MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

11 tpaBHs 2023 poky Ne 879

IIpo fgepxaBHY  mepepeecTpamilo  JTiKapCbKHX  3aco0iB  (MeguuHMX
iMyHOOio/ToTiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BignosigHo o crarti 9 3akoHy Ykpainu «IIpo jyikapchbKi 3acobu», MyHKTIB 7,
10, 11 Tlopsigky [nepkaBHOi peectpalii (TepepeecTpailii) TiKapChbKUX 3acobiB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bizg 26 TpaBHs 2005 poky
Ne 376, ab3ary aABajIATh ChOMOTO ITANMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO 0OXOpPOHHM 370pOB’Sl YKpaiHU, 3aTBeppKeHOro MnocraHoBor KabiHety
Minictpie Ykpainu Bim 25 6Gepe3ns 2015 poky Ne 267 (B pejakiii mocTaHOBU
Kabinery MinicTpiB Ykpainu Big 24 ciunss 2020 poky Ne 90), Ha miacraBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUX MaTrepiaiiB TiKapchbKUX 3aco0iB (MeAUUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TOJaHi Ha Jep)XaBHy  PpeECTparlifo
(mepepeecTpallit0) Ta BHECEHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, MpOBeJeHUX
[ep>kaBHAM TIiAMPUEMCTBOM «Jlep)KaBHUM eKCepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIiB II0ZI0 e(heKTHUBHOCTi, Oe3rmeuHoCTi Ta
SIKOCTI, I[OZ0 €KCIIePTHOI OLIIHKM CITiBBiTHOLIIEHHS KOPUCTL/PU3MK JIIKapCbKOrO
3aco0y, II[0 TIPOTIOHYETHCS 0 Jep>KaBHOI peecTpaliii (mepepeectpatiii), 070
BHECEHHSI 3MiH [0 PeeCTpaLliiHUX MaTepiaiiB Ta peKoMeH/allii Moro /10 [ep>kKaBHOi
peectpatiii (repepeectpaiiii) abo BHECeHHs 3MiH /IO peecTpaljiiHUX MaTepiaJiis,

HAKA3Y1O:

1. IlepepeecTpyBaty Ta BHeCTH [0 [lep>KaBHOTO PeeCTPy JIiKapChbKUX 3acobiB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOGiosioriuHi TpermapaTHl) 3TifHO 3
fopatkom 1.

2. BHecTu 3MiHM [0 peecTpaljiiHMX MaTepiasiB Ta [lep)KaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JliKapceKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperapaTy) 3riJHO 3 JOAATKOM 2.
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3. ®apmaijeBTUHOMY yripaB/iiHHIO (Tapacy JIsicCKoBCbKOMY) — 3abe3rneunTH
OTIPU/TFOJJHEHHSI 1[bOTO Haka3dy Ha odiiiiHoMy BeOcaiiti MiHicTepcTBa 0XOpOHU
310pOB’S1 YKpaiHU.

4. KoHTpoJb 3a BUKOHAHHSM I[bOTO HaKa3y MOK/IAaCTHU Ha TepIIoro 3acTyITHUKA
Minictpa Cepris [Jy6poga.

MiHuicTp BikTop JIAIIIKO



ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEANYHNX IMYHOBIOJIOT'TYHUX TTPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMNX 3ACOBIB YKPAIHU

Jopartok 1
[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLuito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
martepianis»

Bif 11 TpaBHsa 2023 poky Ne 879

2 6nictepu B
KapTOHHiA Kopoo6Li

posginax "®apmakoTepaneBTuyHa rpyna. Kog
ATX" (wono Ha3Bw), "dapmakonorivHi
BnactmsocTi", "MokasaHHA", "B3aemogis 3
iHLWMMK NikapcbkMK 3acobamu Ta iHLWiI BUAK
B3aemogiin”, "OcobmMBOCTi 3acToCcyBaHHs",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rofyBaHHs rpygar”, "Cnocié 3actocyBaHHs Ta
posun”, "Oitn" (pegaryBaHHs), "MepenosysaHHA",
"Mo6iuHi peakuii" BigNoBigHO Ao iHhopmaui
pedoepeHTHOrOo Jlikapcbkoro 3acoby (flipuka,
kancynu no 50 mr, no 75 mr, no 150 mr, no 300
Mr)

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Mneku, BignoBigHO A0
Mopsiaky 34ificHeHHs hapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
YkpaiHnu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[,0pOB'st YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepiognuyYHOCTI NogaHHsA
perynsipHux 3BiTiB 3 6e3neku

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asBHUKa BUPOGHUKA Bionycky | yBaHHsi | peecmpayiliHo20
n 3acoby ynakosKa) nocsioYyeHHs1
1. FANAPA Kancynu TBepai, no TOB YkpaiHa yopnaga MEANLINH TypeyunHa MepepeecTpauisi HA HEOOMEXEHWNIA TEPMIH. 3a He UA/16529/01/01
75 mr no 14 kancyn "YOPNA INAY CAH. BE OHOB/EHO iHGhopMaLito B IHCTPYKLUIT A5 peuenmom | nidnsicae
y 6nicTepi; no 1 abo MEAVLUNH" TIOXK. A.LL. MeAUYHOro 3acToCyBaHHA NikapcbKoro 3acoby y




ynakoBLi; no 3
KOHTYPHUX

(YyTOUHEHHS), "B3aemogis 3 iHLWUMK NTiKapCbKMN
3acob6amu Ta iHLWi BuAy B3aemogaiii",

