAEHHS 3MiH MPOTAroM 6
MicALiB Nicna 3aTBepmKeHHs; 3MiHu | Tuny
- 3MiHM Wwoa0 6e3nekn/eddekTUBHOCTI Ta
papmakoHarnsay. BeefeHHs abo 3miHu

3a
peuyerimom

UA/17840/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

[0 y3ara/lbHeHUX JaHvx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jficHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBigasbHOI 3a 34jiNCHEHHS]
hapmakoHarnagy (BK/to4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM Yy po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBIAabHOI 3a hapmakoHarnsag. [irovya
pepakuis: LWuronesa MapiaHHa
BikTopiBHa. [ponoHoBaHa pefakuis:
Lynby Onbra CepriisHa

86.

NEBOHEKCT

Kpari O4Hi, PO34uH,
5wmr/mn, no5mny
dNakoHi-
KpanenbHuu; no 1
hnakoHy-
KpanenbHuui y
KapTOHHI KopooLli

HekcTchapm
6X

Pecny6nika
ABCTpis

PA®APM CA

pevis

BHECEHHS 3MiH [0 peecTpavyiiniHnx
mMartepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecy 3asBHVKa (BnacHuka
peecTpauiiHOro NocBigYeHHs) Y 3B'A3KY 3i
3MIHOIO MicUSl po3TallyBaHHsA odicy. B
Ha3Bi 3asBHMKa He Bif0yn0Cs XOAHNX
3MiH. TepmiH BBeAEHHS 3MiH MPOTAroM 6
MicALiB Nicnsa 3aTBepMKeHHs; 3MiHK | Tuny
- 3MiHKM Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3aralbHeHUX JaHvx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0cobw, BignoBigabHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jicHeHHs hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXeHOT
ocobu, BiAnoBigabHOI 3a 3A4iICHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y po3MileHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEeHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnfg. [iroya
pefakuis: Wuronesa MapiaHHa

BikTopiBHa. lMponoHoBaHa pefakuis:

3a
peyenmom

UA/17522/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Lynby Onbra CepriiBHa
87. NN KBITKU KBITW; N0 50 1y MpAT Ykpaina MpAT "NikTpasu" Ykpaina BHECEHHS 3MiH [J0 peecTpavjiitHmx 6e3 - UA/5977/01/01
naykax 3 BHyTpILLHIM "NikTpasun" marepianis: 3MiHK | TUNy - 3MiHW 3 SKOCTI. peyenma
naketom; mo 1,5ry [oToBMIA nikapcbkuii 3aci6. Cuctema
PiNbTP-NakeTi; No KOHTeliHep/3akKynopoBasibHWi 3aci6 (iHLi
20 dhinbTp-nakeTiB y 3MiHW) — BHECEHHS 3MiH A0 cneuundikauii 3
nauui abo y naudli 3 KOHTPO/110 NEePBUHHOTO MaKyBaslbHOro
BHYTPILLHIM NakeTom Matepiany (Manip inbTpyBasibHMIA), a
came [OMOBHEHHS NoKasHuka
«lpeHTudikalis (30BHILLHI 03HaKK)»
BK/TIOYEHHSIM [0AAaTKOBUX O3HaK A/1A
Bi3ya/IbHOr0 KOHTPOs0 «6) Konip».
88. NIAOKCAH NboAAHUKM, 5 Mr/1 TOB "CaHgo3 Ykpaina Bunyck cepiii: ek CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiinHnx 6e3 niossieae UA/16168/01/01
NMOH mr; no 12 YkpaiHa" dapmaLeBTUYHa Benbris martepianis: 3miHu | Tuny - peuyenma
NbOASHUKIB Y KoMnaHis 4.4., AfMiHiCTpaTuBHi 3MiHW. 3miHa kogy ATX -
6nicTepi; no 2 CnoBeHis; 3MiHV BHECEHO [0 iHCTPYKUiT AN
6nictepn y BMPOGHMLTBO 3a MeANYHOro 3acToCyBaHHS NiKapCbKoro
KapTOHHI KOpoOL;j MOBHUM LMK/IOM: 3acoby [0 po3giny
Na6opaTtopia "hapmakoTepanesTuyHa rpyna. Kog ATX"
Ksanichap HB BiANOBIAHO 40 MKHAPOAHOroO
(KBanichap HB), Knacudikatopa BOO3
Benbris (http://www.whocc.no/atc_ddd_index/):
3arBepaxeHo: NpenapaTtu, Wo
3aCTOCOBYIOTHCS MPU 3aXBOPIOBAHHAX
ropna. Kog ATX RO2A. 3anponoHoBaHo:
Nikapcbki 3ac06u, L0 3aCTOCOBYOTLCSA
npun 3aXBOPIOBAHHAX ropsia. AHTUCENTUKM.
Kog ATX RO2AAQS.
89. NIHE30NIA4, PO34MH ANa iHdysid, €Bpo Benwuka Ec.Ci. IHdhomepn PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a - UA/19670/01/01
€BPO 2 mr/mn, no 300 mn Nalidpkep N4 BpwuTaHis dnyiac C.P.N. mMartepianis: 3miHu | Tuny - peyenmom
PO34nHY, AAMiHICTpaTUBHI 3MiHW. 3MiHa
ynakoBaHoro B HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKa
6e3naTekcHui (BNnacHMKa peecTpauiitHoro noceig4YeHHs)
6araToLuaposuii 3MiHa agpecu 3asiBHuKa. TepMiH BBeAeHHs
nonioned)iHoBuiA 3MiH NpoTArom 6 Micauis nicns
iHCby3iiHMIA nakeT, 3aTBEPAKEHHS
ocHaLLeHWiA 3MiHu | TUnNYy - 3MiHK Woao
NOBOPOTHUM 6e3nekn/edeKkTnBHOCTI Ta
po3'eMOM NOpPT- hapmakoHarnsgy (iHwi 3miHn). 3miHn
CUCTEMMU; NakeT B BHECEHi B TEKCT MapKyBaHHS ynakoBKu
3aXMCHI ynakoBL,i 3 nNiKapcbKoro 3acoby, a came: BUTyYeHHS
onbru; no 10 iHhopmauii Woao 3asBHUKA B NyHKTI 11
nakeTiB y KapTOHHIl (TpeTrHHa ynakoBka) Ta B NyHKTi 5
Kopoo6Li (NepBMHHA Ta BTOPUHHA YNAaKOBKM) i
BHECEHHS iHhopMaLlii LLoA0 KOMMaHil, Lo
3[iiCHIOE MAapPKETUHT Y MYHKT 17 (TpeTuHHa
yrnakoBka) Ta B MYHKT 6 (nepBuHHa Ta
BTOPWHHA YNakoBKW). TepMiH BBEEHHS
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o060n0HKoto, no 0,03
Mmr/2 mr; no 21
Tabnetuyi y 6nictepi;
no 1 a6o no 3, abo
no 6 6nictepis B
KapTOHHI KopooLi

6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acToCyBaHHA NiKapCbKoro
3acoby B nicnapeecTpauiliHnii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BifnoBigHO A0 niaHy
negiatpuyHmx gocnimkerb (PIP) (3miHy
Y3roKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHI [0 IHCTPYKLii ans
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3ainu "TMpoTunokasaHHs",
"B3aemopis 3 IHWMMMW NiKapCbKUMmn
3acobamu Ta iHWi BUAK B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHS" BigNoBigAHO
[,0 OHOBNEHOI iHGhopMaLii 3 6e3nekn

[it040i peyoBrHW. BBEEHHS 3MiHK

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3MiH NpoTarom 6 MicAuiB micns
3aTBEPAKEHHS
90. NOPATAAVH- Tabnetkv no 10 wr, AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnx 6e3 - UA/8394/01/01
CTOMA no 10 TabneTok y marepianis: 3MiHu | TMNY - 3MiHK WOA0 peyenma
6nictepi, no 1 6e3nekn/eheKTUBHOCTI Ta
6nicTepy y nauuj; no thapmakoHarnsgy. BeegeHHs abo 3miHn
20 TabneTok y 6aHLj [0 y3ara/lbHeHUX JaHvx npo cuctemy
noniMepHii, no 1 thapmakoHarnsgy (BBeeHHs
6aHLj y nayui y3arasibHeHNxX AaHnx npo cucremy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT
ocobu, BiAnoBigabHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jicCHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT
0co6w, BignoBigabHOI 3a 34iACHEHHS]
hapmakoHarnagy (BK/1to4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBIAabHOI 3a hapmakoHarnsg. [iroya
pepakuis: UepHseBa OneHa AHaToniiBHa.
MponoHoBaHa pepakuin: Ctapues Kupun
Bonogmmuposuy
91. MAJAIHET® TabneTku, BKpUTI TOB «MIBE Ykpaina mi6e Mm6X HimeyunHa BHECEHHS 3MiH [0 peecTpaviintHnx 3a He UA/15840/01/01
nNiBKOBOKO YKPATHA» ApuHaiimiTTens marepianis: 3MiHu | TUNy - 3MiHKN WOA0 peyenmom nionsi2ae
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

npoTArom 6-Tu MiscuiB nicns
3aBTepXeHHS. 3MiHY | Tuny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynspHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHS NiKapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBeAeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHN BHECEHI
00 IHCTPYKLiT ANa MeguyHoro
3acTOCyBaHHS NikapCbKoro 3acoby y
po3ginu "lMNpotunokasaHHs", "OcobmBocTi
3acTocyBaHHA" BiAMNOBIAHO A0 OHOBNEHOT
iHcbopMmalii 3 6e3nekun 4it4oi pevoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepKeHHs

92.

MATEPUHKN
TPABA

Tpasa no 50 r abo
75Ty naykax 3
BHYTPILLUHIM
naketom; no 1,5ry
inNbTp-NakeTi; Mo
20 hinbTp-nakeTiB y
nayui abo y nauui 3
BHYTPILLUHIM MakeToMm

MpAT
"NikTpasun"

Ykpaina

MpAT "MikTpasn”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TMNy - 3MiHW 3 AKOCTI.
loToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWIA 3aci6 (iHLwi
3MiHN) - BHECEHHS 3MiH A0 cneuyvdikadii 3
KOHTPO/I0 NePBUHHOTO MakKyBaslbHOro
marepiany (Manip inbTpyBanbHMiA), a
came [JONOBHEHHS NOKa3HUKa
«lpeHTudpikauis (30BHILIHI 03HaKW)»
BK/TOYEHHSIM [0AAaTKOBUX O3HaK A/1A
Bi3yasIbHOr0 KOHTpPOsio «6) Konip»

6e3
peyenma

UA/3538/01/01

93.

MEAPOJ/TIH

PO3YMH N5t iH'EKLN,
30 mr/mn; no 1 mn
PO34MHY B amnyni;
no5awmnyny
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLy
B KapTOHHI1 kopobui

TOB «YOP/I
MEONLIH»

YkpaiHa

dapmaBixH CaH.
Be Tigx. A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavjiitHmx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo JOCNIMKEHDb 3
6e3nekn 3acToCyBaHHS NiKapcbKoro
3acoby B nmicnspeecTpainHnii nepioa, abo
SIK pe3yibTar OUiHKW 3BiTY 3 AOCNIKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NaHy
negiarpuyHux gocnimkerb (PIP) (3MiHy

3a
peyenmom

He
nionsiecae

UA/14770/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Y3rO[KEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHWN BHECEHO [0 IHCTPYKLIT ANnA
MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
3acoby A0 po3ainy "3actocyBaHHs y
nepiog BaritTHOCTi abo rogyBaHHs rpyaar”
3 6e3nekn 3aCToCyBaHHS Ajilo4oi PeyOBUHN
BiANOBIAHO A0 pekomeHaauin PRAC.
TepMiH BBELIEHHS 3MiH - NPOTArom 6
MiCsILiB Micnsi 3aTBEPAKEHHS.
94. MENINPAMIH® | TabneTku, BKpUTI 3AT YroplwuHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaviitHmx 3a - UA/0320/02/01
nAiBKOBOO dapmaueBTny dapmavleBTUYHNI marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI. peyenmom
060/10HKOI0, N0 25 HWi 3aBOf 3aBog ElIC CepTtudpikaT BignosigHocTi/l E-cepTudikar
Mr no 50 TabneTok y ErC BiANOBIAHOCTI EBponeichbkili
CKNsHOMY hnakoHi; thapmakonei/moHorpadii. NogaHHA HOBOrO
no 1 conakoHy B abo oHoBNeHoro ceptudiikata
KapTOHHI KopooLli BiNOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBigHOCTI €EBpONeChbkiii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif yxe 3aTBepAXeHOro
BUPOGHMKa - MoAaHHs OHOBNEHOTO
cepTudikaTa BignNoBigHOCTI EBpONEChKiii
thapmakonei ana A®l IminpamiHy
rigpoxnopug Ne R1-CEP 2002-051-Rev 02
(nonepegHs Bepcis CEP Ne R1-CEP 2002-
051-Rev 01) Bif BXe 3aTBEPAKEHOTO
BUpo6HuKa TEVA Pharmaceutical
Industries LTD.
95. MENICH TpaBano50ry MpAT Ykpaina MpAT "“NikTpasu" Ykpaina BHECEHHS 3MiH [0 peecTpaviintHnx 6e3 - UA/8919/01/01
TPABA naykax 3 BHyTpILLHIM "NikTpasun" matepianis: 3MiHK | TUNY - 3MiHK 3 AKOCTI. peuyenma
naketom, no 1,5ry loToBMiA nikapcbkuii 3acib. Cuctema
inbTp-NakeTi; Mo KOHTeliHep/3akynopoBa/ibHWii 3aci6 (iHLWi
20 hinbTp-nakeTiB y 3MiHW) BHECEHHS 3MiH A0 crneundikauii 3
nauyyi; no1,5ry KOHTPO/0 NEPBUHHOIO NakKyBasIbHOIo
DiNIbTP-NakeTi; No mMatepiany (Manip inbTpyBanbHMiA), a
20 hinbTp-nakeTiB y came [0MOBHEHHS NOKa3HUKa
nayuj 3 BHyTPILWHIM «lgeHTudikalis (30BHiLLHI 03HaKK)»
nakeTom BK/TIOYEHHAIM [0AaTKOBUX O3HaK A/1A
Bi3ya/IbHOr0 KOHTPOs0 «6) Konip».
96. HATPIO PO34MH AN iHAYSIN, MpAT YKkpaina MpAT Ykpaina BHECEHHS 3MiH 40 PEeECTPaLiiHNX 3a - UA/13841/01/01
xnoeua- 9 mr/mn, no 100 mn "®hapmaueBTu "papmMaueBTNYHA martepianis: 3MiHK | TNy - 3MiHW 3 AKOCTI. peyenmom
AAPHULUA ab6o no 200 mn abo YyHa hipma ipma "apHuua" [OTOBWIA NiKapcbkuMii 3aci6. 3MiHN Y
no 250 mn, abo no "fapHnus” BMPOGHULTBI. 3MiHW Y NpoLeci
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
400 mn, a6o no 500 BMPOGHMLITBA FOTOBOTO /1iKapCbKOro
My chnakoHax; no 3aco06y, BKIOYaoum NPOMKHUI NPOAYKT,
100 mn y chnakoHax, LLIO 3aCTOCOBYETLCSA NPY BUPOBHULTBI
no 40 chnakoHiB y rOTOBOrO JlikapCbkoro 3acoby (iHLWi 3MiHK)
Kopobkax; no 200 NoJOBXEHO TePMiH 36epiraHHsA
M a6o no 250 mn, MPOMDXHOro NpoAaykTy 3 32 roguH 8o 62
ab6o no 400 mn, abo roAvH. 3MiHW | TNy - 3MiHK 3 AKOCTI.
no 500 mny [OTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
dnakoHax, no 20 BMPOGHMLTBI. 3MiHa po3mipy cepii
doNakoHiB y (BkntOYaOuM gianasoH po3mipy cepii)
Kopobkax roTOBOrO NikapcbKoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM
pO3MipoOM) BBELEHHS [04aTKOBOIO
po3mipy cepii M3y dnakoHax
noninponisnexHosunx no 100 mn — 14 400 n
(144,0 Tnc. dn.).
97. HENPO-HOPM Kancynu no 10 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpavjiitHmx 3a - UA/3685/01/01
Karncysn y KOHTYpPHiii "®apmauesTu "®apmMaueBTNYHa marepianis: 3miHu | Tmny - 3miHK Woao peyenmom
YapyHKOBIli yHa dhipma thipma "AapHuusa" 6e3nekn/edpeKTNBHOCTI Ta
ynakoBLii; no 2 abo 6 "OapHnus" thapmakoHarnagy (iHLwi 3MiHun)
KOHTYPHUX OHOB/EHHSA TEKCTY MapKyBaHHS yMakoBKM
YapyHKOBUX nikapcbKoro 3acoby, a came: BUyYEeHHS
yNakoBOK y nauli TEKCTYy MapKyBaHHSA POCIiCbKOK MOBOIO.
TepMmiH BBELEHHS 3MiH NPOTArom 6 micauis
nicns 3aTBepAKEHHS.
98. HENPOPYBIH PO3YMH N5t iH'EKLN, TOB «TeBa YkpaiHa Mepkne M'vbX, HimeuyunHa BHECEHHS 3MiH [0 peecTpavjiitHmx 3a - UA/10051/01/01
™ no 3 mn B amnyni; YKpaiHa» HimeuunHa marepianis: 3mMiHu | TMNy - 3MiHM 3 AKOCTI. peyenmom

[oTOBWIA Nikapcbkumii 3aci6. 3miHN Yy
BMPOBOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro
3aco0y, BKIOYaUy NPOMDKHUI NPOAYKT,
LL|0 3aCTOCOBYETLCS NMPU BUPOOHULTBI
rOTOBOrO /liKapCbKOro 3acoby (HesHauyHa
3MiHa y npoueci BUpoOHNLTBA) He3HaYHa
3MiHa B NPUMITL WOAO KinbkoCTi AD|
LliaHoko6anamiH, L0 3aCTOCOBYETLCS NpU
BMPOOHWLTBI FOTOBOrO /liKapCbKOro 3acoby
Y 3B'A3KY i3 3aMiHOK NpUMITKM "note water
content" Ha "assay content" B onuci
NPUroTyBaHHsA cepil. 3MiHu | Tuny - 3MiHn 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3mMiHM y
BMPOGHMLTBI. 3MiHM Y npoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco06y, BKIOYauM NPOMKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCSH NPY BUPOOHNLTBI
roTOBOrO NikapcbKoro 3acoby (He3HauHa
3MiHa y npoLeci BUPO6HMLTBA) HE3HAYHA
3MiHa B NpUMITL, WoAO0 KinbkocTi AdI

no S awmnyny
KopoobLi

(BUpOGHMLTBO 3a
MOBHUM LVIK/IOM,
KOHTPO/b SKOCTI)
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
TiamiHy rigpoxnopua, Wwo 3aCTOCOBYETbLCA
npw BUPOOHULITBI FOTOBOTO J1iKAPCbKOro

BMpOGHMUTBA /13, a came AofaBaHHAM
napamMeTpy "30BHILLHIi BUTNSA PO3UMNHY",
OCKi/Ibku napameTp «30BHiLLHi BUrNSa»
BXe OyB YacTMHOW cnevudikadii nig yac

TEXHO/OTYHOro KOHTPOJIIO B MPOLEC
BMPOGHMLTBA NPOAYKTY. 3MiHuM | Tumy -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHK BUNpOOyBaHb

abo

3aMmicTb TOYHO 3afaHoi TemnepaTypu 20°C
NPOMNOHYETLCA BKa3aTu 6-IM3bknii A0 Hei
TemneparypHuii iHTepsan 18°C - 22°C.)
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIiA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI.
3MiHu BUNpobyBaHb abo A0NYyCTUMMX
MeX, BCTAHOB/IEHWX Y creumndikayisx, nig
yac BMPOOHMLITBA FOTOBOTO /liKAPCbKOro
3acoby (foaaBaHHA HOBOTO MeToay
BUNPOBYBaHHA Ta JOMYCTUMUX MEX)

3aco6by y 3B’A3Ky i3 3aMiHOK NPUMITKM
"note water content" Ha "assay content" B
onwvci NnpuroTyBaHHA cepii. 3MiHn | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA FOTOBOrO /iKapCbKOoro
3aco6y, BK/IOYAKUM NMPOMKHWIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NMPU BUPOOHNULTBI
roTOBOrO NiKapcbkoro 3acoby (HesHavyHa
3MiHa y npoueci BUpoBHMLTBA) HE3HAYHI
3MiHM B Onuci eTanis BUPO6HMLITBA
roTOBOrO JliKapcbKkoro 3acoby. 3miHu | Trny
- 3MiHKM 3 iKOCTi. TOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHN Y
npoLieci BUPOGHMLITBA FOTOBOMO
nikapcbKoro 3acoby, BKIYaumn
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npw BUPOOHULITBI FOTOBOTO J1iKAPCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BMPOGHMLITBA) -
He3HauHe YTOYHEHHS B ONWCi yMOB
BMPOGHMLITBA FOTOBOTO NiKapCbKOro
3acoby ( Ha ETani 2: «[purotyBaHHs
cepii» B onuci BUpo6GHNYOro npouecy

He3Ha4He YyTOYHEHHA B onuci ymoB

A0oNyCTUMNX MeX, BCTaAHOBJIEHUX Y

cneumdikauisix, nig yac BUpo6HULTBA
rOTOBOrO J1iKapCbKOro 3acoby (foAaBaHHs
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
HOBOro MeToAy BUNpobyBaHHS Ta
[ONYCTUMUX MeX) OHOBJ/IEHHS KOHTPOSIHO

3a Bi;60pOM 3paskiB A4/17 [OCNIMHKEHHS
6iOHaBaHTaXXEHHS, L0 NPOBOAUTLCA Ha
MNOCTIlHI OCHOBI 719 KOXHOT cepil
npoTArom 6araTbox POKiB
(3anponoHoBaHo: Filling Bioburden
Sample 1 (before first filtration) < 100
CfU/ml (Ph. Eur.) Bioburden Sample 2
(before final filtration) < 10 Cfu/100 ml (Ph.
Eur.)). 3miHu | TMny - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbkMii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac BUpo6HULTBA
rOTOBOrO J1iKapCbKOro 3acoby (BUTyYeHHs
HecyTTeBOro BMNPobyBaHHA B NpoLECi
BVMPOGHMLTBA) BUSTYHYEHHSI KONIbOPOBOro
KOAYBaHHSI NEPBUHHOI YNaKOBKV B MPOLLECi
BUPOGHUUTBA. 3MiHW | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac BUpobHULTBA
rOTOBOrO /1iKapCbKOro 3acoby (BUTyYeHHs
HecyTTeBOro BUNpobyBaHHA B NPOLECi
BMPOGHULITBA) BUTyYEHHS NapameTpa
«O6'em po3nMBY» 3 ONWCY NpoLecy
BUPOGHUUTBA. 3MiHW | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac BUpo6HULTBA
rOTOBOrO /1iKapCbKOro 3acoby (BUTyYeHHs
HecyTTeBOro BUNpobyBaHHA B NPOLECi
BMPOGHULITBA) BUSTYYEHHS NMOKa3HUKa
«TouKa 3anatBaHHs», 3 ONNCY npoLiecy
BUPOGHUUTBA. 3MiHW | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac BUpo6HULTBA
rOTOBOrO /1iKapCbKOro 3acoby (BUTyYeHHs
HecyTTeBOro BUNpobyBaHHA B NPOLECi
BMPOGHULITBA) BUTyYEHHS METOLY
TOHKOLLIAPOBOI Xpomarorpadii Ans
KOHTPO/I0 B NpoLeci BUPOGHNLTBA. 3MiHN

| TNy - 3MiHK 3 skocTi. FoToBUIA
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI.
3MiHu BUNpobyBaHb abo A0NYyCTUMMX
MeX, BCTAHOB/IEHWX Y creumndikayisx, nig
yac BMPOOHMLITBA FOTOBOTO /liKAPCbKOro
3aco6y (iHLWi 3MiHM) 3MiHa NO3HAYEHHS
iHTepBany Ansa napameTpy "O6'em, WO
ekcTparyetbcs” (3aTBepmxeHo: 3,00 mn -
3,45 Mmn; 3anponoHoBaHo: 2 3,00 mn).
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIiA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI.
3MiHu BUNpobyBaHb abo A0NYyCTUMMX
MeX, BCTAHOB/IEHWX Y creumndikayisx, nig
yac BMPOOHWLITBA FOTOBOTO /liKAPCbKOro
3aco06y (iHWi 3MiHK) 3MiHa NOCUNaHHS Ha
MeTO[, BU3HAYEHHA NapameTpy «3HaYeHHs
pH>» 3 BHYTPILIHBLOrO METOAY Ha MeTof,
EP. 3MiHu | Tuny - 3miHn 3 skocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI.
3miHu BUNpobyBaHb abo AONYCTUMMX
MeX, BCTAHOB/IEHMX Y cneumdikalisx, nig
yac BMpOBHMLUTBA FOTOBOrO NiKapCbKoro
3aco6y (iHWi 3MiHM) 3MiHa NOCUIaHHS Ha
MeToZ BU3HAUYeHH napameTpy «lycTuHa»
3 BHYTPILLUHBOrO 3 BHYTPIWHLOTO METoAY
Ha meTog EP
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI.
3miHu BUNpobyBaHb abo AONYCTUMMX
MeX, BCTAHOB/IEHMX Y cneumdikalisx, nig
yac BMpOBHMLUTBA FOTOBOrO NiKapCbKoro
3aco6y (iHWi 3MiHK) 3MiHa NOCUIaHHS Ha
MeTOZ, BU3HAUYEHHA napameTpy
«OCMONSANBHICTb» 3 BHYTPILLIHLOTO METOAY
Ha meTog EP. 3miHun | Tuny - 3miHn 3
sKocTi. FoToBMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHN BUNpPOOYyBaHb abo
[OMYCTUMNX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpo6HULTBA
rOTOBOrO J1iKapCbKOro 3acoby (iHLUi 3MiHK)
3MiHa NOCWU/aHHA Ha MEeTOZ BU3HAYEHHS
napameTpy «Vessel» 3 BHyTPiLLUHbOro
MeToay Ha metofn EP
3MiHu | TUny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHu BUNpobyBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX Y crieumndikayisx, nig
yac BMPOOHWLTBA FOTOBOTO /liKapCbKOro
3aco6y (iHWi 3MiHK) 3MiHa NOCK1aHHA Ha
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

MeTog BU3HauYeHHs napameTpy «O6’em,
L0 BUTArAETLCS» 3 BHYTPILLUHLOTO MeToay
Ha meTof, EP, BHECEHHS peaakLiiHUX 3MiH
Ta 3MiHa hopMynioBaHHSA TEKCTY. B sakocTi

pefakuiiHux 3miH 6yna BunpasneHa
HacTynHa iHchopmauis B po3gini 3.2.P.3.2.
Cknafi Ha cepito: CNOBO «neu»

BUK/IIOYEHO, OCKifIbKW iCHY€E Nn1Lle oOAWH
cknag, /13 Heilpopy6iH B amnynax rno 3 msi;
[0faHo «range» A0 po3Mipy cepii; 3MiHa

hpasun «ampoules until" Ha "ampoules to" -

BUIy4eHOo nocunaHHsa Ha SAP-No. - Y
TabnuLj peyoBMH 3anpONOHOBAHOIO ONUCY
Br1po6HMLTBa NOA7-HB-05 "Kaliumcyanid"

3amiHeHo Ha "Potassium cyanide". Onuc

BUWXiJHOI PEYOBWHMN BUMNPaB/IEHO A1
BiANOBIAHOCTi ONUCY BUXIAHOT PEYOBUHU 3

AaHuMun cuctemun SAP. - Y Tabnuui
PEYOBVH 3anponoHOBAHOI0 ONucy
BMpo6HUUTBa NOA7-HB-05 "Sodium
hydroxide, purest" 3amiHeHO Ha "Sodium
hydroxide". Onuc BMXigHOT pe4yoBnHU

BUNpPaBeHO A1 BigNOBIAHOCTI onucy

BMXi4HOT PEYOBVHN 3 AaHUMU CUCTEMU

SAP. - Y yacTuHi BUNnpobyBaHb gofaHo
opasy "Nitrogen - purity meets the
requirements of the currently valid Ph.
Eur". - ®pasy «The raw materials comply
with the currently valid specifications of the
Raw Material Control Dept.» 6yno
YTO4YHEHO B YacTuHi «Control Department,
Raw Material Control». B sikocTi
pefakuiiiHux 3MiH 6y/M BUNpaB/ieHi

HaCTYMHi hparMeHTn TeKCTy B po3Aini
3.2.P.3.3 "Onuc BnpobHMYOro npoecy Ta

KOHTPOO nmpoLecy": - 3aMiHeHO dopasy
«The plants are suitable for the intended
batch size, and are cleaned according to
stipulated operating procedures» Ha “The

equipment is suitable for the intended
batch size, and are cleaned according to
stipulated operating procedures” - gogaHo
dhpasy “The following quantities are given

as an example for the batch size of 480
liter” 0o po3Ainy NPUroTyBaHHSA PO34nHY
(Etanu 1-3). - N2 3amiHeHo Ha «Nitrogen»

- «high of revolutions» 3amiHeHO Ha
«revolution speed» - BUKNHOYEHO
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

nocunaHHsA Ha SAP-No. - oanHWLi BUMipY
mMacu 3MiHeHo 3 “KG” Ha “kg” - dpasy
“Stirring, mean number of revolutions”
3amiHeHo Ha “Stirring, medium revolution
speed” - na napameTpy pH croso
«Requirement» 3amiHeHO Ha «Limit-pH» B
AKOCTI pefakuiiHiX 3MiH 6yn BUNpaB/ieHi
HaCTYNHi hparMeHTn TEKCTY B po3Aini
3.2.P.3.4 "KOHTPO/b KPUTUYHWX CTafii i
NMPOMiXHOI NpoAykKuii": - Ha3Ba po3ainy
3MiHeHa 3 «Process-related IPC controls»
Ha «Process-related in-process»,
BMy4YeHo hpasm “ranges of tolerance
respectively” and “(see enclosure IPC-
testing instructions)” - BUK/TOY4EHO
nocunaHHA Ha SAP-No. - [lo onucy
MOKa3HWUKa rycTyHa, L0 KOHTPOETLCA
nig, yac BMpo6bHULTBa, fodaHa hpasa
"Specification of the in-process control". -
[0 onucy nokasHuka pH, Lwo
KOHTPOJIKOETLCA Mif Yac BUPOOHMLTBA,
nopaHa dopasa "Specification of the in-
process control" Ta "Process
manufacturing instructions"”. - Ha3Ba
napameTpy «Container» 3amiHeHO Ha
«Vessel».

99.

HEKCIYM

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, Nno 20
Mr; MO 7 TabneTok y
6nicTepi; no 1 abo
no 2 6nictepun y
KapTOHHI KOpo6Lii

AcTpa3eHeka
HOK NimiTepq,

Benuka
BpuTtaHis

Brpo6HMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs1,
MapKyBaHHs/36epi
raHHA Ta BUMYCK
cepii roToBoro
nikapcbKoro
3acoby:
AcTpa3eHeka Ab

Lsewis

BHECEHHS 3MiH [0 peecTpaLinHnx
matepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMpO6HUKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIOYaUY AibHAL
BWMNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a AKY
BiAnoBigae BUpo6HuK/iMnopTep,
BK/IHOYAOUM BUMYCK Cepiid) 3MiHa
MOLUTOBOrO iHAEKCY Ta 3a3HaYeHHs
BMPOBHMUNX PYHKLi BUpOOHUKa B MKA
N3. 3MiHV BHECEHO B iHCTPYKLt0 Ans
MeAMYHOro 3aCTOCYBaHHSA NMiKapCbKoro
3acoby y po3ain «MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NpoBaKEHHS MOro AiANbLHOCTI» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBK/ NiKapCcbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MicsLiB nicns 3aTBepaKeHHs. 3MiHu | Tuny

3a
peyernmom

He
niosisieae

UA/2534/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
- 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHSA
TEKCTY MapKyBaHHS BTOPUHHOT YNaKkoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
100. | HEKCIYM TabneTkn, BKpUTI AcTpa3eHeka Benwuka Brpo6HMLUTBO, LLiBeuis BHECEHHS 3MiH [0 peecTpavyiinHmx 3a He UA/2534/02/02
NNiBKOBOKO HOK Nimiteq, BpuTaHis KOHTPO/b SKOCTI, matepianis: 3MiHu | Tuny - peyenmom nionsieae
060710HKOI0, Mo 40 nakyBaHHs, AfMiHICTpaTMBHI 3MiHW. 3MiHa
Mr; no 7 TabneTtok y MapKyBaHHs/36epi HalilMeHyBaHHs Ta/abo agpecu micus
6nictepi; no 2 raHHs Ta BUMYCK NPOBaPKEHHSA AiSNIbHOCTI
6nictepn y cepii rotoBoro BMPOGHMKa/iMnopTepa rotoBoro
KapTOHHI KopooLi nikapcbKoro NikapcbKoro 3acoby, BKIOUaUN AibHAL
3acoby: BUNYyCKy cepii abo MicLe NnpoBeaeHHs
AcTpa3eHeka Ab KOHTPOJIIO SKOCTI. (AiANbHICTb, 3a AKy
BiAMoBigae BUpo6HuK/imnopTep,
BK/IOUAOUM BUMYCK Cepiid) 3MiHa
MOLUTOBOrO iHAEKCY Ta 3a3HaYeHHs
BMPOBHMUNX DYHKLi BUpobHUKa B MKA
N3. 3MiHV BHECEHO B IHCTPYKLiO 415
MeZMNYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby y po3ain «MicLe3HaxomKeHHs
BMpO6HUKa Ta agpeca Micus
NPOBaKEHHS NOr0 AiS/IbHOCTI» 3
BiANOBIAHVUMY 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBK/ Nikapcbkoro
3acoby. BBeeHHs 3MiH NpOTArom 6-Tu
MicALiB nicnsA 3aTBepKeHHs. 3MiHu | Trny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) OHOBNEHHSA
TEKCTY MapKyBaHHs1 BTOPMHHOI YNakoBKu
niKkapcbkoro 3acoby. BeegeHHs 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
101. | HIKOPETTE® rymMKa XyBasibHa MakHin AB Lliseuis MakHin Ab Llseuis BHECEHHS 3MiH [0 peecTpavjiitHmx 6e3 nionsicae UA/10734/01/01
3MMOBA NikyBasibHa no 2 Mr; mMartepianis: 3MiHu | TUNy - 3MiHM WOA0 peyenma
M'ATA no 15 rymok 6e3nekn/edheKTNBHOCTI Ta
XKyBa/IbHUX Y hapmakoHarnagy (iHwi 3MiHun) - 3MiHK
6nictepi; no 2 BHECEHO B IHCTPYKLiIO 418 MeguyHoro
6nictepu B 3acToCcyBaHHS Nikapcbkoro 3acoby y
KapTOHHI ynakoBLi po3ain «Micue3HaxoKeHHs
npeacTaBHVKa 3asBHUKa». TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPAKEHHS
102. | HIKOPETTE® rymMKa XyBasibHa MakHin Ab LLBeuis MakHin Ab LLiBeuis BHECEHHS 3MiH 40 PEeECTPaLiiHNX 6e3 niosisieae UA/10734/01/02
3MMOBA NikyBasibHa no 4 wmr; mMartepianis: 3MiHu | TNy - 3MiHW WoOA0 peyenma
M'ATA no 15 rymok 6e3nekn/edeKkTnBHOCTI Ta

KYBaJIbHUX Y

hapmakoHarnsgy (iHwi 3MiHKn) - 3MiHn
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6nicTepi; no 2 BHECEHO B iHCTPYKL,i0 4518 MEANYHOIO
6nictepu B 3acTocyBaHHA NiKapcbKoro 3acoby y
KapTOHHIlA ynakoBL,i po3ain «Micue3HaxomKeHHs
npeacTaBHUKa 3asiBHUKa». TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPLKEHHSA
103. | HITPOMIHT® cnpei 3AT YropLlmHa 3AT YropuHa BHECEHHS 3MiH [0 peecTpavyiinHmx 3a - UA/7912/01/01
cybniHrsanibHuiA, 0,4 | dapmaueBTuy dapmaLeBTUYHNI matepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peyenmom
mr/go3y no 10 r (180 HWin 3aB0f 3aBog ElC oToBMIA Nikapcbkuii 3aci6. Cuctema
[0,03) po34nHy B EriC KOHTeliHep/3akynopoBasnbHuii 3aci6.
npo3opomy 6asnoHi 3 3miHa napameTpiB cneyudikaii Ta/abo
uuknoonediH [0MNYyCTUMMX MEX MEPBUHHOI YNakKoBKN
cononimepy, 3 rOTOBOrO J1ikapCbKOro 3acoby (BUTyYeHHs
[03YH0UNM He3Ha4yHOro NokKasHuKa (Hanpuknag,
NPUCTPOEM, 3 3aCcTapisioro NokasHMKa)) BHECEHHS 3MiH
PO3MUIIIOKYOI0 [0 MaTepianiB peecTpauiiHoro Jocbe Ha
ro/I0BKOK Ta nikapcbkuii 3aci6 HITPOMIHT®, cnpeii
3aXUCHUM cybniHreanibHuia, 0,4 Mr/go3y y 3B'A3Ky i3
KOBMa4koM, 3 BUTYYEHHAM MEeTOoAY BUNPOGyBaHHSA
KOHTPOMIEM MepLIoro «Examination of the packaging» ans
BiAKPUTTA Y po3nuaoBanbHOT roniskv. 3miHu Il Tuny -
KapTOHHI kopobuyj; 3MiHu 3 SKocTi. MeguyHi npucTpoi. 3miHa
B &/1lOMiHIEBOMY NPUCTPOIB AN5 BUMIpIOBaHHA 03U abo
6as10Hi 3 403y0UMM BBE/EHHS NiKapCbKOoro 3acoby (fofasaHHs
NPUCTPOEM, 3 ab0o 3amMiHa NpUCTPOLO, AKMIA He €
PO3MU/I0HYOK0 HEeBi/Zl'EMHOI0 YaCTUHOI MEePBUHHOT
rO/I0BKOIO Ta ynakoBku) - Cnericep 15 A030BaHNX
3aXVUCHUM iHranATopiB abo iHLWi NPUCTPOT, SAKi MOXYTb
KoBNaykom, y MaTun 3Ha4yHUlA BNMB Ha gocTaBky Adly
KapTOHHI KOPOOL; nikapcokin hopmi (Hanprknag
Hebynaiizep) BHeceHHSs 3MiH A0
Marepianis peecTpaLiiHoro 4OCbe Ha
nikapcbkuii 3aci6 HITPOMIHT®, cnpeii
cybniHreasibHuiA, 0,4 Mr/go3y y 3B'A3Ky i3
3aMiHOI0 TUMy PO3NUOBA/ILHOT TONIBKY .
104. | HI®PYPOKCA3W | TabneTtku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpalinHnx 3a He UA/1370/01/01
A NNiBKOBOKO "KniBmegnpen "KuisMegnpenapa mMartepianis: 3MiHu | TUNy - 3MiHW WoA0 peyenmom niossieae
060/10HKOH0, 1Mo 200 apar” T 6e3nekn/edheKTUBHOCTI Ta
mr; no 10 TabneTok hapmakoHarnsgy. 3miHa y KopoTkii
y 6nicTtepi; no 1 abo XapaKTepucTuLli fikapcbkoro 3acoby,
2 6nicTepu B navui TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHSA NiKapcbKoro
3acoby B nicnspeecTpauiiiHnii nepiog, abo
SIK pe3yibTaT OLiHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHNX BigNoBiAHO A0 NaaHy
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

negiatpuyHux gocnimpkersb (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHV BHeCeHi Ao IHCTpyKUiil Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby A0 po3Ainis "dapmakosoriyHi
B/1ACTMBOCTI", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyaa” Wwono
6e3nekn 3acTocyBaHHs Ail040i PEHOBUHU.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepmKeHHs. 3asBHNKOM HafaHO
OHOB/EHUIA MNaH ynpasniHHSA pu3nkamu
Bepcis 1.0 3miHM BHECEHO 0 YacTuH: |
«3arasibHa iHghopmavis», |l «Cneumdikauis
3 6e3nekun» (Moayni CVII «lgeHTudikosaHi
Ta NoTeHUiHi pusuku», CVIIl «Pestome
npo6siem 6e3nekn»), Il «MnaH 3
hapmakoHarnsgy», V «3axoam 3
MiHimi3auji pusmkiB», VI «Pe3ome nnaHy
ynpasniHHA pusmkamm» VIl «JogaTkn» y
3B'A3KYy 3 3MiHOI0 Knacudikauii npobnem 3
6e3nekv Ta KoperyBaHHSAM PYTUHHUX
3ax0fiB 3 MiHiMi3aLii pu3nkiB Ha nigcTasi
pekomeHgauii PRAC wwWoao 3MiHn
iHchopmawii 3 6e3neku B NPOEKTi IHCTPYKL,ii
AN MeANYHOro 3acTocyBaHHA. 3MiHW |
TUny - 3MiHu WoAo 6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn). 3miHu
BHECEHI [0 IHCTPYKUiT AnA MeandYHOro
3acToCyBaHHS fikapcbKoro 3acoby Ao
po3giny "MobiuHi peakuii* 6e3nekn
3aCcTOCyBaHHSA NiKapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicNs 3aTBEPAKEHHS.