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
n/ JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | ysaHHs1 | peecmpayiliHo2o
n 3acoby YnakoskKa) nocsioYeHHs1
2. FANAPA Kancynu TBepai, no TOB YkpaiHa yopnga MEANLINH TypeyuunHa MepepeecTpadisi HA HEOOMEXEHWNIA TEPMIH. 3a He UA/16529/01/02
150 mr no 14 kancyn "YOPN[, IN1AY CAH. BE OHOBMEHO iHGhopmaLito B IHCTPYKLUIiT A5 peuyenmom | nidsisizae
y 6nicTepi; no 1 abo MEANLINAH" TIOXK. A.LL. MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
2 6nictepu B po3ginax "®apmakoTepaneBTuyHa rpyna. Kog
KapTOHHI/ Kopoo6Li ATX" (woao Ha3sw), "®apmakonoriyHi
BnactuBocTi", "lMokasaHHs", "B3aemogis 3
iHLWIMMK NiKkapcbKMK 3acobamu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHoOCTi abo
roflyBaHHs rpygao”, "Cnocib 3actocyBaHHs Ta
posun”, "Aitn" (pegaryBaHHs), "MepenosyBaHHs",
"Mo6iuHi peakwyii" BignoBigHO Ao iHhopmauii
pedrepeHTHOro flikapcbkoro 3acoby (Jlipuka,
kancysim no 50 mr, no 75 mr, no 150 wmr, no 300
Mr)
MepiognyHICTb NOAAHHA PerynsipHO
OHOB/IKOBAHOTO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jficHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHU
370p0B's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKamMM,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsapHux 3BiTiB 3 6e3nekun
3. HATPIIO KpucTaniyHui ToBapucTBO Ykpaina HOPTICT KuTaii MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH - He UA/17105/01/01
ACKOPBAT nopoLuok abo 3 PAPMACBHIOTIKAN nionseae
Kpuctanm 06MEXEHO rPYN KoO., NTA.
(cybcTaHuis) y Bignosifgasb
nonieTnIeHoBmx HicTI0
naketax gns "®apmauesT
chapmaLeBTUYHOro nyHa
3acTocyBaHHS KOMnNaHis
"3p0pos'a"
4, NMEPIHAOMNPEC® | TabneTku no 8 wr, MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauisi HA HEOBMEXEHWIA TEPMIH. 3a He UA/16982/01/01
no 10 TabneTtok y "®apmaueBT "®apmaueBTNyYHa OHoB/eHO iHhopmauito B IHCTpYKLi ans peuyenmom | nidsisizae
KOHTYPHiIli N4yHa oipma thipma "OapHuus” MeJMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y
YapyHKOBIi "fapHuus” posginax "®apmakonoriyHi BnactusocTi"




Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka cpopma,
YnakoskKa)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

YapyHKOBUX
yMakoBOK y navui

"Oco6umBocTi 3acTocyBaHHA", "Mo6iIuHI peakwii”
BiANOBIAHO A0 iH(hopMmaLii pechepeHTHOro
nikapcbkoro 3acoby Kosepcun (B YkpaiHi

MpecTapiym), TabneTtku.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANoBigHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4YeHUMK y NepiognuyYHOCTi NogaHHsA
perynsipHux 3BiTiB 3 6e3neku.

NEPIHAOMNPEC®

Tabnetkun no 4 wmr,
no 10 TabneTok y
KOHTYPHiIl
YapyHKoBIli
ynakosLi; no 3
KOHTYPHUX
YapyHKOBUX
ynakoBOK y navi

MpAT
"®apmauesT
N4yHa qoipma
"NapHuus"

YKpaiHa

MpAT
"dapmavueBTNyYHa
hipma "dapHuus”

YKpaiHa

MepepeecTpauisi Ha HEOBGMEXEHWNIA TEPMIH.
OHoBeHo iHdhopmaLito B IHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ainax "®apmakonoriyHi BnactmeocTi”
(yTouHeHHs1), "B3aemogis 3 iHWMMK NiKapCbKUMu
3aco6amu Ta iHLWi BuAW B3aEMogiii",
"Oco6umBocTi 3acTocyBaHHA", "Mo6iIuHI peakwii”
BiANOBIAHO A0 iHdopMaLii pechepeHTHOro
nikapcbkoro 3acoby Kosepcun (B YkpaiHi
MpecTapiym), TabneTtku.

MepiognyHICTL NOAAHHA PerysispHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsagky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpPKEHOro Haka3om MiHiCTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainun 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/16982/01/02

CAMITON®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH, Mo 500

TOB
«NIEA®AP
M ATO»

YkpaiHa

KYCYM XENTXKEP
NBT ATA

IHais

MepepeecTpauisi Ha HEOBGMEXEHWNIA TEPMIH.
OHOB/EHO iHChopMmaLito B IHCTPYKUIT 455
MEAMYHOI0 3aCTOCYBaHHsI NikapcbKoro 3acoby y