105.

HOTTA®

Tabnetkn, no 12
Tabnetok y 6nictepi;
nol, 2, 3a6o4
6nictepn y
KapTOHHI Kopo6Lii

Pixapa
BitTHep Al

ABCTpis

Pixapg bitTHep Al

ABCTpist

BHECEHHS 3MiH [J0 peecTpaLjiitHmx
marepianis: 3MiHu | TUny -
AZMiHIiCTpaTuBHI 3MiHW. BunyueHHs
BUPOBHMYOT AiNbHULL (BK/THOYAOUN
AinbHuui ana A®l, npoMixXHOro NpoaykTy
abo roToBOro nikapcbLKoro 3acoby,
AiNbHUL AN NPOBEEHHA NaKyBaHHS,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a BUMYCK
cepiid, MicLie NpoOBeAEHHSI KOHTPOSHO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo LONOMIXXHOI pe4OBUHM
(AKLLLO 3a3HAYEHO Y A0CHE).
AAMiHICTpaTUBHA 3MiHa BUYyYEHHS
BMPOGHUWYOI AinbHuui MN13: ApTtesaH

6e3
peyenma

UA/10043/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

dapma 'm6X eHg Ko. KIM, HimeuuunHa, ska
Bignosigae 3a BUPOOHULTBO
Hepo3dhacoBaHOro NPoAyKTy (NpecyBaHHS
Tabs1eToK), NEPBUHHE NaKyBaHHS,
BTOPWHHE NakKyBaHHS, KOHTPO/b SKOCTI.
3a/MWaETbCA anbTepHATUBHUIA BUPOGHMK,
KOTpUiA BUKOHYE Taki cami doyHKLT, AK i
BunyyeHuii (Pixapg BitTHep A, ABcTpis).

106.

OHABET

Kpem, 20 mr/r; no 20
ry Ty6i; no 1 Ty6i B
KapTOHHI ynakoBLi

neHmapk
PapmMacboTUK
ans JiTa,.

IHgis

neHmapk
PapmacboTKan3
nra.

IHais

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3mMiHu | TMNy - 3MiHK 3 SKOCTI.
[OTOBMIA NikapcbkuMii 3aci6. KoHTposb
roTOBOrO JliKapCbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (fonoBHEHHS cneuyndikauii HoBUM
MOKa3HUKOM 3 BifNOBIAHNUM METOAOM
BMNPO6YBaHHA) AONOBHEHHA cneuudikauii
N3 3a napameTpom «MikpobionoriyHa
yuctoTta» nokasHvkom «Burkholderia
cepacia complex» 3 BiANOBIAHUM METOA0M
BMNPO6YBaHHS, BiANOBIAHO A0 BuMor USP.

6e3
peyenma

UA/10907/01/01

107.

NANNALA

Kpansi O4Hi, po3ynH
1 mr/mn; po34mH no
5 mn y chnakoHi-
KpanenbHuu; no 1
nakoHy-
KpanenbHuLi B
KapTOHHI KopooLli

TOB «YOPNL,
MEANLIH>

YkpaiHa

YOPA[,
MEAMLVH INAY
CAH. BE TIDXK.

AL

TypeuyunHa

BHECEHHS 3MiH [0 peecTpavljiinHmx
marepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA Nikapcbkunii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo
[0MYyCTUMMX MEX FOTOBOTO NiKapCbKoro
3acoby (4ONoBHEHHS abo 3amiHa
nokasHuka cneyudikauii 3a pesynbtaramu
AocnimkeHb 3 6e3nekn abo skocTi (3a
BMHATKOM JliKapCbK1X 3aco6iB
6ionoriyHoro/iMyHoONOr4YHOr0
MOXOLP)KEHHS1)) BHECEHHS HE3HAYHUX
3MiH/YyTO4YHEHb A0 creundikaii Ta
MeToZiB KOHTpoto /13 3a nokasHukamu
«O6’em BMICTYy hriakoHa» Ta «KinbkicHe
BU3HAYEHHA» Yy 3B'A3KY 3 pekomeHgauieto
[JepxaBHOi HaykoBO-A,0CNiAHOT
na6opatopii 3 KOHTPOH SAKOCTI
nikapcbkoro 3acob6iB AY «IM'3 HAMHY ».
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB
nicns 3aTBepkeHHsA. CynyTHs 3MiHa -
3MiHu 3 sKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MikapcbKoro 3acoby.
3mMiHa y MeTogax BMNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX METOAaX BUNPOGYBaHHS)

3a
peyenmom

UA/14645/01/01

108.

NAHTEHO/

niHa HawkipHa, 50

TOB

YkpaiHa

TOB "Mikpochapm”

YKpaiHa

BHECEHHS 3MiH 40 PEECTPALiiHNX

6e3

UA/8333/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

AEPO30/1b

mr/r, no 58 r abo
116 r B KOHTElIHEPI;
no 1 koHTeliHepy y
nauj 3 KapToHy

"Mikpodpapm"

marepianis: 3mMiHu | TMNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO JliKapCbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK). BHeceHHs 3MiH B
cneundikauito LLoA0 NepiognyHoCTI
Mikpo6ionoriyHoro koHTponto M3, a came:
3MiHa PYTUHHOCTI NPOBELEHHS aHaNi3y
MBY (monyckaeTbca NPOBOAUTUN KOHTPO/Tb
KoxHoI 10 cepii ['N13, ane He MeHLuUe oAHiel
cepii NOBUHHO BYTN NepeBipeHo B
KOXHOMY KasleH[apHOMY poLli, B AKOMY
3iACHIETLCS BUMYCK NPOAYKLi)

peyernma

109.

NAPAAIH

PO3unH ANs iHAY3il,
10 mr/mn; no 50 mn
a6o 100 mny
KOHTeliHepax, no 1
ab6o 12 KoHTeliHepiB
Y KapTOHHiIli KopoobLi

€8Bpo
Naidokep N4,

Benuka
BpuTtaHis

Ec.Ci. IHdhomen
®nyigc C.P.J.

PymyHis

BHECEHHS 3MiH [0 peecTpaLinHnx
mMarepianis: yTOUHEHHA peecTpaviiiHOl
npoueaypu B Hakasi MO3 YkpaiHu Ne

388 Big 25.02.2023 B npoLeci BHECEHHSA
3MiH - 3MiHu | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy 3asBHMKa (BNacHmka
peecTpaLiiHOro NocBigYeHHs) - 3MiHa
agpecu 3asaBHuka. 3miHu | Tuny - 3miHun
wopo 6e3nekn/epeKTUBHOCTI Ta
chapmakoHarnsagy (iHwi 3miHu) - 3miHn
BHECEHO B TEKCT MapKyBaHHS Ha
NepBUHHIN ynakoBLi NikapcbKoro
3aco0by, a came: BUSTy4eHHSA iHchopmawii
040 3asBHUKA (NYHKT 5) Ta BHECEHHA
iHchopMmauii wopao komnaHii, wo
3AiliCHI0E MapKeTUHT (MYHKT 6), Ha
BTOPUHHII ynakoBLi slikapcbkoro 3acoby, a
came: BUyYeHHs iHchopmadii Wwoao
3asBHMKa (MyHKT 11) Ta BHECEHHSA
iHchopMmawii LLoa0 KoMnaHii, Wo 34ilicHoe
MapKeTuHr (NyHKT 17).

TepMmiH BBeZleHHS 3MiH NPOTArom 6 micauis
nicns 3aTBepAKeHHs.

3a
peyernmom

UA/15371/01/01

110.

NMAPALEETAMO
nconobn

TabneTku wunyui,
500 mr no 2
TabneTtkn y cTpuni;
no 6 ctpunis y
KOpo6Lii 3 KapTOHY

ToBapucTBO 3
0b6MexeHot
BiANOBiAAbHI
CTIO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

Ykpaina

ToBapucTso 3
06MexeHot
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KOMNaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3MiHu | TUNYy - 3MiHKN WoOA0
6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro

6e3
peyenma

niosnsiecae

UA/17144/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acoby B nicrisipeecTpawiiiHuii nepioa, abo
SIK pe3ynbTarT OUiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHNM OpraHom)
3MiHM BHeceHO [0 IHCTpyKuii Ans
MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro
3acoby A0 po3ainis "B3aemogis 3 iHWmMK
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiit”, "OcobmMBOCTi 3acTocyBaHHA"
3 6e3nekun 3acToCyBaHHS fjit0H0l PevyoBUHN
BiANOBIAHO A0 pekomeHAauin PRAC.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB
nicns 3aTeepmkeHHs CynyTHA 3miHa -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3MiHa(m)
[0 3060B'A3aHb Ta YMOB BMAaui
peecTpauiiHoOro NocBigYEHHS, BK/TKYakum
MnaH ynpasBniHHA pu3nkamu
(3acTOCyBaHHA TEKCTY, KW NOrOMXEHNI 3
KOMNETEHTHUM OpraHoM) 3asBHUKOM
Ha/fiaHo OHOBMEHWIA MNaH ynpaBniHHA
pu3snkamm Bepcia 2.0 3MiHN BHECEHO A0
yacTuH: V «3axo4u 3 MiHimi3auii pusukie»,
VI «Pe3tome nnaHy ynpasniHHA
pusnkammn», VIl «logatkn» y 38'A3Ky 3
OHOBJ/IEHHAM iH()OpPMaLlii B MPOEKTI
IHCTPYKUII Ha nigcTasi pekomeHaauit
PRAC.

111.

NEKTONIBAH®
nnoLL,

cupor, no 100 mny
chnakoHi; no 1
nakoHy pasom 3
[03YH0HO0 JTOXKOH
B NauLli 3 KapTOHY

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbknii 3aci6. Onuc Ta cknag,.
3MiHa y ckiagi (4oNoMiXHMX peqyoBUHaXx)
roTOBOro NikapcbKoro 3acoby (CMakoBi
no6askn abo 6apsBHVKM) - [logaBaHHs,
BWyYEHHS abo 3aMiHa — 3MiHa CMaKoBOI
[06aBK1: apomaT3aTop XapyoBuii
«BuLWHA 667» 3aMiHIOETbCA Ha
apomartunsarop «BuLiHsA», BUPOOHMLTBA
KoMmnaHii «Frey+Lau GmbH», HimeuunHa,
6e3 3MiHM KiNbKICHOTO BMICTY AaHoi
[L0MOMIXHOT peYOBVHM Y Npenapari. 3MiHu
BHeceHi y po3gin "Cknag" (4onomikHi
PEeYOBUHM) B IHCTPYKLiIO 4715 MEANYHOIO
3aCTOCyBaHHSA Ta K HacNifokK - y TeKCT
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefieHHs 3MiH NpOTSArom 6-Tn

6e3
peyenma

niosisieae

UA/9396/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

MiCsILiB MicNsi 3aTBEPAKEHHS.

112.

NENAPIOHII
KOPEHIB
EKCTPAKT
PIOKNIA

EeKCTPaKT piakuii
(cybeTaHuin) B
604kax NoniMepHNX
NSt BUPO6GHMLTBA
HeCTepUIbHUX
nikapcbkux hopm

MNAT
"Tanuucpapm”

YkpaiHa

MAT "Tanuudapm”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax

cneundikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTBLCS Y NpoLeci
BMPO6HUMLTBa ADI (iHLi 3MiHN)
CynyTHS 3MiHa - 3MiHKM 3 AKocTi. ADI.
KoHTponb A®I. 3MiHa y meTogax
BMNpo6ysaHHA A®| abo BuxigHoro
marepiany/npomixxHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npouieci Bupo6HuuTBa A®!| (iHLWi 3MiHK y
MeToAax BUNpobyBaHHA (BKIOYaoun
3amiHy abo fonoBHeHHs) Ad| abo

BWXiHOro/MPOMIKHOrO NPoAyKTY) -

BHECEHHS 3MiH J0 MaTepianis
peecTpaLiiHoro A0oCkE NiKapcbKoro 3acoby
MENAPFOHIT KOPEHIB EKCTPAKT
PIAKUI, ekcTpakT piakuii (cybcTanuis), a
came BHECEHHS Y cneumdikauiio Ta
METOAM KOHTPOSIO NiKapCbKOi POC/TMHHOI
cvpoBuHM MEIAPIOHIT KOPIHb,
OHOBJIEHY IH(DOPMALLitO MO MOKa3HMKax
"Onuc" Ta "CuToBuiA aHanis" (gnsa pisaHoi
CVPOBUHK). Y BUPOGHMLTBI NMENAPTOHIT

KOPEHIB EKCTPAKTY PIAKOIO,

HeobXxiAHe BUKOPUCTaHHSA BifbLu
ONTMMaJIbHOrO CMIBBIAHOLIEHHA YaCTUHOK

pizaHoi cupoBuHK MEAPIOHIT KOPEHIB,
a came MeHLOT BABIYi 40Ni NoAPIGHEHNX
KOPEHIB 3 pO3MipaMy 4aCTUHOK MeHLwe 1
MM (3 He 6inbLue 60%, [0 He Binblue
30%).

UA/13776/01/01

113.

NEPUHAONPU
N KPKA

TabneTkv no 4 wmr,
no 10 TabneTtok y
6nicTepi; no 3 a6o 9
6nicTepiB y
KapTOHHI KopooLi

KPKA, 8.4,
HoBo mecTo

CnoBeHisa

KPKA, a.4., Hoso
MecTo

CnoseHisa

BHECEHHS 3MiH [0 peecTpaviintHnx
mMartepianis: 3MiHu | TUNy - 3MiHW WOA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHSA NiKapCbKoro
3acoby B nicnapeecTpauiliiHnii nepiog, abo
SIK pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,

3a
peyenmom

He
nionsieae

UA/14789/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

NpoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (iHwwi
3MiHM). 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
3acoby Ao posainy "Mo6iyHi peakyii” 3
6e3nekn 3acTocyBaHHS fil040i PEYOBUHM
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB
nicns 3aTBepKEHHS.

114.

ANEPUHAONPU
N KPKA

Tabnetkv no 8 wmr,
no 10 Tabnetok y
6nictepi; no 3 abo 9
6nictepiB y
KapTOHHI KopooLii

KPKA, 8.4,
HoBo mecTo

CnoBeHis

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpavLiiniHx
mMartepianis: 3MiHu | TUNy - 3MiHW WoOA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHSA MiKapCbKoro
3acoby B nicnapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHUX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (iHwwi
3MiHM). 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby Ao po3ainy "MobiyHi peakuii” 3
6e3nekn 3acTocyBaHHSA fil040i PEUYOBUHM
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB
nicns 3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/14789/01/02

115.