3a
peyenmom

He
niosnsiecae

UA/16969/01/01




Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
n/ JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | ysaHHs1 | peecmpayiliHo2o
n 3acoby YnakoskKa) nocsioYeHHs1
Mr; 10 4 TabneTkn y po3aini "Mo6iyHi peakuii" WoA0 BaX/IMBOCTI
6nictepi; no 1 3BiTYBaHHS NpPo No6GiyHI peakwyii.
6nictepy y
KapTOHHI ynakoBLi MepiognyHICTb NOAAHHA perynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BigNOBIAHO A0
Mopsagaky 34ilicHeHHsA chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMMu,
3a3Ha4YeHUMN Y NepioguyYHOCTI NogaHHA
perynspHux 3BiTiB 3 6e3neku.
7. | CAHINBA® pO34uH A5 pOTOBOT MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 6e3 nionsizae UA/16981/01/01
NOpPOXHWHK; no 100 "®PapmaueBT "apmaueBTNYHa OHoBeHO iHdhopMaLito y po3aini "TobiuHi peyenma
MY ¢hnakoHi; no 1 nyHa pipma ipma "OapHuus" peaxuii” IHCTpyKUiT AN MeANYHOro
NakoHy 3 MipHUM "NapHuus” 3acTOCYyBaHHS NikapCbKOro 3acoby Loao
cTakaH4MKoM B BaXX/IMBOCTI IH(DOPMYBaHHS Npo No6iYHi peakw;i.
naui MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IOBAHOIO 3BiTY 3 6e3nekw, BigNOBIAHO A0
Mopsaky 34jficHeHHs hapmakoHarnsgy,
3aTBEPKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3ri4HO 3i CTPOKamMMu,
3a3Ha4YeHUMN Y NepioguyYHOCTI NogaHHsA
perynsipHux 3BiTiB 3 6e3MeKu.
8. DPOCPOME], rpaHynun ans TOB YkpaiHa yopna MEANLINH TypeyunHa MepepeecTpalist Ha HEOBMEXEHNI TEPMIH. 3a He UA/16771/01/01
OPa/IbHOTO PO34YUHY «YOPN[, INAY CAH. BE OHOB/EHO iHGhopMmaLito B IHCTPYKUIT 455 peuyenmom | nidsisizae
no3rycauwe, nol MEOVNUNH» TIOK. A.LL. MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y

abo 2 cawe B
KapTOHHI KOpoOLj

posginax "lMNokasaHHa" (yTOUHeHHs iHdopmalLii),
"34aTHICTb BNAMBATMW Ha LIBUAKICTL peakuii npu
KepyBaHHI aBTOTPaHCNOPTOM a60 iHWMMK
mexaHismamu®, "[iTn" (yTouHeHHs iHdopmauii),
"Mo6iyHI peakuii BignoBigHO A0 iHchopmai
pechepeHTHOro nikapcbkoro 3acoby (MoHypan
rpaHynun Ans opasibHOro po3unHy no 3r).

MepioAnYHICTb NOAAHHSA PerynsipHo




Ne Hassa
n/ JNliKapcbKo20
n 3acoby

dopma sunycky
(nikapcbka cpopma,
YnakoskKa)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

OHOBJ/IOBAHOIO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
304,0p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMK y NepiognuyYHOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neKu.

HayanbHUK

dapmMaLeBTUYHOIO ynpaB/liHHA

Tapac JISICKOBCHKUH




MopaTok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLuito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bif 11 TpaBHaA 2023 poky Ne 879

ITIEPEJIIK
JIIKAPCBKUX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIO0 AKX BYJ/IM BHECEHI
3MIHM 1O PEECTPALIIMHNX MATEPIAJIIB, AKI BHOCATBCSHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX

3ACOBIB YKPAIHA

Ne Hassa dopma surnycky 3asasHukK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocBi04€eHHs1
1. | ABE/IOKC® TabneTtku, BKPUTI Baiiep Al HimeuunHa Baiiep A, HimeuunHa Himeuunna/ BHECEHHS 3MiH 0 peecTpavjiinHmx 3a - UA/4071/01/01
060/10HKOH0, Mo 400 (Becb LUuK ITanis mMartepianis: 3miHu | Tuny - 3MiHKn 3 peuyenmom
Mr no 5 Tabnetok y BUpOGHULTBA sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
6nictepi; no 1 (Bpo6HULTBO 3MiHU Yy BUPOBGHMLTBI. 3MiHN Y NpoLieci
6nictepy B Hepo3dacoBaHol BMPOGHULITBA FOTOBOTO NiKapCbKoro

KapTOHHiA Kopoo6Li

npoaykuii, nepBrHHa
ynakoBka, BTOPUHHA
ynakoBKa, KOHTPO/Tb
SIKOCTI, BUNYCK cepii));
Baiiep Xenckep
MaHydpakTypiHr C.P.J1.,
ITanis (anbTepHaTUBHWIA
BMPOBHUK (BUPOBHMLTBO
Hepo3acoBaHol
npoaykuii, nepBrHHa
ynakoBka, BTOPUHHA
ynakoBKa, KOHTPO/Tb
SIKOCTI, BUNYCK cepii));
LLteremaHH
JloHhbepnakyHr &
NoricTiwep Cepsic e.K.,
HimeuunHa
(anbTepHaTUBHWIA
BUPOGHWK (BTOPMHHA

3ac06y, BK/1HOYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU
BMPOOGHMLTBI TOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BMPOOHULITBA) BNPOBAAXEHHSA
[,04aTKOBOrO 6iNbLUOro
rpaHynsuiiHoro obnagHaHHs ans
NPUroTYBaHHS rpaHynsATy
MOKCUI/IOKCALIHY 3 METOH
36iNbLUEHHSI BUPOOHUYMNX
MOTY>XHOCTEN Ha BUPOGHWYINA AinbHUL
Baiiep Xenckep MaHyakTypiHr
C.P.N., Itania. 3miHu | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHMUTBI. 3MiHM y npoueci
BUPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco0y, BK/IOYakUy NPOMKHUIA
MPOAYKT, WO 3aCTOCOBYETHLCA NpU
BMPOGHWLTBI TOTOBOrO /1iKapCbKOro




Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
ynakoBKa)) 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) He3HauHi 3MiHu B
npoLeci HaHECEHHS NOKPUTTA: Ha
[ofaTok Ao 6inbLloro o6nagHaHHSA
A5 NPUrOTYBaHHSA rpaHynsaTy, Ha
BMPOGHWUIl AinbHULi Baliep Xenckep
ManydaktypiHr C.P.J1., ITanis
nnaHyeTbCA 3anpoBagnTn foaaTkose
Ginble 06naAHaHHA O151 HAHECEHHS
NOKPUTTS Ha TabneTkn
MOKCUdDI0KCaLMHY, BKPUTI 06010HKOK
no 400 Mr, sike Ma€ TaKy X MOTYXHICTb,
AK MallvHa AN HaHECEeHHS NOKPUTTS,
LLIO BUKOPUCTOBYETLCSA AiNTbHALEID
Baiiep Arl', NleBepky3seH, HimeuunHa.
PepakuiiiHi npaBku y BignoBigHMX
posginax.
2. | AOQPEHANIH- | po3unH Ans iH'eKuji, MpAT Ykpaina MpAT "dapmaLeBTU4Ha YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 3a - UA/5272/01/01
AAPHULUA 1,82 mr/mn, no 1 mn "®PapmaveBT ipma "OapHuua” martepianis: 3mMiHu | Tuny - 3MiHK WOAO | peyenmom
B amnyni; no 5 nyHa thipma 6e3nekn/edpekTnBHOCTI Ta
amnys y KOHTYpHIi "NapHuus” hapmakoHarnagy (iHwi 3miHK).
YapyHKOBIi OHOB/EHHA TEKCTY MapKyBaHHS
ynakoBLi; no 2 NepBUHHOT Ta BTOPUHHOI YMakoBKN
KOHTYPHi YapyHKOBI nikapcbKoro 3acoby, a came
ynakoBKM B nadi; no BUJTyYEHHSs iHhopmaLii, 3a3HaveHoT
1 mn B amnyni; no POCIliCbKOI0 MOBOIO, Ta A0AAaBaHHS
10 amnyny QR-kogy y n.17 IHLWE. BBegeHHA 3MiH
KOHTYPHili NpOTAroM 6-Tu MicAuiB nicas
YapyHKOBIl 3aTBepKEHHSA
ynakosui; no 1
KOHTYPHili
YapyHKOBIll yrnakoBLi
B mauui
3. | A3IIEKT Tabnetkv no 1 mr, TOB «TeBa Ykpaina BUPOGHUK, AKUiA I13pains/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a - UA/13573/01/01
no 10 TabneTtok y YkpaiHa» BignoBigae 3a HigepnaHgmn mMartepianis: 3miHu | Tuny - 3MiHn 3 peuyenmom

6nictepi; no 3
6nictepu B
KapTOHHI KOpoOLj

BUPOGHNLITBO NPOAYKTY
in bulk, nepsuHHe
nakyBaHHS, BTOPUHHE
nakyBaHHS, KOHTPO b
cepii, BUNYyCK cepil:
Tesa ®apmaueBTiKan
IHpacTpi3 T4, 13paine;
BUPOGHWK, AKUiA
BiNOBIAAE 3a KOHTPO/Ib
cepii: ®apmaxemi b.B.,

AKocTi. A®l. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHsa APl abo
BUXIAHOIO MaTepiany/MpoMiXXHOro

NpPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NPOLIECI
BUpO6HMUTBa AD| (IHLWI 3MiHW)
peAakuiiiHi 3MiHM B MOHorpadii

BUXifHOro matepiany 1-amiHoiHgaH
25003-IH. 3miHu | Tuny - 3MiHn 3

AKocCTi. A®I. KoHTponb A®I. 3miHa y
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

HigepnaHnamn

MeToAax BunpobysaHHA APl abo
BWXifHOro Martepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLLI 3MiHK)
pepakuiiHi 3miHn B 3.2.5.4.2 -
AHaniTU4YHIi meToamkn (MOHorpadis
2554-|H-EUR) ans akTVBHOI Pe4OBUHM
resagiline mesylate. 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTposnb ADL.
3miHa y meTogax BunpobysaHHs Ad|
abo BuxigHoro marepiany/npomikHoro
NpOAyKTy/peareHTy, Lo
BMKOPVCTOBYETbLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
pepakuiiiHi 3miHn B 3.2.5.4.2
aHaniTMYHi MeTogukn (MeToq,
BMMNPOGYBaHHA MiKpo6ios1oriyHoT
ynctoTv QDS0001200). 3miHu | Tuny -
3MiHn 3 aKkocTi. A®I. KoHTposnb AdI.
3MiHa y MeTogax BunpobyBaHHs Ad|
a60 BuUxigHoOro marepiasny/npoMixHoro
npoAayKTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLIECI
BUpOGHMLUTBa AP (HLLI 3MiHW)
pefaxuiiHi 3miHn B 3.2.5.4.3
Baslifalis aHaNniTUYHNX MEeToAMK
(NpupgatHicTb MeToAy BUNPOGYBaHHSA
MiKpO6I0N0riYHOI YNCTOTH
QDS0010756).

A30MT®

Kpanni o4Hi, 10
mr/mano5mny
donakoHi-
KpanenbHuui "dpon-
TelHep®"; no 1
donakoHy-
KpanenbHuULi y
KOpo6Li 3 KapTOHY

Hosapric
dapma Al

LLiBeiiuapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/edpeKkT1BHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuui nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
negiatpnyHux gocnimkeHs (PIP)

3a
peyenmom

He
nidnsieae

UA/2300/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

(3MiHY Y3ro/pPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHUM OpraHom). 3miHu
BHECEHO B iHCTPYKLO0 A58 MEeANYHOrO
3aCTOCYBaHHS! NikapCbKoro 3acoby A0
po3ginis "Oco6MBOCTi 3acTOCyBaHHS"
Ta "Mob6iyHi peakui” Wwoao 6e3nekn
3aCTOCYBaHHS fjl040l PeYOBUHU 3riHO
3 pekomeHgadieto PRAC. TepMmiH
BBE/IEHHS 3MiH MPOTAroM 6 micauis
nicnsi 3aTBepAKEHHS.

ANAKTUH

Tabnetku no 0,5 wr,
no 2 abo 8 TabneTok
y nasawyi, no 1
NAAWLUI Y KOpPooLi

TOB "TeBa
YkpaiHa"

Ykpaina

TeBa Yex IHAacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
aKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudikaT BiANoBIgHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignNoBIigHOCTI
€poneiicbkiii hapmakonei: ana Adl;
LA BUXigHOro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBreHWIA cepTUdikat Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponeiichbkili
thapmakonei Ne R1-CEP 2006-170-
Rev 03 ( 3atBepmxeHo: R1-CEP 2006-
170-Rev 02) gna Aitoyoi peyoBUHN
Cabergoline Big, BXe 3aTBepaKeHoro
BMpo6H1Ka TEVA CZECH
INDUSTRIES S.R.O.

3a
peyerimom

UA/9595/01/01

AN3ENIN

TabneTku, BKPUTI
060/10HKOI0, N0 5 Mr;
no 14 tabnetok y
6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHIA KopooLi

3AT
dapmaueBT
WYHWIA 3aBOf,

EFIC

YropLmHa

3AT PapmaueBTUUHWIA
3asopg ElC

YropLumHa

BHECEHHS 3MiH 1O peecTpaLiiHnx
mMaTtepianis: 3MiHu | Tuny - 3miHN 3
AKocTi. CepTudpikat BignosigHOCTI/lE-
cepTudikaTt BiANoBIgHOCTI
€Bponeichbkiin
thapmakonei/MoHorpadii. 3MiHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BiAMNOBiAHICTb A0 MoHorpadii 4dY
abo EBponeiicbKoi dpapmakonei, abo

3a
peyenmom

UA/10701/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

iHLWOT HauioHasbHOT thapmakonei
Aepxasun €C (3miHa y cneuudikawii
HedhapmakoneiiHoro A®| ans
NpuBeLEeHHA Y BIANOBIAHICTb 40 BUMOT
Loy abo €Bponelicbkoi thapmakonei,
ab0 iHLWOT HauioHasTbHOIT hapmakonei
nepxasu €C) - A®L. MpuBeaeHHA
cneumdikauii 4ito4oi peyoBuHN
[JoHenesunny rigpoxnopugy y
BiANOBIAHICTb A0 BUMOTr MOHorpadii
€Bponeiicbkoi hapmakonel
«Donepezil hydrochloride
monohydrate» 04/2020:3067.

AN3ENIN

TabneTkn, BKPUTI
060/10HKOH0, Mo 10
Mr; no 14 TabneTtok
y 6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHIA KopooLi

3AT
dapmavnesT
WYHWIA 3aBO,

ErIC

YropmHa

3AT dapmaueBTUYHNMi
3asopg ElC

YropLmHa

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
aKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudiikaT BiAMNoBIgHOCTI
€Bponeiicbkil
thapmaxonei/MoHorpadii. 3MiHu,
noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS
y BiANOBiAHICTb A0 MoHorpadii 4dPY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHasTbHOT thapmakonei
aepxasun €C (3MiHa y cneuudikauii
HechapmakoneiiHoro A®| ans
npuBeaeHHs Yy BiANOBIAHICTb 40 BUMOT
[dY abo €sponelicbkoi hapmakonel,
abo iHWOI HauioHasIbHOT hapmakonel
nepxasu €C) - AdI. MprBeaeHHs
cneuudikauii 4ito4oi peyoBrHU
[LoHenesuny rigpoxnopugy y
BIANOBIAHICTb 40 BUMOr MOHOrpadii
€Bponeiicbkoi hapmakonel
«Donepezil hydrochloride
monohydrate» 04/2020:3067.

3a
peyerimom

UA/10701/01/02

AMIOAUMIH-
ACTPAD®APM

Tabnetku, no 10 wmr,
no 10 TabneTtok y
6nictepi, no 2, 3, 6,
9 a6o 10 6nicTepiB y
KopobLi 3 KapTOHY

TOB
"ACTPA®A
PM"

YkpaiHa

TOB "ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3MiHn
of0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKili
XapakTepucTuLi nikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEZMYHOrO 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHMX
NiKapCbKnx 3aco6iB Nic/isi BHECEHHS
Tiei caMoi 3MiHM Ha pedoepeHTHUIA

3a
peyenmom

He
nionsieae

UA/3673/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

npenapar (3MiHa He noTpebye
HaflaHHs XOLHMX HOBMX [04aTKOBUX
[AaHnx) 3MiH1 BHECEHO B iHCTPYKL,i10
AN MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3ginis
"®apmakonorivyHi BnacTmeocTi”,
"B3aemopis 3 IHWMMUW NiKapCbKUMu
3acobamu Ta iHWi BUAN B3aEmMogiii",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta o3n", "TobiuHi
peaxuii” BignoBigHO A0 OHOB/IEHOT
iHdhopmalii pecbepeHTHOro
nikapcbkoro 3acoby HOPBACK®,
TabneTkn no 5 mr ta no 10 mr.