NMEPMETPUH

PO3YMH HaLLKipHWTA
05%no50ry
nakoHi; no 1
hnakoHy B navw,

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavljiinHnx
mMartepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edhekTVBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3miHu
[0 y3aralbHeHUX JaHvx npo cucTemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0cobw, BignoBigabHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jicHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHAa BigMiHHA Bif, YNOBHOBaXEHOT
ocob6u, BiAnNoBigaNbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOI 0CO6M 3asiBHUKA,

6e3
peyenma

UA/3417/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BiANOBIAa/IbHOI 32 hapmakoHarnsg. [iroya
pepakuis: YepHsaesa OneHa AHaToniiBHa.
MponoHoBaHa pepakuis: Ctapues Knpun
Bonognmuposuy
116. | N/ZIECTA30/ Tabnetku no 100 mr AT Ykpaina AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH [J0 peecTpavjiiHmx 3a - UA/13438/01/01
no 10 TabneTok y "KNIBCbKWI BITAMIHHWIA martepianis: 3miHu | TMNY - 3MiHK WoA0 peuenmom
6nicTepi; no 3 abo BITAMIHHWIA 3ABOA" 6e3nekn/edpeKTNBHOCTI Ta
no 6 6nictepis y 3ABO4" hapmakoHarnagy (iHwi 3mMiHun)
navui OHOB/EHHSI TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNaKoBKu
nNikapcbKoro 3acoby, a came BUMyYeHHs!
iHbopMmawii, 3a3Ha4YeHOol POCiiCbKO
MOBOI0. BBEIEHHA 3MiH NPOTArOM 6-Tu
MiCSILiB Nicns 3aTBEPAXKEHHS.
117. | NIECTA30N Tabnetkn no 50 mr AT Ykpaina AT "KMIBCbKIM Ykpaina BHECEHHS 3MiH 40 pPEeECTpaLiiHNX 3a - UA/13437/01/01
no 10 TabneTtok y "KNIBCbKWN BITAMIHHUIA marepianis: 3MiHu | TUNYy - 3MiHKN WoOA0 peyenmom
6nictepi; no 3 abo BITAMIHHUIA 3ABO4" 6e3nekun/ehekTUBHOCTI Ta
no 6 6nictepis y 3ABOJ" thapmakoHarnagy (iHwi 3MiHn)
nauui OHOB/IEHHA TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBKu
NiKapcbKoro 3acoby, a caMme BU/TyUYEHHSI
iHchopMmawii, 3a3HaveHoi pocilicbkoto
MOBOK. BBeeHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNs 3aTBEPKEHHS.
118. | NOBEPKOPT Kpem 0,05% no5r neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [j0 peecTpavjiinHmx 3a - UA/8193/01/01
abo 15rBTy6i; 01 | PapmacbloTuK dPapmacbloTUKan3 marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI. peyenmom
Ty6i y KAPTOHHIN ans /ita. NTa. [oTOBWIA Nikapcbkuii 3aci6. KOHTposb
ynakoBLj roTOBOrO JlikapcbKoro 3acoby. 3miHa
napameTpiB crneuudikaLiii Ta/abo
[0MyCTUMUX MEX roTOBOT0 NiKapCbKOro
3aco6y (foMoBHeHHS cneuudikalii HOBUM
MOKa3HWKOM 3 BifNOBigHVM METOLOM
BMNPOGYBaHHS) JONOBHEHHS cneyundikawii
N3 3a napameTpom «MikpobionoriyHa
ynctoTta» nokasHukom «Burkholderia
cepacia complex» 3 BiANOBIZHUM METOA0M
BMNPOBYBaHHs, BianosiaHO A0 BuMor USP.
119. | NPErANIKA Kancynu Teepgi rno Mictpan AHrnis BMPOGHMLITBO Ipeuis/ BHECEHHS 3MiH 10 peecTpayiitHnx 3a - UA/19604/01/02
150 wmr, no 10 Kenitan roTOBOI NiKapCbKoi OmaH Marepianis: TexHiyHa noMuka (3rigHo peyenmom
Kancyn y énicrepi; MeHeKMeHT ¢hopmMu, NepBuHHA Haka3y MO3 Big 23.07.2015 Ne 460)
no 2 6nictepu B Niviten Ta BTOPUHHA TexHi4yHy NOMUIKY BUNPaB/IEHO B TEKCTI
KapTOHHI Kopo6Li yrakoBKa, MapKyBaHHS! Ha BTOPWHHI ynakoBLi
KOHTPO/b cepil, niKkapcbKoro 3acoby Ans [03yBaHHA 75 M.
BUMNYCK cepil:
PAPMATEH 3aTBepakeHo:
IHTEPHELUHN 3. MEPENIK JOMNOMDKHNX PEYOBWH
CA, peuis [lonoMmidXHI peqoBUHN: KpOXMaslb
BMPOGHULITBO npexenaTiHi3oBaHuWii, MaHiT (E 421),
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
roTOBOI NiKapCbKoi TanbK.
¢hopMK, KOHTPOSIb [nsa petanbHOT iHhopMauii AuB.
cepii, NnepBrHHa IHCTPYKLil0 A5 MeANYHOro 3aCTOCYyBaHHS.
ynakoBka,
BTOPWHHA 3anponoHoBaHo:
ynakoBka: 3. MEPENIK AOMNOMDKH/X PEYOBWH
OmaH JlonomixxHi peqoBrHN: KpOXMasb
$apmactoTikan npexenaTunHi3oBaHuii, MaHiT (E 421),
MpogakTtc Ko., TaUlbK.
N.N.C., OmaH [na petanbHoi iHhopmaL,ii avB..
HCTPYKLi0 4151 MeANYHOrO 3aCTOCYyBaHHS.
3a3HaueHe BUMpaB/IeHHs BiANOBIAaE
marepianam peecTpauiiHoro foche.
120. | NPErANIKA Karncynm Teepgi no Mictpan AHrnis BMPOGHMLITBO Ipevuis/ BHECEHHS 3MiH [0 peecTpaLinHnx 3a - UA/19604/01/03
300 wr, no 10 Kenitan roTOBOI NiKapCbKoi OmaH Marepianis: TexHiyHa noMuska (3rigHo peyenmom
Kancyny énictepi; MeHeXMeHT ¢opmMu, NepBUHHA Haka3y MO3 Big 23.07.2015 Ne 460)
no 2 6nictepu B Niviten Ta BTOPUHHA TexHi4yHy NOMUIKY BUNPAB/IEHO B TEKCTI
KapTOHHI KopooLli yrakoBKa, MapKyBaHHS Ha BTOPWHHI ynakoBLi
KOHTPO/b cepil, niKapcbKoro 3acoby NS [03yBaHHA 75 M.
BWMYCK Cepil:
PAPMATEH 3aTBepaKeHo:
IHTEPHELUHN 3. MEPENIK AOMOMDBKHNX PEYOBWH
CA, Ipeuis [lonomidXHI peYoBUHN: KpOXMaslb
BMPOGHMLTBO npexenaTiHizoBaHuiA, MaHiT (E 421),
roToBOI NiKapcbKoi TanbK.
¢opMK, KOHTPO/Ib [ns petanbHOT iHhopMayii auB.
cepii, NnepBMHHa IHCTPYKLU,iO 4151 MeANYHOrO 3aCTOCYyBaHHS.
ynakoBka,
BTOPUHHA 3anponoHoBaHo:
yrnakoBKa: 3. NEPENIK AOMNMOMDPKHNX PEHOBWH
OmaH J0onomixHi pe4OBMHU: KPOXMaslb
dapmactoTikan npexenaTuHizoBaHuii, MaHiT (E 421),
Mpopaxrc Ko., TanbK.
Nn.Nn.C., OmaH [ns petanbHOT iHhopMayii AuB.
IHCTPYKLi0 A5 MeANYHOro 3aCTOCYBaHHS.
3asHayeHe BUNpaB/ieHHA Bignosigae
mMarepiasiaM peecTpaLiiHoro 4OChLE.
121. | NPErANIKA Kancysnu Teepgi no Mictpan AHrniA BMPOGHMLTBO Ipeuis/ BHECEHHS 3MiH [0 peecTpavLjiinHnx 3a - UA/19604/01/01
75 wr, no 10 kancyn Kenitan roToBOI NiKapcbKoi OmaH MaTepianis: TexHiyHa nomunka (3rigHo peuyenmom
y 6nictepi; no 2 MeHeKMeHT dopmu, nepBrHHA Haka3zy MO3 Big 23.07.2015 Ne 460)
6nictepu B NimiTen Ta BTOPVHHA TexHiYHy NOMWIIKY BUNPaB/IEHO B TEKCTI

KapTOHHI KopooLli

ynakoBka,

KOHTPOb Cepil,
BUNYCK cepil:
®APMATEH

IHTEPHELUHN

MapKyBaHHS Ha BTOPWHHIN ynakoBLi

NiKapcbKoro 3acoby A5 f03yBaHHA 75 M.

3arBepaKeHo:
3. NEPENIK AOMNMOMPKHNX PEHOBWH
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
CA, Ipeuis [lonomixxHi peqoBrHN: KpOXMasb
BMPOBOHULITBO npexenaTiHizoBaHuiA, MaHiT (E 421),
roToBOI NiKapCbKoi TaUlbK.
chopmu, KOHTPOIb [na petanbHoi iHbopmaL,ii avB..
cepii, NnepBMHHa HCTPYKL,i0 4151 MeANYHOrO 3aCTOCYyBaHHSI.
ynakoBka,
BTOPMHHA 3anponoHoBaHo:
ynakoBka: 3. MEPENIK JOMNOMDPKHNX PEHOBWH
OmaH JlonoMmidXHI peqoBUHN: KpOXMaslb
dapmactoTikan npexenaTnHizoBaHuii, MaHiT (E 421),
Mpopakrc Ko., TanbK.
Nn.n.C., Oman [na peTtanbHoi iHopmalii aus.
IHCTPYKLUiO 4151 MeANYHOTO 3aCTOCYyBaHHS.
3a3HayeHe BuUNpaB/IeHHs Bignosigae
mMarepiasiaM peecTpauiiHoro Aoche.
122. | NPEAHITON® Kpem, 0,25 %, no 10 TOB «MIBE Ykpaina Mi6e Mv6X HimeuunHa BHECEHHS 3MiH [J0 peecTpavjiitHmx 3a - UA/10283/03/01
r,abo30r,abo50r YKPATHA» ApuHaiimitTTens marepianis: 3mMiHu | TMNy - 3MiHM 3 AKOCTI. peyenmom

y Ty6i; no 1 Ty6i B
KapTOHHIN nayui

["oTOBWIA Nikapcbkmii 3aci6. 3mMiHN Yy
BMPOBOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO NiKapCbKOro
3aco6y, BK/IKYauM NPOMDKHUIA NPOAYKT,
LLIO0 3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK)
npviBefEeHHA onucy BUPOOHNYOro npoLecy
y BiANOBIZHICTb 40 Banigauii npoecy,
BMMNpPaB/IEHO AeskKi HEBENWKI BiAXUEHHS B
nokasaHHsAX TemnepaTypw, a onvc
BMPOBHMYOro Npouecy AOMOBHEHO GiNbLu
LeTaNbHO iHhopMmaLlieto, OHOBMEHHS N.
3.2.P.3.3. Onuc B1po6HMYoro npowecy
Ta/abo 1oro KoHTposi. 3MiHu | TUny -
3MiHuM 3 iKOCTi. [OTOBWMIA Nikapcbknii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNpobyBaHb
abo foNyCTUMUX MEX, BCTAHOBNEHNX Y
cneumdikauisx, nig yac BUpo6HULTBA
roTOBOrO JlikapCbKoro 3acoby (foAaBaHHS
HOBOro MeTo/y BUNPOGyBaHHA Ta
LOMYyCTUMUX MEX) - ;O onucy
BMPOGHMYOro npouecy AoAaHo
BHYTPILLHLOTEXHOMOTYHWNI KOHTPO/b
«homogenous melt». [laHuii KOHTPO/Ib Y
npoveci BUpobHULITBA BXe 6yB BK/THOUEHUI
y BUPOGHWYMIA MpoLLec i3 caMoro noyartky,
aJle He 3a3HavaBcs y Martepiasiax
peecTpauiiiHoro gocbe. 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPO6HMLTBI. 3MiHK BUNpobyBaHb
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

abo [oNyCTUMUX MEX, BCTAHOBNEHVX Y
cneumdikauisix, nig yac BUpo6HULTBA
rOTOBOrO /1iKapCbKOro 3acoby (BUyYeHHs
HecyTTEBOro BMNPOOyBaHHA B NpoLeCi
BMPOOHULTBA) - 3arPONOHOBaHO 3MiHY
LLIOA0 NOBTOPHOTO AeknapyBaHHsA
BMNpobyBaHb B NpoLEeCci BUPOOHULITBA,
3a3HaueHi TecTu y marepianax
peecTpauiiHOro A0CbE 3asBEHi K
KOHTPO/b B MPOLIECi BUPOBHULTBA, ane
Hacnpasgi Lie NnpocTi napameTpu npouecy
(Taki K Temnepatypa, napameTpun
nepemillyBaHHs). BHocutbes
BunpasneHHa y n. 3.2.P.3.3. Onuc
BMPOGHMYOro npoLecy Ta/abo oro
KoHTposto (Description of In-process
Controls)

123.

NMPEHECA®

TabneTkn, no 2 mr,
no 10 TabneTok y
6nictepi; no 3 abo
no 6, a6o no 9
6nicTepis B
KapTOHHI KopooLli

KPKA, o.4.,
HoBo mecTo

CnoBeHisa

Brpo6HMLUTBO «in
bulk», nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, 4.4., Hoso
mecTo, CroBeHis;
KoHTponb cepii:
KPKA, 4.4., Hoso
mecTo, CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpayinHnx
marepianis: 3MiHu | TMNY - 3MiHK WOA0
6e3nekn/eheKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHS NiKapcbKoro
3acoby B nicnspeecTpauiiiHnii nepiog, abo
SIK pe3ybTarT OLiHKW 3BIiTY 3 LOCNIKEHb,
npoBefeHnX BigNoBiAHO A0 nNnaHy
nepiatpnyHux gocnigpkers (PIP) (iHwi
3MiHK). 3MiHM BHECEHO [0 IHCTPYKUiT ans
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3gin "MNo6ivHi peakuii”
Bi4NoBIAHO 4,0 OHOBNEHOT iHChopMaLlii 3
6e3neku fjtoyoi pevyoBnHN. BBeaeHHSA
3MiHV NPOTAroM 6-Tv MicAUIB micns
3aTBEPKEHHS.

3a
peyerimom

He
niosisieae

UA/5145/01/01

124.

NMPEHECA®

Tabnetkn, no 4 wr,
no 10 TabneTok y
6nictepi; no 3 abo
no 6, a6o no 9
6nicTepis B
KapTOHHI KopooLli

KPKA, o.4.,
HoBo mecTo

CnoBeHisa

Brpo6HMLUTBO «in
bulk», nepBnHHe
Ta BTOpPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BMNYCK cepil:
KPKA, 4.4., Hoso
mecTo, CrioBeHis;
KoHTponb cepii:
KPKA, g.4., Hoso

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHnx
mMartepianis: 3MiHu | TUNy - 3MiHW WoA0
6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro

3a
peuyerimom

He
nionsieae

UA/5145/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MecTo, CroBeHis 3acoby B nicrisipeecTpawiiiHuii nepioa, abo
SIK pe3ynbTarT OUiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNoBIAHO A0 NnaHy
nepiatpnyHux gocnigpkers (PIP) (iHwi
3MiHK). 3MiHW BHECEHO [0 IHCTPYKUii ans
MeAMYHOr0 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3gin "MobiuHi peakuii”
Bi4NoBiAHO 4,0 OHOBNEHOT iHChopMaLii 3
6e3nekun fjtoyoi pevoBnHN. BBeaeHHSA
3MiHV NPOTAroM 6-Tv MicALIB micns
3aTBEPKEHHS.
125. | NPEHECA® Tabnetkv no 8 wmr, KPKA, g.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLinHnx 3a He UA/5145/01/03
no 10 TabneTok y Hoso mecTo MecTo, CrnoBeHis marepianis: 3miHu | Tuny - 3miHK Woao peyenmom nionsi2ae
6nictepi; no 3 abo 6, (BUPOGHMLTBO "in 6e3nekn/edheKTUBHOCTI Ta
abo 9 bnicTtepiB y bulk", nepsnHHe thapmakoHarnsgy. 3miHa y KopoTkil
KapTOHHI Kopo6Lli Ta BTOpPVHHE XapaKTepucTuLi fikapcbkoro 3acoby,
nakyBaHHs, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KOHTPO/b cepii Ta MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
BUMYCK cepii); perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
KPKA, a.4., Hoso nikapcbKoro 3acoby, abo gocnigpkeHs 3
mecTo, CnoBeHis 6e3nekn 3aCToCyBaHHA NikapCbkoro
(koHTpOnb cepii) 3acoby B nicnspeecTpauiiiHniii nepiog, abo
SIK pe3yfibTar OLiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNoBiAHO A0 nNnaHy
nepiatpnyHux gocnigpkers (PIP) (iHwi
3MiHK) 3MiHWM BHECEHO A0 IHCTPYKLIi Ans
MeAMYHOr0 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3gin "MNo6ivHi peakuii”
Bi4NoBIAHO 4,0 OHOBNEHOT iHChopMaLlii 3
6e3nekun fjtoyoi pevoBUHN.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs
126. | NPEHECA® Tabnetku, Wo KPKA, o.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLinHnx 3a He UA/13691/01/02
OPO TAB [ONCNepryTbes B HoBo mecTo bulk", neperHHe mMartepianis: 3MiHu | TUNy - 3MiHW WoOA0 peyenmom niossieae

POTOBI NOPOXHWHI,
no 8 mrmno 7
TabneTok y 6nictepi;
no 4 a6o no 8, abo
no 12 6nictepis y
KapTOHHI kopobuyj;
no 10 TabneTtok y
6nictepi; no 3 abo
no 5, a6o no 6, abo
no 9, aéo no 10
6nictepiB y
KapTOHHI KopooLli

Ta BTOpPWHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYCK cepil:
KPKA, 4.4., Hoso
mecTo, CrioBeHis;
BUPOBHMUTBO "in
bulk", nepBunHHe
Ta BTOpPWHHE
nakysaHHs: KPKA,
n0.4., HoBo mecTo,
CnoseHis;
KOHTPO/b cepil:
KPKA, g.4., Hoso

6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHSA NiKapcbKoro
3acoby B nicnspeecTpauiiiHnii nepiog, abo
SIK pe3yibTaT OLiHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBiAHO A0 nnaHy
negiatpuyHux gocnimkeHs (PIP) (iHwwi
3MiHM). 3MiHWN BHECEHO B IHCTPYKLitO ANs
MeANYHOro 3aCTOCYBaHHS NikapCbKoro
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MecTo, CroBeHis 3acoby y po3ain "MobivHi peakuii” 3
6e3nekn 3acToCyBaHHA [il040T PEYOBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepKeHHs
127. | NPEHECA® Tabnetku, LWo KPKA, a.4., CnoseHisa BUPOBHMUTBO "in CnoseHisa BHECEHHS 3MiH [J0 peecTpavjiiHmx 3a He UA/13691/01/01
OPO TAB [ANCNepryoTbes B HoBo mecTo bulk", nepsnHHe marepianis: 3MiHu | TURYy - 3MiHN WOA0 peyenmom nionsi2ae
POTOBI NOPOXHWHI, Ta BTOpPVHHE 6e3nekn/edpeKTNBHOCTI Ta
no 4 mr no 7 nakyBaHHs, thapmakoHarnsgy. 3MiHa y KopoTkili
TabneTtok y 6nictepi; KOHTpO/b Ta XapakTepucTuLi fikapcbkoro 3acoby,
no 4 a6o no 8, abo BUWMYCK Cepil: TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
no 12 6nictepis y KPKA, a.4., Hoso MeAMUYHOro 3acTOCyBaHHA Ha niacTasi
KapTOHHI kopobuy; mecTo, CrnoBeHis; perynsipHO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
no 10 TabneTok y BMPOGHMLTBO "in nikapcbKoro 3acoby, abo focnimkeHb 3
6nictepi; no 3 abo bulk", nepBrHHe 6e3nekun 3acTocyBaHHA NikapcbKoro
no 5, aéo no 6, abo Ta BTOPVIHHE 3acoby B nmicnspeecTpaiinHmii nepioa, abo
no 9, aéo no 10 nakyBaHHs: KPKA, SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
6nictepiB y 4.4a., HoBo mecTo, npoBeAeHnX BiAMNoBIAHO A0 NaHy
KapTOHHI KOpo6Lii CnoseHis; neaiatpnyHux gocnigpkers (PIP) (iHwi
KOHTpO/b cepii: 3MiHM). 3MiHN BHECEHO B IHCTPYKLtO0 AN1S
KPKA, a.4., Hoso MeANYHOro 3acToCyBaHHSA NiKapcbKoro
mMecTo, CrnoBeHis 3acoby y po3gin "MobiyHi peakuii" 3
6e3nekn 3acToCyBaHHA [il040T PEYOBUHN.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB
nicns 3aTBepipkeHHs
128. | NPONIA® PO34UH NS iH'EKLN, AMOKEH Higepnanaun BMPOGHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpaviintHnx 3a - UA/12077/01/01
60 mr/mn; no 1 mn €spona b.B. Hepo3dacoBaHOl HigepnaHan matepianis: 3MiHK | TUNY - 3MiHK 3 AKOCTI. peuyenmom
PO3UMHY B CKNSAHOMY NPOAYKLi, loToBMiA nikapcbkuii 3acib. Cuctema
nonepeaHLo nepBuHHE KOHTelHep/3aKynopoBasibHWi 3aci6.
HanoBHEHOMY nakyBaHHs: 3MiHa 6yab-AKOT YacTUHU MaTepiany
LLUNpULL 3 FONKOIO, AMIKeH NepPBUNHHOT YMakKoBKU, L0 HE KOHTaKTYE 3
3aKpuTor MaHydekuypiHr roTOBMM NiKapCbK1M 3ac060M (Hanpuknag
KOBMaYKoM, i3 Nimiten, CWA; KOMIp KpULLIEYOK 3 KOHTPO1IEM MepLIoro
3aXUCHUM BTOPVHHE BiKPUTTSA, KONIP KOAOBUX Kineup Ha
NPUCTPOEM Bif nakyBaHHs Ta amnyrax, KoHTeiHepa [/1 rofokK (pi3Hi
BMNaSKOBOrO YKoy BUMYCK cepii: BUAM NnacTMacK) (3MiHa, sika He BNnBae

rofikoto; no 1
nornepegHL0
3arnoBHeHOMY
LINpULY 3 3aXUCHUM
NPUCTPOEM B
6nictepi; no 1
6nictepy B
KapTOHHI kopobuy;
no 1 mn po3ynHy B
CKNSTHOMY
nornepegHL0
3arnoBHeHOMY
LLINPULL 3 TONKOIO,