AMNIOAUMNIH-
ACTPA®APM

Tabnetku, no 5 mr,
no 10 TabneTok y
6nictepi, no 2, 3, 6,
9 a6o 10 6nicTepiB y
KOpOOGLii 3 KAPTOHY

TOB
"ACTPAGA
PM"

Ykpaina

TOB "ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHMX
nNiKapcbKunx 3acobiB Nic/isi BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOLHMX HOBMX [0AATKOBUX
AaHunx) 3MiHW BHECEHO B iIHCTPYKL,it0
AN MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3zinis
"®apMakonoriyHi BnactTneocTi”,
"B3aemogis 3 iHWMMUW NiKapCbKUMu
3aco6amu Ta iHLWi BUAW B3aemMogiii",
"Oco6/1MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta go3u", "MobiuHi
peaxuii” BignoBigHO 40 OHOB/IEHOT
iHbopmawii pecbepeHTHOro
nikapcbkoro 3acoby HOPBACK®,
TabneTtkn no 5 mr ta no 10 mr.

3a
peyerimom

He
niosnsiecae

UA/3673/01/01

10.

AHANbLIoOAE
KC

PO3YUH ON1s1 iH'EKLLIA
25 mr/mn; no 2 mn B
amnyni, no 5 amnyn

Crepun-
[bxeH Naiidp
CalieHcus

IHais

Crepun-[xeH Naind
CalieHcus (M) NiTg,

IHais

BHECEHHS 3MiH 10 peecTpaLiiHnx
martepianis: 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BK

3a
peyenmom

He
nidnsieae

UA/19104/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
Y KOHTYpHil () NTg, nNiKapcbKoro 3acoby. 3MiHN BHECEHI
ynakosLi, no 1 LLI00 Ha3BW JlikapcbKoro 3acoby:
KOHTYPHIl1 yrnakoBLi 3atBeppxkeHo: JEKCKET.
Y KapTOHHIli kopobLi 3anponoHoBaHo: AHAJIbIOAEKC
11. | AHANPWAIH- | TabneTtku no 40 mr, TosapuncTBO Ykpaina BCi CTagii BUpO6HMLTBA, YkpaiHa BHECEHHS 3MiH 0 peecTpavLinHmx 3a He UA/4715/01/02
340POB'A no 10 TabneTok y 3 KOHTPO/1b AKOCTI, BUMYCK mMartepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom niossieae
6nictepi; no 5 06MEXEHOI cepil: siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
6nictepis y Bignosigaib ToBapucTso 3 3MiHU y BUPO6HMLTBI. 3amiHa abo
KapTOHHI kopobuyj; HiCTIO 06MEXEHO BBE/€HHS A40AaTKOBOT Ai/TbHULLI
no 50 TabneTtok y "®apmaveBT BiANOBIAA/ILHICTIO BMPOGHULITBA ANS YacTUHU abo BCbOro
6nictepi; no 1 nyHa "papmaLeBTUYHa BMPOGHMYOro NpoLecy roToBoro
6nictepy B KOMnaHis KOMnaHis "3g0poB s", nikapcbKoro 3acoby (AiNbHWLS, Ha AKil
KapTOHHI Kopobuyj; "3popos " YkpaiHa npoBOAATLCA ByAb-AKi BUPOOHMUI

no 50 TabneTok y
KOHTeliHepi
n1acTMacoBoMy; Mo
1 KOHTelHepy B
KapTOHHIA KopoobLi

BCi CTagii BUpO6HMLTBA,
KOHTPOJ1b AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MeXeHo
BiANOBIAA/ILHICTIO
"®APMEKC rPy1",
YkpaiHa

cTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJTO0 SIKOCTi, NEPBMHHOTO Ta
BTOPWHHOTO MakyBaHHS, A5
HecTepuIbHUX Mikapcbkux 3acobiB).
CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3MiHK y
BMPOOHULTBI. 3amiHa abo BBEAEHHS
[0AaTKOBOI AiNIbHUL BUPOBHMLITBA
NS YacTHM abo BCbOro BUPOBHNYOro
npoL,ecy roToBOro Nikapcbkoro 3acody
(4inbHUUA oNSA BTOPUHHOTO
nakyBaHHs) - 3MiHu 3 IKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/TbHULL BUPOOHULTBA
[ANs YacTvHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro fikapCbkoro 3acoby
(AiNbHULA 4N NePBUHHOIO
nakyBaHHs1) BBe[ieHHs J04ATKOBOrO
BUPOGHMKa rOTOBOrO /1iKapCbKOro
3acoby - ToBapnCTBO 3 06MEXEHOI
BignosiganbHicTio “PAPMEKC Py,
YkpaiHa gna ynakosku Ne 50 (10x5) y
6nictepax B kOpoo6Li. BBegeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUNYCKY cepil Ta
KOHTPO/O SIKOCTi FOTOBOTO J1iKapCbKOro
3acob6y (3amiHa abo goaaBaHHsS
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BMpPOOHUKa, LLO BiANOBiAaE 3a
BBE3EHHA Ta/abo BMMNYCK cepii) -
Bkntoyatoum KOHTPOb/BUNPOGYBaHHS
cepii, JofaBaHHA BUPOOHMKA -
ToBapucTBO 3 0OMEXEHOI0
BignoBiganbHicTio “GAPMEKC IMPYM”,
YKpaiHa Lo BiANoBiAaE 3a KOHTPO/b
AKOCTI Ta Bunyck cepii /13 gns
ynakoBku Ne 50 (10x5) y 6nictepax B
Kopo6Li. 3MiHW BHeCeHi B po3ainu
"BnpobHuK" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS OTO AjisNIbHOCTI" B
IHCTPYKLiO 415 MeanyHOro
3acTOCyBaHHSA OO0 J0faBaHHSA
BMPOBHUYOT AiNbHULL Ta SK HAC/IJOK -
3aTBEPKEHHS A04ATKOBOIO TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BkNtOYaKOuM AjanasoH po3mipy cepii)
roTOBOrO NikapcbKoro 3acoby
(3meHLweHHs go 10 pasis) BBeAEHHS
[ofatkoBoro po3mipy cepii (90 kr)
roTOBOrO JIiKapCbKOro 3acoby (ans
[03yBaHHA o 40 Mr) Ans HOBOI
AinbHUUi BUpo6HuLTBa TOB
“®APMEKC I'PYTIT", YkpaiHa ansa
ynakoBku Ne 50 (10x5) y 6nictepax B
Kopob6Li. BBegeHHs 3MiH MpoTaromM 6-
TN MICALIB Nic/IA 3aTBEPKEHHS.