AMIXeH €spona
B.B., HigepnaHau

Ha KOPOTKY XapakTepucTuKy NiKapcbkoro
3aco6by) [logaBaHHsa koBnauka rosikm 6es
CyX0ro npupoaHLoro kayuyky (non-DNR)
01151 3apeecTpoBaHnX wnpuuis BD,
€KBiBa/IEHTHWI MOTOYHI/ 3aTBEPAKEHIN
CUCTEMI LUMPULIB, 32 BUHSATKOM KOBNauka
rO/IKU. A TaKOX HE3HAYHI YTOUHEHHS B
po3gini 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHKiA 3aci6.
3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKiA 3aci6.
3MiHa 6yapb-AKOi YacTvHKM MaTepiany
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3aKpuUTOI0 NePBUHHOT YNaKOBKK, L0 HE KOHTaKTYE 3
KoBnaykom; ro 1 roToBUM NikapCcbk1M 3ac060M (Hanpuknag,
nonepegHL0 KONIp KPULLEYOK 3 KOHTPOJIEM NEPLLIOTOo
3aMnoBHEHOMY BiAKPUTTS, KONIp KOAOBUX Kineup Ha
Lwnpuuy B 6nicTtepi amnynax, KoHTeliHepa [/19 roioK (pi3Hi
abo 6e3 6nicTepa, BMAW NnacTMacw) (3MiHa, sika BNnBae Ha
nomiileHomy B KOPOTKY XapaKTepucTMKy NikapCbKoro
KapTOHHY KOPOOKY 3aco06y) BunyyeHHs i3 3acTocyBaHHS
KOBMayKa rosiku1, SKnii MiCTUTb CyXWii
NPUPOAHIN Kay4yK (noxigHa nartekcy).
3MiHV BHEeCeHO A0 IHCTpyKUii ans
MeZMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby Ao po3sainis "OcobmBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
[031" Wwo0 BUAyYeHHs iHdopmadii i3
3aCTepeXxeHHAMN CTOCOBHO BMICTY
narekcy. 3miHu 1l Tuny - 3MiHu WwWoao
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3
HOBUMW JaHVMU 3 SKOCTI, AOK/IHIYHUMMU,
KMIHIYHUMN AaHMU Ta JaHumy 3
thapmakoHarnsgy - 3mMiHM BHECEHO [0
IHCTPYKUIT ANA MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"Oco6nMBOCTI 3acToCyBaHHs", "Cnoci6
3acTocyBaHHA Ta fo3mn”, "MobiyHi peakuir”
LLIOA0 PU3NKY FinepkasibLiemil y nayieHTiB
OWTSYOro BiKY.

129. | NPONOCON-H cnpeii Ans poToBoi TOB Ykpaina TOB "Mikpochapm” Ykpaina BHECEHHS 3MiH [J0 peecTpavjiitHmx 6e3 - UA/7820/01/01
NOPOXHWHK, Nno 20 1 "Mikpodpapm" marepianis: 3mMiHu | TMNy - 3MiHM 3 AKOCTI. peyenma
abo 60ry [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
KOHTeliHepi 3 roTOBOrO J1iKapCbKoro 3acoby. 3miHa
MeXaHIYHNM napameTpis cneuyudikauii Ta/abo
Hacocowm; no 1 [0MyCTUMUX MEX roTOBOTO NiKapCbKOro
KOHTEliHepy pa3om 3 3aco6y (iHLWi 3MiHK). BHeceHHs 3MiH B
posnuaosayem Ta cneupudikalito LWoA0 NepiognyHocCTi
3aXVUCHUM Mikpo6ionoriyHoro koHTponto MN13, a came:

KOBMAYKOM Y nauui 3 3MiHa PYTUHHOCTI NPOBEAEHHS aHanizy
KapTOHY MBY (mnonyckaetbca NPOBOAUTHN KOHTPO/Tb
KoxHoi 10 cepii [N13, ane He MeHLUe OaHIET
cepil NOBUHHO BYyTN NepeBipeHo B
KOXHOMY KasileHAapHOMY POLii, B AKOMY
3AiCHIOETLCA BUMYCK NPOAYKLIT)

130. | NYMNAH® Tabnetku, no 12 Pixapg AscTpis Pixapg bitTHep Al AscTpis BHECEHHS 3MiH 10 peecTpavLiiHnx 6e3 - UA/10049/01/01

TabneTok y 6nictepi; BitTHep Al marepianis: 3MiHu | Tuny - peyenma
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

no1l,2,3a6o4
6nictepu y
KapTOHHiiA KopooLyi

AZMiHIiCTpaTuBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AiNbHULL (BK/THOYA0UN
AinbHuui ana A®l, npoMixXHOro NPoAyKTy
abo roToBOro nikapcbLKoro 3acoby,
AiNbHUL AN NPOBEAEHHA NaKyBaHHS,
BMPOGHMKA, BiAMNOBIfa/IbHOTO 3a BUMYCK
cepiid, MicLie NPOBeAEHHSI KOHTPOSIO cepii)
abo nocTavasibHWKa BUXiAHOrO MaTepiany,
peareHTy abo LONOMIXHOI pe4OBUHM
(AKLLLO 3a3HAYeHO Yy A0CbE). 3MiHa
crtocyeTbest Moaynio 3 AkicTb. Po3gin
3.2.P.3.1. «BUpo6HUKN». BunyuerHs
BMPOGHUYOI AinbHMLi ApTe3aH dapma
v6X eHg Ko. KI', HimeyunHa (Artesan
Pharma GmbH & Co0.KG, Germany) ans
rOTOBOrO JliKapCbKoro 3acoby, Ha sKili
BMKOHYB&J/IUCb HACTYMHi cTagii
BMPOGHULITBA: BUPOOHULITBO
Hepo3dacoBaHOro NPoAyKTy (NpecyBaHHs
TabneTok), NepBUHHE NaKyBaHHS,
BTOPVHHE NaKyBaHHS, KOHTPO/b SKOCTI

131.

PEMEHC®

Tabnetku, no 12
Tabnetok y 6nictepi;
nol, 2, 3a6o4
6nictepn y
KapTOHHI KopooLli

Pixapg
BitTHep Al

ABcTpis

Pixapg bitTHep Al

ABCTpIs

BHECEHHS 3MiH [0 peecTpavyiinHmx
mMartepianis: 3miHu | Tuny -
AfMiHIiCTpaTuBHI 3MiHW. BunyueHHs
BVMPOGHMYOT AinbHUL (BKIHOYAKOUM
AinbHuui ansa A®l, npoMixXHOro NPoayKTy
a60 roToBOro nikapcbkoro 3acooby,
AiNbHUL AN NPOBEEHHA NaKyBaHHS,
BMPO6HMKa, BIANOBIAA/ILHOIO 3a BUMYCK
cepiii, Mmicue NPoBeAEHHST KOHTPOIO cepii)
ab0 noctavasnbHVKa BUXiQHOrO MaTepiasty,
peareHTy abo AOMNOMIXXHOT pe4yoBUHYN
(K0 3a3HAYEHO Y [OCLE).
AfMiHiCTpaTMBHA 3MiHa BUTyYEHHS
BUPOGHMYOT AinbHULU MN3: ApTesaH
®apma M'm6X eHg Ko. KIM, HimeuunHa, ska
BiANOBiAae 3a BUPOOGHMLTBO
Hepo3gacoBaHOro NPoAyKTy (NpecyBaHHs
TabneTok), NepBUHHE MaKyBaHHS,
BTOPWHHE NMakKyBaHHS, KOHTPO/1b SKOCTI.
3a/MWaeTbca anbTepHaTUBHUIA BUPOGHMK,
KOTpUiA BUKOHYE Taki cami doyHKLT, AK i
BUayYeHuii (Pixapa BitTtHep Al, ABCTpisi).

6e3
peyenma

UA/10052/01/01

132.

PUSATPUNTAH
Y BEH3OAT

MopOLLOK
(cybeTaHuin) y
noaBIAHNX
nonieTNeHoBUX
naketax ans

AMNOTEKC

GAPMAKEM

IHAIA NBT.
nTh

IHais

AMOTEKC
®APMAKEM
IHAIA NBT. NTA

IHais

BHECEHHS 3MiH [j0 peecTpavjiitHmx
marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy
NOBTOPHUX BUNpobyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHs AdI (3a

UA/18789/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

chapmMaLeBTNYHOTO
3acTOCyBaHHs

BifICYTHOCTi Y 3aTBEPI)KEHOMY [0CbE
cepTudpikaTa BifgnoBiaHOCTIi EBpONEiChKilt
hapmakonei, Lo BKoYae nepiog
NOBTOPHOro BMNpobyBaHHS) (Nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36iNbLUeHHS abo BBEAEHHS
nepiogy NOBTOPHOTO
BMNpoGyBaHHs/nepiofly 36epiraHHs Ha
OCHOBI pe3synbTarTiB AOCIMKEHDb Y
peasibHOMY Yaci - 36iNbLUEHHS TEPMiHY
nepekoHTposito A®| 3aTBepaXeHo: 4 poku
3anponoHoBaHo: 5 pokis

133.

PISBOMTAH®

Tabnetku no 10 wr,
no 3 Tabnetkny
6nictepi; no 1, 2 abo
3 6nictepu y
KapTOHHI nauui; no
10 TabneTok y
6nicTepi; no 1
6nictepy y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI.
A®l. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHKX BMMNpo6yBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa Adl (3a
BiCYTHOCTI Y 3aTBEPA)KEHOMY [A0CLE
cepTudpikaTa BignNoBiAHOCTI EBpONEChKil
hapmakonei, Lo BKtoYae nepios
NOBTOPHOro BMNpPobyBaHHS) (Nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36iNbLUeHHA abo BBEAEHHS
nepiogy NOBTOPHOIO
BMNpoGyBaHHs/nepiofy 36epiraHHsA Ha
OCHOBI pe3ynbTarTiB AOCMIAKEHb Y
peanbHoOMy yaci. 36inbLUeHHs nepiogy
NOBTOPHOTO BUNPOGYBaHHA 3 4 pokisB A0 5
pokiB ansa A®I pusatpuntaHy 6eH3oaTy
BMpo6HuUTBa Apotex Pharmachem India
Pvt. Ltd., IHAis

3a
peyenmom

UA/15160/01/01

134.

POAKKYTAH®

kancynu no 20 wmr;
no 10 kancyny
6nicTepi, no 3
6nictepu B KOPOOLL

TOB «Pouww
Ykpaina»

YkpaiHa

Bupo6bHuuTBO
Hepo3dacoBaHol
NpoAayKLUiT,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJO SKOCTI:
KeTeneHt
xepmani
E6epbax m6X,
HimeuyunHa
MepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/HO SIKOCTI,

HimeyunHa/
LLiBefuapis

BHECEHHS 3MiH [0 peecTpavjiitHmx
marepianis: 3miHu Il Tuny - 3miHn Woao
6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHSA Yy 3B’A3KY i3
HOBUMW JaHVMM 3 SIKOCTi, AOK/IHIYHUMM,
KNiHIYHUMK AaHUMK Ta JaHuMn 3
hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUiT A4NS MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"Oco6nmBocTi 3acTocyBaHHs", "Mo6IYHi
peakujii”. TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicALiB MicNs 3aTBepKEHHS

3a
peyenmom

He
nionsiecae

UA/2865/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

BWMYCK Cepil:
®. XodhhmaHH-/1a
Pow /itg,
LlBeiiuapis
Bunpo6yBaHHs
KOHTPOJO AKOCTI:
®. XodpcpmaHH-/15
Pow NTpA,
LBeliuapis
Bunyck cepii:
®. XodhdpmaH-/15
Pow Jitg,
LLIBeliyapis

135.

POAKKYTAH®

kancynu no 10 wr;
no 10 kancyny
6nicTepi, no 3
6nictepu B KOPOOLL

TOB «Pouww
Ykpaina»

YkpaiHa

Bupo6bHuuTBO
Hepo3dgacoBaHOl
NpPOAYKLUii,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJO SKOCTI:
KeTeneHt
xepmaHi
E6epbax m6X,
HimeyunHa
MepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BWMYCK Cepil:
®. XodhpmaHH-/1a
Pow Jitg,
LlBeiiuapis
BunpobysaHHs
KOHTPOJO SKOCTI:
®. XodpcpmaHH-/15
Pow NTpA,
Llseiuapis
Bunyck cepii:
®. XodhdpmaH-/15
Pow NTp,
LLiBeliyapis

HimeuunHa/
LLsenuapis

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: 3miHu Il Tvny - 3miHn Woa8o
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi fikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHA Yy 3B'A3KY i3
HOBUMW JaHVMM 3 SIKOCTi, AOK/IHIYHUMM,
KNiHIYHUMW JaHMK Ta JaHMK 3
hapmakoHarnagy - 3MiHM BHECEHO [0
IHCTPYKUiT A4NS MEAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"Oco6nmBocTi 3acTocyBaHHs", "Mo6IYHi
peakuii”. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsLiB nicns 3aTBepAKEHHS

3a
peyenmom

He
niosnsiecae

UA/2865/01/02

136.

PYMNMA®IH

Tabnetku no 10 mr;
no 10 TabneTtok y
6nicTepi; no 1
6nictepy B
KapPTOHHI KOpooUi

3eHTiBa, K.C.

Yecbka
Pecny6nika

HOYKOP XENC,
C.A.

IcnaHis

BHECEHHS 3MiH [j0 peecTpavjiitHmx
marepianis: 3MiHu | TURYy -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI

3a
peyenmom

He
niosnsiecae

UA/18949/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BMPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaUM AinbHUL
BUMNYCKy cepii abo MicLe NpoBeAeHHSs
KOHTPOJIO AKOCTI. (QIANbHICTb, 3a Ky
Bignosigae BUPOGHUK/iMNopTep,
BK/TOHAKOUM BUMNYCK CEpii) -
AAMiHiCTpaTMBHa 3MiHa Ha3BM BUPOGHUKA
N3. BupobHnya ainbHuuA, agpeca Ta BCi
BMPOGHUWUYI onepauii 3asmwatTbes
HEe3MIHHUMMW. 3MiHN BHECEHI B iHCTPYKL,i10
AN MeAMYHOro 3acToCcyBaHHA NikapCbKoro
3acoby y po3ain "BUpobHuK" 3
BiAMNOBIAHMMM 3MiHAMMN B TEKCTI
MapKyBaHHS ynNakoBoK. TepMiH BBEAEHHS
3MiH NpoTArom 6 MicauiB nicns
3aTBEPKEHHSA
137. | CATPALA® TabneTku, BKPUTI TOB Ykpaina NABOPATOPIOC IcnaHis BHECEHHS 3MiH [J0 peecTpavjiitHmx 3a - UA/18352/01/01
NNiBKOBOKO "APTEPIYM NECBI, C.J. martepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyernmom
060/10HKOI0, Mo 10 nTat oTOBMIA Nikapcbkuii 3aci6. KoHTponb
mr; no 14 TabneTok roTOBOrO JliKapCbKoro 3acoby. 3miHa
y 6nicTepi, no 2 napameTpis cneuyudikauii Ta/abo
6nictepy B navw,i [0MYyCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHLi 3MiHN) BHECEHHS 3MiH B
cneumdikayito Woa0 nepiogMyHoCTI
Mikpo6ionoriyHoro koHTponto M3, a came:
3MiHa PYTUHHOCTI NPOBEAEHHS aHanizy
MBY (KOHTPOETLCA KOXHA 5-Ta cepis,
asie He MeHLe oAHi€el cepii B piK)
138. | CATPALA® TabneTku, BKPUTI TOB YkpaiHa NABOPATOPIOC Icnanis BHECEHHS 3MiH [j0 peecTpavjiitHmx - - UA/19379/01/01
nAiBKOBOO "APTEPIYM NECBI, C.J. marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI.
060/10HKOI0, N0 10 nTat [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
mr; in bulk: no 14 roTOBOrO JliKapCbKoro 3acoby. 3miHa
Tabnetok y 6nictepi; napameTpis cneuudikauii Ta/abo
No2688 B kopobi (no O0NYyCTUMUX MEX rOTOBOTO J1iKapCbKOro
14 TabneToK y 3aco06y (iHLi 3MiHN) BHECEHHS 3MiH B
6nicTepi; no 2 cneumdikalito LWoA0 NepiognyHocCTi
6nicTepy B nauuj; no Mikpo6ionoriyHoro koHTponto 13, a came:
96 na4vok y Kopobi) 3MiHa PYTUHHOCTI NPOBEAEHHS aHanizy
MBY (KOHTPOETLCA KOXHA 5-Ta cepis,
asie He MeHLUe OfHiIE cepii B pik)
139. | CUH®/IOPUKC | cycneHsia ans FnakcoCwmiTKn Benuvka FnakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpavjiitHx 3a - UA/15363/01/01
™ BAKLIMHA iH'ekuili; no 1 fosi ANH EkcnopT BpwuTaHis Bionogxikans C.A. marepianis: 3MiHu | TUMY - 3MiHK 3 AKOCTI. peyenmom
ana (0,5 mn) cycneHsii NimiTen A®I|. BUpo6HMLTBO. 3MiHM B NPOLIECI
APODINAKTUK | ans iH'ekuid y BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y
n nonepegHLo npoueci BupobHuutea Adl) -
NMHEBMOKOKO | HanoBHeHOMY OHoB/eHHA po3giny 3.2.S5.2.2 «Onunc
BOI IHOEKLJI CKISIHOMY LUNpUL Y BUPOGHUYOTO NPOLLECY Ta M0ro KOHTPOsIo»

(MONICAXAPU

KOMMNEKTi 3 OAHIEND

3 METOH BiJOOPKEHHS 3MiH CMCTEMU
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

AHUIA ronkor abo 3 Asoma KOHTelHep-3aKynoploBasIbHUIi €NleMEHT.
AHTUIEH) TA ronikamu Ta 6e3 PepakuiiiHi npaBku y po3gini 3.2.5.2.2.
HETUMOBAHOI | ronok; 1 3MiHu 1l TunYy - 3MiHK 3 AKocTi. ADI.
FEMO®I/IbHOI | nonepeaHbo CurcTeMa KOHTelHep/3aKynopoBasibHUIA
IHOEKLY, HanoBHEHWIA LLNpULY 3aci6. 3miHa y 6e3nocepesHiii ynakosLi
KOH’'FOFTOBAH 3 rofikoto abo Asoma AD| (AKicHi Ta/abo KiNbKICHI 3MiHW cknagy
A, ronkamu, abo 6e3 NS CTePU/IbHYX Ta He3amMopoXeHux Adl
AACOPBOBAH | ronoky 6i0N10ri4YHOro/iMyHOOMNYHOr0 NOXOKEHHS)
A iHAMBiAyanbHOMY 3MiHa KoHTeliHepiB 3 nonikapboHaTty ans

repMeTnyHO KOH'toratis NPOMIKHOTO NPOAYKTY,

3anakoBaHoOMy BMPOGNEHNX HA BUPOOHWNYMX AiNsSiHKaX y

nn1acTMKoBOMY PikcencaprTi, Benbrisi Ta'y Tyaci, CiHranyp,

KOHTeliHepi; no 1 Ha aBTOK/1aBOBaHI CKAAHI NAALWKKM Tuny |,

naacTUKoBOMYy LLIO 3aKPMBAIOTHCS FTBUHTOBUMM KPULLKaMM

KOHTelHepy y 3 BHYTPILLUHbOK 0GO/TIOHKOIO 3 CUAIKOHY,

KapTOHHI kopobuy; NMOKPUTOI NoNiTeTpaTOPETU/IEHOM.

no 1 posi (0,5 mn) 3aTtBepmxkeHo: polycarbonate (PC)

cycnexsii ans container (gamma irradiated 10 L PC).

iH'eKUin y 3anponoHoBaHo: autoclaved 10 L type |

nonepegHbL0 glass bottles closed with screw caps with

HanoBHeHOMY an inner liner made of

CKISIHOMY LUMPWL; Polytetrafluroethylene (PTFE)-coated

no 10 wnpuuis 3 10 silicone.

ronkamu a6o 6es

ronoK y

iHAMBIAYaNbHUX

repMeTuyHo

3anakoBaHux

NI1acTUKOBUX

KOHTelHepax y

KapTOHHI kopobuy;

no 1 posi (0,5 mn)

cycnexsii ans

iH'eKUin y

MOHOZ,030BOMY

CKNsTHOMY hNakoHi;

no 1, 10 a6o 100

hnakoHiB y

KapTOHHiiA KopobLj;

no 2 gosu (1 mn)

cycneHxsii gns

iH'eKLjity

My/IbTUL030BOMY

chnakoHi; no 100

donakoHiB y

KapPTOHHI Kopobui

140. | CYAOPETA Kancysnu Teepgi no O-p Peppi'c IHAis O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpavjiitHmx 3a He UA/15871/01/02
150 mr; no 14 JlabopaTtopic JNlabopaTopic Jtg, marepianis: 3miHu | TMny - 3MiHK Woa0 peyenmom nidssieae
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Kancyn y énicrepi; nrp dTO -l 6e3nekn/edpeKTNBHOCTI Ta

no 2 6nictepu B
Kopoo6Li

thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA MiKapcbKoro
3aco6y B nicnisipeecTpauiiiHuii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiAMnoBigHO A0 naHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoMm)
3MiHV BHECEHO B iHCTPYKLit0 AN
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby Ao po3ainis "Oco6mBoCTi
3acTocyBaHHa" Ta "lMobiuHi peakwi”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLlii
o0 6e3neky 3acToCyBaHHS Aito4oi
peyoBUHM 3rigHO 3 pekomeHauieto PRAC
(TsOKKi LIKIpHI NOGIYHI peakuii). BBegeHHs
3MiHW NPOTAroM 6-Tn MicAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA MiKapcbKoro
3aco6y B nicnisipeecTpauiiiHuii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BifMnoBigHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YMNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO
B IHCTPYKL,0 418 MeAnyHOro
3aCTOCYBaHHS /iKapcbKoro 3acoby Ao
po3zinis "Oco6/MBOCTI 3aCTOCYBaHHSA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA AiH040T PeYOBUHY 3rigHO 3
pekomeHgauieto PRAC (cyiuypansHa
nosegiHka, cyiumaasibHi gymku). BBegeHHs
3MiHW NPOTAroM 6-Tu MicAuiB nicns
3aTBepMKEHHs. 3MiHK | Tuny - 3MiHn Wwoao
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n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acoby

6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA MiKapcbKoro
3aco6y B nicnisipeecTpauiiiHuii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiAMnoBigHO A0 naHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YMNOBHOB&XXEHUM OpraHom) 3MiHVN BHECEHO
B IHCTPYKL,0 418 MeAnyHOro
3aCTOCYBaHHS /iKapcbKoro 3acoby Ao
po3gainy "Mo6iuHi peakwii" BignosigHoO 40
OHOB/IEHOT iHdopMaLii Wwoo 6e3neku
3aCTOCYBaHHS 4iH04O0T PeYOBUHY 3TiHO 3
pekomeHpauieto PRAC (napkiHCOHI3M).
BBefieHHs1 3MiHM NpPOTArom 6-Tu Mmicsuis
nicns 3aTBEPAKEHHS.

141.

CYOOPETA

Kancynv TBepaj no
75 wmr; no 14 kancyn
y 6nicTepi; no 2
6nicTepu B KOPO6LL

[-p Peapi'c
Nab6opaTtopic
nTg,

IHAis

O-p Peppi'c
Nab6opaTopic /T4,
OTO -l

IHais

BHECEHHS 3MiH [J0 peecTpavjiiHmx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi fikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimkeHb 3
6e3nekn 3acToCyBaHHSA NiKapcbKoro
3acoby B nmicnspeecTpaiinHmii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BiAMNoBIAHO A0 NiaHy
negiarpuyHux gocnimpkers (PIP) (3mMiHy
Y3rOKEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO B iHCTPYKL,it0 oNs
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby Ao po3ainis "Oco6MBOCTi
3acTocyBaHHsa" Ta "lMobiuHi peakwyi”
BiANOBIAHO [0 OHOBNEHOT iHchopmaLii
o0 6e3neKky 3aCTOCyBaHHS Aito4oi
pPevoBUHM 3rigHO 3 pekomeHaauieto PRAC
(TsHKKi LIKipHI NOGIYHI peakuil). BBegeHHs
3MiHU NPOTAroM 6-Tu MicAUiB nicns

3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao

3a
peyenmom

He
niosnsiecae

UA/15871/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA MiKapcbKoro
3aco6y B nicnisipeecTpauiiiHuii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiAMnoBigHO A0 naHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YMNOBHOB&XXEHUM OpraHom) 3MiHVN BHECEHO
B IHCTPYKL,0 418 MeAnyHOro
3aCTOCYBaHHS /iKapcbKoro 3acoby Ao
po3zinis "Oco6/MBOCTI 3aCTOCYBaHHSA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA AiH040T PeYOBUHY 3rigHO 3
pekomeHgauieto PRAC (cyiuypansHa
nosegiHka, cyiumaasibHi gymku). BBegeHHs
3MiHW NPOTAroM 6-Tn MicAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA MiKapcbKoro
3aco6y B nicnisipeecTpauiiiHuii nepioa, abo
SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BifMnoBigHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YMNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO
B IHCTPYKL,0 418 MeAnyHOro
3aCTOCYBaHHS /iKapcbKoro 3acoby Ao
po3gainy "Mo6iuHi peakwii" BignosigHoO 40
OHOB/IEHOT iHdhopMaLii Wwoo 6e3neku
3aCTOCYBaHHS AiH04O0T PeYOBUHY 3TiHO 3
pekomeHpauieto PRAC (napkiHCOHI3M).
BBefieHHs1 3MiHM NpOTArom 6-Tn Micsuis
nicns 3aTBEPAKEHHS.

142.

TETPAKCUM®/
TETRAXIM

cycneHsis ans
iH'ekuii no 0,5 mn (1

CaHodi
MNactep

dpaHuin

NOBHUIA LWKN
BMPOGHMLTBA,

PpaHuis/
YropLimHa

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: TexXHIYHa NoMuka (3rigHo

3a
peyenmom

UA/13069/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BAKUVHA ONA | posa); no 1 KOHTPO/1b AKOCTI, Haka3ly MO3 Big 23.07.2015 Ne 460) -
MPO®ITAKTUK | nonepefHbLO BTOPUHHE BunpaBneHo TeXHiYHY NOMUIIKY B TEKCTI
N ANDTEPII, 3anoBHEeHOMY nakyBaHHs, BUMYCK MapKyBaHHs1 BTOPUHHOI YNakoBKu
MNPABLS, wnpuuy no 0,5 mn cepii: CaHodi nikapcbkoro 3acoby y nyHkTi 17. IHLWWE
KALLUTHOKY (1 po3a) 3 MacTep, ®paHuis; 040 3a3HaYeHHs TeKCTy: «3a3HavyaroTbCA
(ALUENONAPH NPUKPINIEHO BTOPVHHE OAVIHWL BUMIPIOBAHHS | CUMBO/IN BENYNH
nn rosikoto (abo 2-ma nakyBaHHs, BUNYyCK Ha NaTUHULI NIiCNSA HanNMcaHHA Ha
KOMMOHEHT) OKpeMumu ronkamu), cepii: CaHodi- YKpaiHCbKill MOBI y BiANOBIAHOCTI A0
TA L0 MICTUTb ABeHTiC MpaiiBiT Hakasy MEPT Ne914», sikuii 6yB
NONIOMIENITY | cycneHsito ans Ko. NTq,, 3arBepmxeHuii Hakazom MO3 YkpaiHu Ne
ANCOPBOBAH | iH'eKLUili, B KAPTOHHIl MnaTchopma 1896 Big 17.08.2020 Ha npoueaypi 3miH.
A, Kopobui 3 noricTukn Ta 3as3HayeHe BMMNpaB/IeHHA BigNoBigae
IHAKTUBOBAH | mapkyBaHHSAM AncTpubyuii y m. apxiBHMM MaTepianam
A, PIAKA yKpaiHCbkol abo Bypanewr,
aHrniicekoto, abo YropumHa
IHLWMMY iIHO3eMHMU
MoBamu; no 1
nonepegHL0
3anoBHeHOMY
wnpuyy no 0,5 mn
(1 po3a) 3
NPUKPIN/IEHOD
rosikowo (abo 2-ma
OKpeMUMM ronkamu),
L0 MICTUTb
cycneHsito ansa
iH'EKLiA B KAPTOHHIA
Kopoo6Li, B SKil
MiCTUTLCSA
cTaHgapTHO-
eKCnopTHa ynakoBka
Ta iIHCTpYyKUia ans
MeANYHOro
3aCTOCyBaHHSA 3
MapKyBaHHAM
yKpaiHCbKO abo
aHrniricekoto, abo
IHLLMMUN IHO3EMHVMM
MOBamu.
143. | TPUDAC® Tabnetkv no 5 wmr, MeHapiHi Tokcembypr BMPOGHMLITBO HimeuunHa BHECEHHS 3MiH [0 peecTpaviinHmx 3a He UA/2540/01/02
COR no 10 Tabnetok y IHTepHeLLoHan Tabnetok in bulk, marepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI. peyenmom niosnsieae
6nicTepi; no 3 OnepeiiwoHc KOHTpPO/b cepii: CeprtudpikaT BignosigHocTi/l E-cepTudikar
6nictepn y Mokcembypr BEP/IH-XEMI AT, BiANOBIAHOCTI EBponechbkili
KapTOHHI KopooLli C.A. HimeyunHa thapmakonei/moHorpadii. NMogaHHA HOBOro
KiHLEeBe ab0 OHOBNEHOTO cepTudlikaTa
nakyBaHHs1, BiAMNOBIAHOCTI @60 BUMYYEHHS
KOHTpO/b Ta cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
BWMNYCK Cepil: hapmakonei: ans A®l; ons suxigHoro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

BEP/NIH-XEMI AT,

HimeyunHa

marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOOHULTBI ADI; A5 AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKeHOro
BMPOGHMKa. MogaHHA OHOB/IEHOrO
cepTudpikaTa BifgnoBiaHOCTIi EBpONeiiChkilt
chapmakonei Ne R1-CEP 2009-061-Rev 04
(3atBepmxeHo: R1-CEP 2009-061-Rev 02)
015 Aio40T pevyoBrHN TopaceMiay Bif,
3aTBepkeHoro BupobHunka Zhejiang
Huahai Pharmaceutical Co., Ltd. 3minu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii
3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npugaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO JIIKAPCbKOro 3acoby (3MEHLUEHHS
TepMiHy NpuAaaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 Toprosoi
yNakoBKN. 3MEHLLEHHSA TePMiHY
NpUAATHOCTI FOTOBOrO NiKAPCLKOro 3acoby
3 5 pokiB fo 3 pokiB. BBeeHHS 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

144.

YBIPOMEQL

TabneTkn, BKpUTI
nniBKOBOIO
06010HKO0, Mo 1000
Mr, no 7 TabneTtok y
6nictepi, no 3 a6o 6
6nictepiB y
KapTOHHI kopobuy;
no 10 Tabnetok y
6nictepi, no 1
6nictepy B
KapTOHHI KopooLli

TOB "YOPA[,
MEANLIMH"

YkpaiHa

YOPA[,
MEAMLVH INAY
CAH. BE TIDXK.

AL

TypeuunHa

BHECEHHS 3MiH [0 peecTpavyiinHmx
mMartepianis: 3MiHu | TUNy - 3MiHW WOA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHSA MiKapCbKoro
3acoby B nicnapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3roKEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHNM OpraHoM) - 3MiHu
BHECEHO B iHCTPYKLt0 415 MEAUYHOIO
3acToCyBaHHS MikapcbKoro 3acoby Ao
po3gainy "Mo6iuHi peakuyii" BignoBigHoO 40
OHOB/EHOT iH(hopmaLi Wwoao 6e3neku
3aCTOCyBaHHS Aitl040i pevoBUHM 3rigHO 3
pekomeHgauieto PRAC. TepMiH BBeAEHHS
3MiH NPOTAroM 6 MicALiB nicns
3aTBEPLKEHHS

3a
peyenmom

He
nionsieae

UA/19156/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
145. | YHIKNO®EH Kpani O4Hi, PO34nH TOB "YHIME[, | CnoBaubka TOB "YHIMEL CnoBaubka BHECEHHS 3MiH [0 peecTpavyiinHx 3a UA/7856/01/01
0,1 %, no 5 mn a6o PAPMA" Pecny6nika DPAPMA" Pecny6nika Marepianis: yTOUHEHHA peecTpayjiiiHoro peyenmom
10 mny HOMepa B Hakasi MO3 YkpaiHu Ne 498
nnacTMKoOBOMY Big 16.03.2023 B npoueci BHeCEHHSA
KOHTelHepi- 3MiH (3MiHK | TUNY - 3MiHK WoA0
KpanenbHuui; no 1 6e3nekn/edeKkTnBHOCTI Ta
KOHTelHepy- thapmakoHarnagy (iHwi 3MiHn). 3MiHu
KpanenbHuLi B BHECEHi B TEKCT MapKyBaHHS BTOPUHHOT
KapTOHHiiA KopooLyi ynakoBKM NiKkapcbKoro 3acoby y n. 6
"OCOBJ/INBI BACTEPEXEHHA WOA0
3BEPIFTAHHA NTIKAPCBKOIO 3ACOBY Y
HEAQOCTYMHOMY ANSA AITEW MICLY").
Pepakuisi B Hakasi - UA/12837/01/01.
BipHa pepakuisn - UA/7856/01/01.
146. | YPCOCAH® TabneTku, BKpUTI MPO.ME/A.LIC Yecbka ANNC Yecbka Yecbka BHECEHHS 3MiH [0 peecTpaLinHnx 3a He UA/17770/01/01
®OPTE nniBKOBOIO Mpara a.c. Pecny6nika Pecny6nika, Pecny6nika marepianis: 3miHu | Tuny - 3miHK Woao peyenmom nionsi2ae
060/10HKOH0, 1Mo 500 c.p.o., Yecbka 6e3nekn/edheKTUBHOCTI Ta
mr; no 10 TabneTok Pecny6nika hapmakoHarnsgy. 3miHn y KopoTkin
B 6nicTepi, no 1 abo (KoHTponb siKocTi: XapaKTepucTuLi fikapcbkoro 3acoby,
2, abo 3, abo 5, abo Mikpo6ionoriuHumia TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
6, a6o 9, a6o 10 KOHTPO/b AKOCTI MeJMNYHOro 3aCTOCYBaHHS
6nictepiB y TecTyBaHHs (He reHepuyYHUX/ribpuaHMx/6ionogibHMX
KapTOHHI KopooLli CTEPWUNbHUIA); niKapcbkunx 3acobiB Nicns BHECEHHSA Tiel
XiMIYHWA/I3NYHMT caMoi 3MiHM Ha pedoepeHTHUIA npenapaT
KOHTPO/b SKOCTI (3MiHa He nNoTpebye HafZaHHSA XOAHMX
TEeCTyBaHHs); HOBUX A0AaTKOBUX AaHuX) 3MiHVU BHECeHI
KOO®APMA [0 IHCTPYKLIT 418 MeANYHOro
c.p.o., Yecbka 3acToCyBaHHSA Nikapcbkoro 3acoby y
Pecny6nika po3ainu "B3aemogis 3 iHWMMK
(nepBuHHe i nikapcbkMmM 3acobamu Ta iHWi B1uam
BTOpPUHHE B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHSA",
nakyBaHHs); "Cnoci6 3actocyBaHHsA Ta f03u", "Mo6iuHi
MPO.ME/A.LIC peakuii" 3rigHo 3 iHhopmauieto Wwoao
Mpara a.c., MeAMYHOro 3acTocyBaHHA ped)epeHTHOro
Yecbka nikapcbKoro 3acoby (YPCO®ASbK,
Pecny6nika (BCi TabneTkun, BKpUTI M/1IBKOBOK 060/0HKOK
cTagii no 500 mr). BBegeHHs 3MiH MpOTSArom 6-Tu
BUPOGHMLTBA, MicALiB nicna 3aTBepaKeHHs
KOHTPO/b AKOCTI
Ta BMNYCK cepii)
147. | ®OCTEP aepo3ofib ons K'e3i ABCTpis BUPOOHMLTBO, ITania/ BHECEHHS 3MiH [0 peecTpavjiitHmx 3a - UA/16438/01/01
iHransauiin, dapmac'toTike KOHTPO/b, 36ip ABCTpis mMartepianis: 3MiHu | TUNy - 3MiHM WOA0 peyernmom
no3oBaHuii, 100+6 n3 rm6X HanoBHEHUX 6e3nekn/edheKTNBHOCTI Ta

MKr/go3sy; no 120
[,03 Y KOHTelHepi;

KOHTEliHepiB Ta
nakyBaHHs: K'e3i

thapmakoHarnsay. BeefeHHs abo 3miHu
[0 y3ara/ibHEHNX JaHux Npo cuctemy

no 1 a6o 2 PapmaueyTumui thapmakoHarnagy (BBefeHHs
KOHTelHepy 3 C.n.A., Itanis; 36ip y3arasibHeHUX JaHnx npo cucTemy
[03y04nM HarnoBHEHWX chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KnanaHom i KOHTEliHepiB Ta 0co6w, BignoBigasbHOI 3a 34jiNCHEHHS]
PO3MU/I0HYOI0 nakysaHHs: I".J1. hapmMakoHarnsgy; KOHTakTHoOi ocobu 3
HacagfKolo Ta dapma 'm6X, thapmakoHarnagy 3asiBHuka gns
3aXVCHUM ABCTpis; BUNYCK 3[jicHeHHs hapMakoHarnsay B YkpaiHi,
KOBMaYkKoM y cepii: K'esi AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
KapTOHHI kopobuyj; dapwmac'toTikens ocob6u, BiAnoBigasbHOI 3a 3AiACHEHHS
no 180 go3y mM6X, ABCTpis; thapmakoHarnsgy (BKo4atoum KOHTaKTHi
KOHTeliHepi; no 1 KOHTPO/b cepil: [OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-
KOHTelHepy 3 YIMAH C.P.N1., thaiina cuctemu chapmakoHarnagy). 3miHa
[03YH0UMM ITania KOHTaKTHUX [aHNX YMOBHOBaXXEHOT 0CO6M
KnanaHom i 3as1BHVIKa, BignoBiganbHOI 3a
PO3NUIOI0YO0I0 hapmakoHarnag. 3MmiHa
Hacagkow Ta MicLie3HaXOKEHHS MacTep-thaina
3aXUCHUM cuctemu chapmakoHarnagy. 3miHa micus
KOBMaykom y 3[iACHEHHSI OCHOBHOI AisiNIbHOCTi 3
KapPTOHHI Kopobui dhapMakoHarnsgy
148. | ®OCDAIOrE refib opasibHuWi TOB «Onenna Ykpaina Papmartic ®paHuin BHECEHHS 3MiH [J0 peecTpavjiitHmx 6e3 nions2ae UA/4381/01/01
Nnb (12,38 1 20% Xernckea martepianis: 3miHa 3asBHuka /13 (MIBIM) peyenma
remo/naket) no 20 r YkpaiHa» (BNacHvKa peecTpauiiHoro nocBifYeHHs)

rento y naketi; no 20
nakeTiB Y KApTOHHIl
nauuj

(3rigHo Haka3sy MO3 Big 23.07.2015 Ne
460): TepMiH BBEAEHHSA 3MiH - MPOTAroM 6
MicsALiB nicnsA 3aTBepKeHHs. 3MiHu | Tuny

- 3MiHK Woa0 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu

[0 y3ara/lbHeHUX JaHvx npo cuctemy

thapmakoHarnsgy (BBeeHHs
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT
oco6u, BiAnoBiganbHOI 3a 3A4iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jicCHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT
0co6w, BignoBigabHOI 3a 34jiNCHEHHS]
hapmakoHarnagy (BK/1o4atoUum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3asBHUKA,
BiANOBIAabHOI 3a hapmakoHarnsg. [iroya
pefakuis: Xopakiscbka TeTsHa
BsavecnasiBHa. MponoHoBaHa pegakuis:
Mwuxaiinos OnekcaHap Bonognmumposuy.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT
ocobw, BignosiganbHoI 3a
hapmakoHarnsg. 3miHa
MicLie3HaxX0KEHHS MacTep-ghaiina
cucteMu dhapmakoHarnsgy Ta moro
Homepa.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHa Micus 34iACHEHHS OCHOBHOT
[iSNbHOCTI 3 thapmakoHarniagy.