12.

AHANPUIH-
340POB'S

Tabnetku no 10 mr,
no 10 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHI kopo6uyj;
no 50 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopobuyj;
no 50 TabneTok y
KOHTeliHepi

ToBapucTeo
3
06MEXEHOI
Bignosigaib
HiCTIO
"®apmauesT
nyHa
KOMnaHis
"3popoB "

Ykpaina

BCi CTagii BUpO6HMLTBA,

KOHTPO/1b AKOCTI, BUNYyCK

cepil:
ToBapucTso 3
06MeXeHo
BiANOBIAA/ILHICTIO
"papmaLeBTUYHa
KOMMaHis "3g0poB s",
YKpaiHa
BCi CTagii BUpO6HMLTBA,
KOHTPOJIb AKOCTI, BUMYCK

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBE/€HHS A0AaTKOBOT Ai/TbHULL
BUPOGHMLITBA A1 YACTMHW abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHWLS, Ha AKil
npoBoAATLCA ByAb-AKi BUPOOHWUI
cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 SKOCTi, NEPBMHHOTO Ta

3a
peyerimom

He
nionsieae

UA/4715/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
n1acTMacoBoMy; Mo cepii: BTOPWHHOTO MakyBaHHS, A5
1 KOHTelHepy B ToBapucTso 3 HecTepuIbHUX NMikapcbkux 3acobiB).
KapTOHHIA KopooLi obmexeHor CynyTHS 3MiHa - 3MiHM 3 AKOCTI.

BiANOBIAA/ILHICTIO
"®APMEKC rPy1",
YkpaiHa

[OTOBWIA NlikapcbkuMii 3aci6. 3MiHK y
BMPOOHULTBI. 3amiHa abo BBEAEHHSA
[0[AaTKOBOT AiNbHULI BUPOGHMLTBA
NS YacTyHM abo BCbOro BUPOGHNYOro
npoL,ecy roToBOro Nikapcbkoro 3acody
(@inbHULSA ANS BTOPYHHOMO
nakyBaHHs) - 3MiHM 3 IKOCTi. [0TOBWIA
nikapcbknii 3aci6. 3MiHn y
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/TbHULL BUPOOHULTBA
[ANs YacTHM abo BCbOro BUPOOHNYOro
npoLiecy roToBoro fikapCbKoro 3acoby
(8iNbHULA 4N NePBUHHOIO
nakyBaHHs1) BBe[ieHHS 4OAATKOBOrO
BUPOGHMKa rOTOBOrO /1iKapCbKOro
3aco6y - ToBapuCTBO 3 06MEXEHOI
BignosiganbHicTio “PAPMEKC Py,
Ykpaina gns ynakosku Ne 50 (10x5) y
6nictepax B kOpoo6Li. BBeaeHHs 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 siKkocCTi. FoTOBMIA
nikapcbknii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCSl BUNYCKY cepil Ta
KOHTPOJO SIKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo JoaaBaHHs
BMpPOOHUKa, LLO BiANOBiJaE 3a
BBE3EHHA Ta/abo BMMNYCK cepii) -
Bkntoyatoun KOHTPOb/BUNPOGYBaHHS
cepii, JofaBaHHs BUPOOHMKA -
ToBapucTBO 3 0OMEXEHOI0
BignosiganbHicTio “GAPMEKC IMPYM”,
YKpaiHa Lo BiANoBiAaE 3a KOHTPO/b
AKOCTI Ta Bunyck cepii /13 gns
ynakoBku Ne 50 (10x5) y 6nictepax B
Kopo6Li. 3MiH1 BHeCeHi B po3ainu
"BnpobHuK" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS Or0 AisNIbHOCTI" B
IHCTPYKLiO 415 MeanyHoro
3aCTOCyBaHHSA W00 [0fjaBaHHS
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BMPOBHUYOT AiNbHULL Ta SK HAC/IJOK -
3aTBEPKEHHS A04ATKOBOIO TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro

3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu

MiCALIB MiCNA 3aTBEPIKEHHS. 3MiHu |

TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BkNtOYaKOuM AjanasoH po3mipy cepii)
roTOBOrO Nikapcbkoro 3acoby
(3meHLweHHs ao 10 pasis) BBeAEHHS
[ofatkoBoro posmipy cepii (90 kr)
roTOBOrO JIiKapCbKOro 3acoby (ans
[03yBaHHsA 1o 40 mr) Ans HOBOI
AinbHUU BUpo6HuyTBa TOB
“®APMEKC I'PYTIT", YkpaiHa ans
ynakoBku Ne 50 (10x5) y 6nictepax B
Kopob6Li. BBeaeHHs 3MiH MpoTsaromM 6-
TN MICALIB NiC/IA 3aTBEPKEHHS.