149.

DY3IKYTAH®

Masb 2% no5r, 15
r abo 30 r y Ty6i; no
1 Ty6i B KAPTOHHIl
navui

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmbeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3miHu | TMNy - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat

BiANOBIAHOCTI EBpONeNnchbkili
thapmakonei/mMmoHorpadii. NogaHHA HOBOTO
a60 OHOBNEHOro cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpONEChKil
thapmakonei: gna A®l; ans BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y

BMPOOHULTBI ADI; Ana AONOMIKHOT

peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuquikart Bif yXXe 3aTBepaKeHOoro

BMPOGHWKA - NOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignNoBiAHOCTI EBpONEChKil

hapmakonei Ne R1-CEP 2006-121 - Rev
02 (3atBeppxeHo: R1-CEP 2006-121 -
Rev 01) ans Aito4oi peyoBMHU KUCNOTH
chy3vA0BOi Bif BXe 3aTBEpPAKEHOro
BMpo6HUKa Ercros S.A., Icnais.

3a
peyerimom

UA/10307/02/01

150.

DY3IKYTAH®

Kpem 2% no5r, 10
r,15ra6o30ry
Ty6i; no 1 Ty6i B
KapTOHHIN nayui

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe Mm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviintHnx
matepianis: 3MiHK | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBpoNeichbkili
thapmakonei/moHorpadii. NMogaHHA HOBOro
ab0 OHOBNEHOTO cepTudlikaTa
BiAMNOBIAHOCTI 260 BUMYYEHHS
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y

BMPOGHULTBI A®I; ANs AONOMDKHOT

peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif yxe 3aTBepAKeHOro

BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt

thapmakonei Ne R1-CEP 2006-121 - Rev
02 (3atBeppxeHo: R1-CEP 2006-121 -
Rev 01) ans Aio4oi peyoBrHU KUCNOTU
hy3nA0BOI Bif, BXe 3aTBEPAKEHOrO
BUpO6HMKa Ercros S.A., IcnaHis

3a
peyenmom

UA/10307/01/01

151.

XEOEH3A

Masb pekTasibHa, Mo
20 r y Ty6i, no 1 1y6i

AnbneH
dapma 'mM6X

HimeuunHa

BUPOGHMK
Hepo3dacoBaHoro

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx
MaTepianis: 3miHa 3asiBHuKa J13 (MIBI)

6e3
peyenma

UA/18330/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

pasom 3
annikatopom y
KapTOHHiiA KopooLyi

NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BUMNYCK cepil:
Mepu, dapma
mM6X i Ko. KlraA,
HimeuunHa

(BNacHvKa peecTpauiiHoro NocBifYeHHs)
(3rigHo Haka3y MO3 Big, 23.07.2015 Ne
460). 3MiHy | TUNY - 3MiHK LWoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3ara/isHEHNX JaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHO|
0co6w, BignoBigasbHOI 3a 34jiNCHEHHS]
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHuka gns
3[jicHeHHs hapMakoHarnisay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
ocob6u, BiAnoBigasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BKouatoum KOHTaKTHi
[OaHi) Ta/abo 3MiHM Y po3MilLEHHI MacTep-
dhaiina cuctemu chapmakoHarnagy). 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BignoBiganbHOI 3a hapmakoHarnsag. Jiroya
pepakuisi: Ap. AHTOH BoliteHko / Dr. Anton
Voitenko. MponoHoBaHa pepakuis: Ap.
NeoHappo E6eniHr / Dr. Leonardo Ebeling.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0Cco6M 3as1BHKKA, BignoBigasibHOI 3a
thapmakoHarnsg. BeefeHHs KOHTaKTHOI
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a
thapmakoHarnag B YkpaiHi. NponoHoBaHa
pepakuis: byask OnekcaHgpa CepriiBHa.
BBefeHHsA KOHTaKTHUX faHUX KOHTaKTHOT
0Cco6M 3as1BHKKA, BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi. 3miHa micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-thaiina
cucteMu hapmakoHarnsgy Ta oro
Homepa.

152.

XENMNEKC®
AHTUKONA
HEO AN
DITEA

NOpOLLOK AN
0pa/IbHOrO PO3YNHY
3 MaJIMHOBUM
CMakoMm no 2,5 r
NOPOLLIKY B caLle; no
6 calle y KapTOHHIi
nauui

TOB «Mosi
Xenc»

YkpaiHa

BMPOBHMLTBO 3a
MOBHVM LVK/IOM:
Annekc dapma
CA, Weeiiyapis
nepBrHHE Ta
BTOPUHHE
naxkyBaHHs:
Namn CaH
Mpocnepo CMNA,
ITanisa

LLiseiiuapisi/
ITanisa

BHECEHHS 3MiH [J0 peecTpavjiitHmx
marepianis: 3miHu | Tmny - 3miHK Woao
6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOoCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHA NiKapcbKoro

3acoby B micnsipeecTpaliiHuii nepioa, abo

6e3
peyenma

He
niosnsieae

UA/17806/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

SIK pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BifNoBigHO A0 NaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHom)
3MiHV BHECEHO B iHCTPYKL,it0 AN
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby Ao po3ginis "B3aemogis 3 iHWMMU
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemMogiii" Ta "OcobnBOCTI
3acTocyBaHHA" BiAMNOBIAHO A0 OHOBNEHOT
iHchopmawii Wwoao 6e3nekn 3acTocyBaHHsS
Ait0Y0T PEYOBMHM 3riAHO 3 peKOMeHAaLjiern
PRAC. TepmiH BBefileHHS 3MiH NPOTArom 6
MicsLiB NicNs 3aTBEPAKEHHSA

153.

XENMNEKC®
AHTUKONA
HEO IMBUP

MOpPOLLOK AN1A
OpasIbHOrO PO3YMHY,
no 4 r NOpoLLKYy B
cauwe; no 10 cawe y
KapTOHHIN nayui

TOB «MoBi
Xenc»

YkpaiHa

Annekc ®apma CA

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpaviinHnx
mMartepianis: 3MiHu | TUNy - 3MiHW WOA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHSA MiKapCbKoro
3acoby B nicnapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3roKEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHNM OpraHoM) - 3MiHu
BHECEHO B iHCTPYKLt0 415 MEAUYHOIO
3acToCyBaHHS MikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWMMHK
niKkapcbkMuy 3acob6amu Ta iHLWi BUAK
B3aemMogiin" Ta "Oco6anBOoCTi
3acTocyBaHHs" BiAMOBIAHO 4O OHOBMEHOI
iHbopmaii Wwoao 6e3nekn 3acTocyBaHHs
Lit040T PeYOBMHN 3rigHO 3 pekoMeHaalie
PRAC. TepMiH BBeAE€HHS 3MiH NpoTArom 6
MicALIB Nicna 3aTBepAKEHHs

6e3
peyenma

niosisieae

UA/17630/01/01

154.

XENMNEKC®
AHTMKONA,
HEO IMBUP
BE3 LYKPY

NOPOLLOK A/1A
0paU1bHOTO PO3UUHY
no 2,5 r NOpoLUKy B
cawe; no 10 cawe y
KapTOHHIN nayui

TOB "Mosi
Xenc"

Ykpaina

Annekc ®apma CA

LLiBefuapis

BHECEHHS 3MiH [0 peecTpaLinHnx
marepianis: 3MiHu | TUNy - 3MiHKN WoA0
6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[IMYHOro 3aCTOCYBaHHS Ha nigcTasi

6e3
peyenma

nionsiecae

UA/17631/01/01
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Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu

Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsioYeHHs

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

BUPOGHUKa

PErynsipHO OHOBJTOBAHOTO 3BiTYy 3 6E3MeKu

®paHuin

nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro
3acoby B nicnisipeecTpawiiHuii nepioa, abo
SIK pe3ynbTarT OLUiHKW 3BIiTY 3 AOCNIKEHb,
npoBefeHnX BigNOBIAHO A0 nnaHy
negiatpuyHux gocnimpkersb (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOBaXEHVIM OpraHom)
3MiHN BHECEHO B iIHCTPYKL,il0 ANA
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby A0 po3ginis "B3aemogis 3 iHWmMK
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiit" Ta "OcobnmBocCTi
3acTocyBaHHsA" BiAMNOBIAHO 4O OHOBNEHOI
iHchopmawii Wwoao 6e3nekn 3acTocyBaHHS
Lito40i peqyoBuHN 3rigHO 3 pekoMeHaalie
PRAC. TepMiH BBeAi€HHA 3MiH NPOTArom 6
MicsILiB nicns 3aTBepApKEHHs!
BHECEHHS 3MiH [J0 peecTpavjiitHmx

6e3
peyenma

UA/8704/02/01

155.

XOdITON

PO34YUH OpasibHUIA
no 120 mny
donakoHi; no 1

hnakoHy y
KapTOHHI Kopo6Lii

Nab6opaTopil
Posa-
diTochapma

dpaHuin

BMPOBHULITBO
Hepo3dgacoBaHol
NpPOAYKLUii,
nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO/b SIKOCTI,
BiANOBIAaIbHNIA 3a
BUWMYCK Cepil:
Na6opaTopii
Maiioni Cningnep

mMarepianis: yTOYHEHHS HanMcaHHA
peecTpauiiiHOl Npoueaypy B Hakasi
MO3 Ykpainu Ne 387 Big 25.02.2023 -
3MiHu | TUny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3araslbHeHUX JaHuX Mpo cucTemy
thapmakoHarnagy (BBeAeHHs
y3arasibHeHUX faHnx npo cucTemy
hapmakoHarnsay, amMiHa ynoBHOBaXKeHO|
0co6w, BignoBigabHOI 3a 34jiCHEHHS]
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
chapmakoHarnsgy 3asBHuKa gns
3[jicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOI
0cobw, BignoBigabHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK/louatoum KOHTaKTHi
OaHi) Ta/abo 3MiHM Yy po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBiganbHOI 3a hapmakoHarnsag. Jivoua
pepakuis: Amelie Legrand. MponoHoBaHa
pegakuist: Sylvie Cismondo. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a thapmakoHarnsg,
3MiHa KOHTaKTHOT 0CO6K 3asiBHMKa

BignoBigasibHOI 3a hapmakoHarnsg B
YkpaiHi. flitova pegakuis: LLknspesuy Irop
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
OnekcaHApoBuMY.
MponoHoBaHa pepakuis: Lanka OneHa
BonogumupiBHa. 3MiHa KOHTAKTHUX
AAHNX KOHTAKTHOT 0COGOW 3asiBHMKA,
BignoBiganbHOI 3a hapmakoHarnapg s
YkpaiHi. 3miHa Micus 3ailicCHeHHA
OCHOBHOI AifANIbHOCTI 3
cthapmakoHarnsagy. 3MiHa
MicLie3HaxoKeHHs1 MacTep-chaiina
cuctemu dpapMakoHarnsagy.
156. | LE®TPAKTAM NOPOLLOK A/1A My6niuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [J0 peecTpaviitHmx 3a - UA/13736/01/01
pOo34nHYy ANA aKuioHepHe aKujioHepHe marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI. peyenmom
iH'ekyin, 500 mr/250 TOBapUCTBO TOBapUCTBO A®I. KoHTponb A®I. 3miHa y meToaax
Mmr; 1 doniakoH 3 "HaykoBo- "HaykoBo- BMNpo6yBaHHA APl abo BUXigHOro
nopoLuxkom; 1 BMPOGHNYNIA BVPOGHWYNIA marepiany/npomMiKHOro
h/1aKOH 3 NOPOLLKOM LeHTp LieHTp NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y naui 3 KapToHy; 5 "BopLuariBcbk "BopLyariBcbkuii y npoueci Bupo6HuuTBa A®I (iHWi 3MiHK Y
dNaKkoHiB 3 Ui XimiKo- XimiKO- mMeToAax BunNpobyBaHHSA (BK/IKOYaOUM
NOPOLLKOM Y KaceTi; thapmavneBTuy hapmaLeBTUYHNIA 3amMiHy abo fonoBHeHHs) Ad| abo
no 1 kaceti B neHani HKi1 3aBoa” 3asopg" BMXIAHOro/NPOMiXHOro Npoaykty) CynyTHA

3 KAPTOHY

3MiHa - 3MiHu 3 aKocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTpob roToBOro
niKkapcbKoro 3acoby. 3mMiHa y MeToaax
BMNPOGYBaHHS roTOBOrO /1iKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX
MeTofax BUNPoGYyBaHHS) 3 onucy
aHaNiTUYHOT METOAMKN 4718 KOHTPoso API
LlecbTpiakcoHy HaTpieBoi coni 3a
NoKa3HMKOM «CTepUbHICTb» BUTYYEHO
nocunaHHA Ha inbTpawiiniHy yCTaHOBKY
«CTepiTecT Ta 6y/im BHeceHi BiANOBiAHI
YTOYHEHHA 0 METOAMKM KOHTpO0 AdI
«CTepUnbHICTb» Ta, SIK HAcNigok,
BiANOBIAHI 3MiHM B 3aTBEpAXeHNX MKA Ha
N3. 3MiHn | TUNY - AAMIHICTPATUBHI 3MiHN.
BunyuyeHHs BUPOOHNYOI AinbHUL
(BrTovatoum dinbHuui ans Adl,
NPOMIXKHOro NPOAYKTY abo roToBOro
nikapcbKoro 3acoby, AinbHNLi Ans
NpoBefieHHA NakKyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUMYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOO cepii) abo
noctayanibHuka BUXiAHOrO matepiasny,
peareHTy abo AOMNOMIXXHOT pe4oBUHY
(AKLLLO 3a3HaYeHOo Y Aocbe) CynyTHA 3MiHa
- 3MmiHu 3 sKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
J0NYyCTUMUX MEX, BU3HAYEHUX Y
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

cneumdikauisix Ha Adl, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTHCA Y MPOLECI
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUNyYeHHs
3aCTapifnioro NoKasHyKa)) BUyYeHHs
BMpo6HuKa APl Cynbbaktamy HaTpieBa
cinb chipmn "HARBIN PHARMACEUTICAL
GROUP CO. LTD. General Pharm.
Factory", Kutaii, Sk Hacnigok 3miHa B
crneundikauii ona koHTponto A®l, a came
BWTyYEHO BUMOTMN [0 TeCTy "3a/nLLKOBI
KifIbKOCTi OpraHiYHnX po34mMHHKKIB" ANA
[aHoro BUPOBHMKa, BHECEHO YTOUHEHHS, &
came HasBy po3fifny 3MiHEHO Ha
"3a/IMLLKOBI PO3YUHHKKN" — NPUBEAEHO
Ha3By po3finy o sumor APY/EP. 3miHn |
TUny - 3MiHn 3 akocTi. A®I. KoHTponb AdL.
3miHa y MmeTogax BunpobysaHHs A®| abo
BUXiZAHOrO MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA
y npouieci BUpo6HmuTBa A®| (iHWi 3MiHM y
MeToAax BUNpobyBaHHA (BKIOYaoun
3amMiHy abo fonoBHeHHs) APl abo
BVIXiLHOro/MpoOMKHOro MpOAYyKTY)
CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3miHa y MeToAax
BUNPOOYBaHHSA rOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa Y 3aTBEpPAYKEHNX
MeToAax BUNpPOGYyBaHHS) 3 onucy
aHasliTUYHOI METOAWKN NS KOHTposo AdI
Cynbbaktamy HaTpieBoi coni 3a
MOKa3HNMKOM «CTepUbHICTb» BUTyYEHO
nocunaHHA Ha inbTpawiiiHy yCTaHOBKY
«CTtepiTecT Ta 6y/n BHeceHi BiANOBIAHI
YTOUYHEHHS 10 METOANKN KOHTPO0 Ad|
«CTepunbHICTb» Ta, AK HaCcNifoK,
BIANOBIAHI 3MiHM B 3aTBEpXeHNX MKA Ha
N3. 3miHn | Tuny - 3miHK 3 AkocTi. [oToBwMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUi 3aci6.
3MiHa nocTayasibHVKa NakyBalbHUX
mMartepianis abo KOMMIEKTYUMX (KO
3a3Ha4yeHo B [0CbE) (BUTyYEHHS
noctadyasibH1Ka) BUMYyYEHHS
HaViMeHyBaHHs1 nocTa4asibHUKIB
matepianis(P1akoHun, NPpobKu rymoBi,
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOBMaYky a/lloMiHIEBI) 3 peecTpauiiHoro

[0CbE - NpuBefeHHs po3giny 3.2.P.7.
Cuctema KoHTelHep/3akynoptoBasibHUI
3acib peecTpauiiHOro AOCbE Yy
BiANOBIAHICTb 4,0 EBPONENACHKNX BUMOT.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHKii 3aci6.
3miHa napameTpiB cneyudikaii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKY
roTOBOrO iKapCbKOro 3acoby (iHLUi 3MiHK)
3MiHa Ha3B Nokas3HuKiB y crnevumdikalii gns
KOHTPO/110 NEPBUHHOTO MaKyBas/lbHOro
mMaTepiany npobka rymosa(3aTBepaKeHo:
"30BHiLWHIl BUrNsAL", "PeyoBuHM, Lo
BiAHOBNOIOTLCA", "CyXnit 3a/IULLIOK, Mr";
3anponoHoBaHo: "Onuc”, "BigHOBHI
peyoBUHN", "3anNuULLOK nicns
BMMNapoByBaHHsA, Mr"). Kputepii
NPUAHSATHOCTI 3a/IMLLEHO 6€3 3MiH. 3MiHK |
T™Mny - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii
3aci6. Cuctema
KOHTeliHep/3akynopoBasibHKiA 3aci6.
3miHa napameTpiB cneyudikaii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKY
roTOBOrO iKapCbKOro 3acoby (iHLUi 3MiHK)
3MiHa NepiognyYHOCTI KOHTPOTIO
NepPBUHHOTO NMakKyBasIbHOrO Marepiany
npo6ka rymoBa (3aTBepaKeHo:
KOHTPONIOKOTb MepLLY Ta HACTYNHY KOXHY
M'ATY Cepito MOCTaBKV MOTOYHOIO POKY;
3anporoHOBaHO: KOHTPOJIOKTH MepLUy
Cepito KOXHOr0 POKY Bif, KOXHOMO
BMPOGHWKA).
3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOOHNYOI AinbHUL
(BrTovatoum ginbHudi ans Adl,
NPOMIXKHOIO NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHNL Ans
NPOBEefEeHHA NakKyBaHHs, BUPOOHUKA,
BiANOBIAA/IbLHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEeHHS KOHTPOIO cepii) abo
noctavyanbHuKa BUXIAHOTO matepiasny,
peareHTy abo AOMNOMIXHOT pe4oBUHN
(AKLLLO 3a3HaYeHo Y Aocbe) CynyTHA 3MiHa
- 3miHu 3 sKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo

A0oNyCTUMUX MeX, BUSHaAYEeHUX y
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

cneumdikauisix Ha Adl, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTHCA Y MPOLECI
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUNyYeHHs
3acTapifioro NokasHvka)) - 3MiHu 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meToaax
BMNpo6yBaHHA APl abo BUXigHOro
mMartepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuuTBa A®| (He3HauHi
3MiHW y 3aTBEPMKEHNX MeTofax
BMNPO6YBaHHS) BUTyYEHHS BUPOOHMKA
Ad| LledpTpiakcoHy HaTpieBOi coni
«Sandoz Industrial Products GmbH»,
HimeuunHa, K Hacnigok 3MiHa B
crneundikauii ona koHTponto A®l, a came
BWTyYEHO BUMOTMN 0 TeCTy "3a/nLLKOBI
KifIbKOCTi OpraHiYHnX po34mMHHKKIB" ANA
[laHoro BUpPOGHMKa Ta BHECEHO BiAMOBIAHI
3MiHV B MeToAMKax KOHTposo AdI.
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUpOGHWYOT AiNbHULI
(Brtovatoun ginbHuLi ans Adl,
NPOMIXXHOIo NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHUL 4Nns
NpoBefeHHs NaKyBaHHSA, BUPOBHYKa,
BiAMNOBIAA/ILHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAeHHs KOHTPOo cepil) abo
noctavyasibHUKa BUXiAHOTO MaTepiany,
peareHTy abo fONOMIXHOT pe4oBUHU
(AKLWL0 3a3HaYeHo y focbe) CynyTHS 3MiHa
- 3MiHn 3 aKocTi. A®Il. KoHTposnb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha Adl, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, LWwo
BMKOPWCTOBYIOTbLCS Y Npoueci
BMPOOHULTBA AP| (BUyHEHHS HE3HAYHOIO
nokasHuKa SKOCTi (Hanpuknag BUIyYeHHs
3acTapisioro NokasHuka)) - 3MiHu 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeToaax
BMNpo6yBaHHA A®Il abo BuxigHOro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA
y npoueci BUpo6HuyTBa A®| (He3HauHi
3MiHW Y 3aTBEepKeHNX MeTofax
BMNPO6YBaHHA) BUyYEHHS BUPOOHMKa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

A®| LledhTpiakcoHy HaTpieBoi coni
«AUROBINDO PHARMA LIMITED», IHgis,
AK HAcNifoK 3MiHa B cneundikauii ans
KOHTposto AdI, a came BUIyYEHO BUMOTU
[0 TecTy "3anuLLKOBI KiJIbKOCTi OpraHiyHmx
PO3YMHHVKIB" A4N1A faHOr0 BUPOOHMKA Ta
BHECEHO BiAMOBIAHI 3MiHN B METOAMKaX
KOHTpONto AdI.
3MiHu | TUnYy - 3MiHK 3 sKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneundgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BUKOPWCTOBYIOTBLCS Y NpoLeci
BMPO6HUMLTBa ADI (iHLI 3MiHW)
3MiHM B cneundikauii Ha Ad| LiecbTpiakcoH
HaTipeBOi COi, @ Came OHOB/IEHO Ha3BY
NOKa3HWKY(3aTBEPKEHO: "3a/INLLIKOBI
KINTbKOCTi OpraHiyHnX PO34nHHKKIB",
3anponoHOBaHO: "3a/INLLKOBI
PO34nHHKKK") BiANOBIAHO [0 BUMOT APY.
3miHu |l TUny - 3miHm 3 sKocTi. AL,
Brpo6HMLTBO. 3MiHa BUPOGHUKa
BWXi4HOro/MPOMIXHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpPOGHMKa
(BK/IIOYAOUM, file HeobXigHo, Micue
NpoBefEeHHs KOHTPOsto skocTi) APl (3a
BifiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y
3aTBEPAKEHOMY A0CHE)(BBEAEHHS HOBOIO
BMpOGHMKa A®| 3 HafaHHAM MacTep-
thaiina Ha Adl)

CynyTHS 3MiHa - 3MiHKM 3 AKoCTi. ADI.
KoHTposib A®I. 3miHa y napameTpax
cneuudgikauii Ta/abo AoNYCTUMUX MEX,
BM3Ha4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTHCA Y MPOLECI
BMPO6HULUTBA ADI (iHLWi 3MiHW)
BBEEHHS 10AAaTKOBOro BUpobHUKa Ad|
cynbbakTamy HaTpieBoi coni "Qilu
Antibiotics Pharmaceutical Co., Ltd.",
KuTali, Ta ik Hacnigok 3MiHu B
cneumdikauii Ha A®l, a came BHeECEHO
YTOYHEHHS LLOAO0 Nepeniky oOpraHiuHnx
PO3YMHHVKIB 38 TECTOM "3a/INLLKOBI
PO3YMHHMKM" AN Pi3HUX BUPOOHUKIB.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
157. | UE®PTPAKTAM NOPOLLIOK A5 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavyiinHx 3a - UA/13736/01/02
pO34nHYy AN akuioHepHe akuioHepHe marepianis: 3MiHW | TUNY - 3MiHK 3 AKOCTI. peyenmom
iH'eKuilA, 1000 TOBapuCTBO TOBapuncTBo A®I. KoHTponb A®I. 3miHa y meTofax
Mr/500 mr; 1 donakoH "HaykoBo- "HaykoBo- BMNpo6yBaHHA A®| abo BuxigHOro
3 NopoLLkom; 1 BMPOGHNYNIA BVPOGHNYMIA mMartepiany/npomiKHOro
(h/1TaKOH 3 NOPOLLKOM LeHTp LeHTp NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS
y mauui 3 KapToHy; 5 "Bopuyariscbk "BopuyariBcbkuii y npouieci BUpo6HMuTBa A®| (iHWi 3MiHK Y
hnakoHiB 3 i Ximiko- XiMiKo- MeToAax BUNpo6yBaHHSA (BK/IHUaUM
NMOPOLLKOM Y KaceTi; thapmavreBTuy thapmaLeBTUYHMIA 3amMiHy abo fonoBHeHHs) APl abo
no 1 kaceti B neHani Hui 3aBog” 3asog" BWXi4HOro/MpoMiXXHOro npoAaykTy) CynyTHs

3 KApPTOHY

3MiHa - 3MiHKn 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3miHa y MeToAax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa Y 3aTBEpPAYKEHNX
MeToAax BUNpOoGYyBaHHS) 3 onucy
aHasliTUYHOI METOANKN AN1A KOHTposo AdI
LledhTpiakcoHy HaTpieBoi coni 3a
NMOKa3HMKOM «CTepUbHICTb» BUTYYEHO
nocunaHHA Ha inbTpawiiiHy yCTaHOBKY
«CTtepiTecT Ta 6y/n BHeceHi BiANOBIAHI
YTOUYHEHHS ,O0 METOANKN KOHTPOsO Ad|
«CTepunbHICTb» Ta, AK HaCcNifoK,
BIANOBIAHI 3MiHM B 3aTBEpXeHNX MKA Ha
N3. 3miHn | TUNY - AAMIHICTPaTVBHI 3MiHW.
BunyyeHHs1 BUpOGHWYOT AiNbHULI
(Brtovatoun ginbHuLi ans Adl,
NPOMIXXHOIo NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHUL 4Nns
NpoBeeHHs NaKyBaHHSA, BUPOBHYIKa,
BiANOBIAA/ILHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAeHHs KOHTPOo cepii) abo
noctavyasibHUKa BUXiAHOTO MaTepiany,
peareHTy abo fONOMIXHOT pe4yoBUHM
(AKLL0 3a3HaYeHo y focbe) CynyTHS 3MiHa
- 3MiHn 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneundikauisx Ha Adl, abo
BUXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BUKOPWCTOBYIOTbLCS Y NpoLeci
BMPOOHULTBA AP| (BUTyHEHHS HE3HAYHOTO
nokasHuKa SKOCTi (Hanpuknag BUIyYeHHs
3acTapisioro NoKasHMKa)) BUIyYeHHs
BMpo6Huka APl Cynbbaktamy HaTpieBa
cinb chipmn "HARBIN PHARMACEUTICAL
GROUP CO. LTD. General Pharm.
Factory", Kutaii, sik Hacnifok 3miHa B
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

cneuudikauii 4na koHTponto A®l, a came
BWJ/Ty4EHO BUMOIMN A0 TecTy "3a/nLLKOBI
KifIbKOCTi OpraHiYHnX po3unmHHUKIB" ANns
[aHoro BUPOOHMKa, BHECEHO YTOYHEHHS, &
camMe HasBy po3finy 3MiHeHO Ha
"3a/IMLLKOBI PO3YNHHUKN" — NPUBELEHO
Ha3By po3giny o sumor AOY/ED. 3minHm |
TMny - 3MiHK 3 AKOCTi. APl KoHTposib AdI.
3MiHa y meTofax BunpobysaHHsa APl abo
BUXIiQHOr0 Marepiany/npomMbKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npouieci BupobHuuTBa A®!| (iHLWI 3MiHK Y
MeTogax BUNpobyBaHHA (BKIOYaoun
3aMiHy abo fonoBHeHHs) A®| abo
BVIXiZHOro/NMpoOMKHOro NpOAYyKTY)
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro
niKkapcbKoro 3acoby. 3miHa y MeToAax
BUMNPOOYBaHHSA rOTOBOTO /liKaPCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
MeTofAax BUNpoGyBaHHS) 3 onucy
aHaniTMYHOT METOAMKMN 418 KOHTposIo Ad|
Cynbbaktamy HaTpieBoi coni 3a
NnoKasHUKOM «CTepUbHICTb» BUTyYEHO
nocunaHHs Ha inbTpaviiiHy yCTaHOBKY
«CTepiTecT Ta 6y/1M BHeceHi BiANoBigHi
YTOYHEHHA [0 METOAMKM KOHTPOosto Ad|
«CTepunbHICTb» Ta, SIK Hacnigok,
BigNoBiAHI 3MiHW B 3aTBEpAKeHnX MKHA Ha
N3. 3MiHn | TMNY - 3MiHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHKiA 3aci6.
3MiHa nocTavyanbHyKa nakyBabHUX
marepianis abo KOMNAEKTYHUNX (SKLLO
3a3HavyeHo B 0CbE) (BUYYEHHS
nocTavyasnibHvKa) BUNyYEHHS
HaViMeHyBaHHs1 NocTa4YasIbHNKIB
matepianis(®1akoHun, NpobKy rymoBi,
KOBMaYKy1 atoMiHIEBI) 3 peecTpauiiiHoro
[0CbE - npuBeaeHHs po3giny 3.2.P.7.
Cuctema KoHTelHep/3akynoptoBasibHNI
3acib peecTpauiiiHoro A0ChbE y
BiANOBIAHICTb 4,0 EBPOMENCHKNX BUMOT.
3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasbHWii 3aci6.
3miHa napameTpiB cneyudikaii Ta/abo
O0NYCTUMUX MEX NMepBUHHOT YNaKoBKU
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

rOTOBOrO JlikapCbkoro 3acoby (iHLWi 3MiHK)
3MiHa Ha3B NokKasHWKIB y cneuudikauii ans
KOHTPOJ0 NEPBUHHOIO NakyBasIbHOro
mMarepiany npobka rymoBa(3aTBepAKeHo:
"30BHiLWHIl BUrNsAA", "Pe4yoBuHm, Lo
BifiHOBNOIOTLCA", "CyXunii 3a/IULLIOK, Mr";
3anponoHoBaHo: "Onuc”, "BigHOBHI
peyoBUHK", "3anuLLok nicns
BMNapoByBaHHA, Mr"). Kputepii
NPUAHATHOCTI 3a/IMLIEHO 6e3 3MiH. 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWii 3aci6.
3miHa napameTpiB cneyudikadii Ta/abo
[0NYCTUMUX MEX NepBUHHOT YNaKoBKU
rOTOBOrO JlikapCbkoro 3acoby (iHLWi 3MiHK)
3MiHa NepioAnYHOCTI KOHTPO/IO
NepBMHHOIO NakyBasIbHOro MaTepiasy
npobka rymosa (3aTBepAKeHO:
KOHTPO/IOIOTb NEepLLY Ta HACTYMHY KOXHY
N'ATY Cepito NOCTaBKN NOTOYHOTO POKY;
3anporoHOBaHO: KOHTPOJIIOKTL MepLly
Cepito KOXHOro POKY Bif, KOXHOro
BMPOGHWKA).
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUpOGHWYOT AiNbHULI
(Brtovatoun ginbHuLi ans Adl,
NPOMIXXHOIo NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHUL 4Nns
NPOBEefEHHS NakyBaHHs1, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAeHHs KOHTPOo cepii) abo
noctavyasibHUKa BUXiAHOTO MaTepiany,
peareHTy abo fONOMIXHOT pe4yoBUHM
(AKLL0 3a3HaYeHo y focbe) CynyTHS 3MiHa
- 3MiHn 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneundikauisx Ha Adl, abo
BUXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BUKOPWCTOBYIOTbLCS Y NpoLeci
BMPOOHULTBA AP| (BUTyHEHHS HE3HAYHOTO
nokasHuKa SKOCTi (Hanpuknag BUIyYeHHs
3acTapisioro NokasHuka)) - 3MiHu 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuxigHOro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

y npoueci Bupo6HuyTBa A®| (He3HauHi
3MiHW Y 3aTBEepKeHNX MeTofax
BMNPOBYBaHHSA) BUyYEHHS BUPOOHMKA
A®| LledhTpiakcoHy HaTpieBoi coni
«Sandoz Industrial Products GmbH»,
HimeuumnHa, sk Hacnigok 3MiHa B
cneuudikauii 4na koHTponto A®l, a came
BWJ/Ty4EHO BUMOIMN A0 TecTy "3a/nLLKOBI
KifIbKOCTi OpraHiYHnX po3unMHHKKIB" AN1A
[aHoro BUpo6HMKa Ta BHECEHO BiAMOBIAHI
3MiHW B METOAUKaxX KOHTposto AdI.
3MiHn | TUNY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHss BAPOOHUYOI AinbHUL
(BKNtOYaOUM AinbHULi ons Adl,
NPOMIXXHOro NPoAyKTy abo rotToBOro
nikapcbKoro 3acoby, AinbHNLi ans
NpoBefeHHsA nakyBaHHs, BUPOOHUKA,
BiANOBIAa/ILHOrO 3a BUNYCK Cepiid, MicLe
NpoBeLEeHHS KOHTPO/IIO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany,
peareHTy abo LONOMIXHOI pe4OBUHM
(AKLWL0 3a3HaYeHo Y Aocbe) CynyTHSA 3MiHa
- 3MiHM 3 AkocTi. APl KoHTponb AdI.
3MiHa y napameTpax crneumdikauiii Ta/abo
JONYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisix Ha A®l, abo
BUXigHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCS Y NPoOLEeCi
BMPO6HULTBA AP| (BUyYEHHS HE3HAYHOIO
noKasHuKa AKoCTi (Hanpuknag, BUyYeHHs
3aCcTapisioro NoKasHKka)) - 3MiHW 3 SKOCTi.
A®I. KoHTponib A®L. 3miHa y MeToAax
BuNpo6ysaHHA APl abo BuxigHOro
marepiany/npomMixKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6HuuTBa A®| (He3HauHi
3MiHW Yy 3aTBEPKEHNX METOAAX
BUNPOBYBaHHSA) BUTyYEHHS BUPOGHMKa
A®| LiedhTpiakcoHy HaTpieBoi coni
«AUROBINDO PHARMA LIMITED», IHgis,
AK HacNifoK 3miHa B crneundikauii ans
KOHTpO/I0 A®|, a came BUy4YEHO BUMOTH
[0 TecTy "3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHWKIB" AN1A faHOro BUPOGHMKa Ta
BHECEHO BifNOBIAHI 3MiHN B METOAMKax
KOHTpOsI0 ADI.
3MiHY | TUNY - 3MiHK 3 AKoCTi. AdI.

KoHTposb A®I. 3miHa y napameTpax
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHuX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAYKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCS Y NpoLEeCi
BUpoOHUUTBA AP (iHLL 3MiHW)
3MiHV B cneupudikauii Ha A®| LiecbTpiakcoH
HaTIpEBOI COJi, @ Came OHOB/IEHO Ha3BY
NoKasHVKy(3aTBepAKEHO: "3a/INLLKOBI
KINIbKOCTi OpraHiyHNX pO34YMHHUKIB",
3anpornoHoBaHo: "3asnLLKOBI
PO3YMHHMKN") BiANOBIAHO A0 BUMOT APY.
3Mminn [l TUny - 3MiHn 3 axkocTi. API.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
npoueci Adl, abo 3miHa BUpOOHMKa
(BkNtovaroun, ae HeobxigHoO, MicLe
NpoBefeHHs KOHTPOto AkocTi) API (3a
BiACYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCbE)(BBEAEHHSA HOBOrO
BMpOGHMKa AP| 3 HaAaHHAM MacTep-
thaiina Ha A®I)

CynyTHS 3MiHa - 3MiHK 3 AkoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneundgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, LWwo
BMKOPWCTOBYIOTbLCS Y Npoueci
BMPO6HUMLTBA ADI (iHLi 3MiHW)
BBE/leHHs J0AATKOBOrO BUPO6HMKa AdI
cynbbaktamy HatpieBoi coni "Qilu
Antibiotics Pharmaceutical Co., Ltd.",
Kutaii, Ta ik Hacnigok 3miHn B
cneundikauii Ha A®l, a came BHecCeHo
YTOYHEHHS WOA0 nepesiky opraHiyHmnx
PO3YMHHNKIB 3@ TECTOM "3a/INLLKOBI
PO3YUHHUKKN" 1A PIZHUX BUPOBHWKIB.

*y pa3si éHeceHHs 3MiH 00 iIHCMpYKyii npo MeduyHe 3acCMOCy8aHH:A

B.0. HaYaJIbHUKa

dapmaneBTUYHOrO ynpaBJliHHA

OnekcaHgp NPILEHKO
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