13.

AHA®EPOH

Tabnetku, no 20
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopoo6Li

TOB
"MarTepia
Meguka-
Ykpaina"

Ykpaina

3AT CaHTOHiKa

NntBa

BHECEHHS 3MiH 40 peecTpalinHmx
MaTepianis: 3MiHu Il Tuny - 3miHn 3
AKocTi. A®l. KoHTposb A®I (iHLi
3MiHM) 3MiHa AONYCTUMUMX MEX 3a
NoKasHNKOM «laeHTudikauis»,
BM3HAYEHOro y cnevmdikadii Ha
BUXIAHWI NPOAYKT «AHTUTINA [0
ramma iHTepepoHy NanHU aiHHO
OUWLLIEHI», LLL0 BUKOPUCTOBYETLCS Y
npoteci Bupo6Huutea Adl,
06yMOB/IeHa BHECEHHSAM YTOYHEHHS
LLIOA0 MOX/IMBOCTI NOSIBA CMYTU
npn6nmnsHo 81 k[a, Wwo Bignosigae p-
cmysi IgM, nig yac BUKOHaHHSA
meToamkm Reducing SDS-PAGE.
HesHauHi pegakuiiiHi npasku Wwoao
nokasHvka «lgeHtudikauis» (metos
Non-reducing SDS-PAGE)
cneuudikauii BUXiAHOro NpPoayKTy
«AHTUTINA [0 raMmMa iHTepepoHy
NOANHN ahiHHO OUMLLLEHI», LLO
BMKOPWCTOBYETbLCS Y NPOLIECI
BMPO6HMLTBA ADI, AKi HE TATHYTL 3a
c06010 3MiH, 3asiB/1EHI 3 METOIO
npuBELEHHS Y BiANOBIAHICTL peaakuii
mMaTtepianiB peecTpauiiHoro 4oche 3

6e3
peuenma

UA/2614/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

[LOKYMEHTALLE0 BUPOGHMKaA BUXIAHOTO
npoaykty. 3miHu Il Tuny - 3miHun 3
akocTi. A®Il. KoHTponb A®I (iHwi
3MiHW) 3MiHa JONYyCTUMUX MeX 3a

NOKa3HMKOM «YuncTtoTa», BU3HAYEHOro

y cneuudikauii Ha BUXigHNI MPOAYKT

«AHTUTINA J0 raMmMa iHTepepoHy
NOAVHN athiHHO OUMLLIEHI», L0
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HMLUTBa ADI, 06yMOBEeHa
BHECEHHSIM YTOUYHEHHS LLO0A0
MOX/IMBOCTi MOSIBYA CMY NPUGAN3HO
81 k[a, Wwo Bignosigae p-cmysi IgM,
nif, Yac BUKOHAHHS METOANKMN
Reducing SDS-PAGE. He3HauHi
pefakLiiiHi npaBkK LLOAO NoKasHMKa
«YucToTa» (metog Non-reducing
SDS-PAGE) cneuudikauii BUXigHOro
NPOAYKTY «AHTWTINA [0 raMma
iHTepdhepoHy NtoanHM adpiHHO
OUVILLIEHI», L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTea A®I, aki He
TArHYTb 3a 0600 3MiH, 3aABNeEHi 3
METOI0 NPUBELEHHS Y BiANOBIAHICTb
pepakuii maTepianis peecTpauiiHoro
[0CbE 3 JOKYMEHTaLE BUPOOHNKA
BUXiAHOTO NPOAYKTY.

14.

AHA®EPOH
ANTA4UN

Tabnetku, no 20
TabneTtok y 6nicrepi;
no 1 6nictepy y
KapTOHHIA KopooLi

TOB
"MaTtepia
Meguka-
YkpaiHa"

YkpaiHa

3AT CaHToHika

NntBa

BHECEHHS 3MiH [0 peecTpaviinHmx
mMarepianis: 3miHu Il Tuny - 3MiHn 3
AKocTi. A®l. KoHTposib A®I (iHLi
3MiHW) 3MiHa JONYCTUMUX MEeX 3a
NOKa3HUKOM «laeHTudikayis»,
BM3HAYEHOro y cnewmdikauii Ha
BUXiAHWI NPOAYKT «AHTUTINA [0
ramMmma iHTepthepoHy NioanHN achiHHO
OUWLLIEHI», L0 BUKOPUCTOBYETHCSA Y
npoueci BupobHuuTea AdI,
06yMOB/IeHa BHECEHHAM YTOUHEHHS
LLIOZI0 MOX/IMBOCTI NOSIBM CMYTW
npu6nunsHo 81 kfa, o Bignosigae p-
cmysi IgM, nig Yac BUKOHaHHSA
MeToaukm Reducing SDS-PAGE.
Hes3HauHi pegakLiiiHi npaBku Wwoao
nokasHuka «laeHtudikais» (Metos
Non-reducing SDS-PAGE)

6e3
peyenma

UA/7756/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

cneumaikalii BUXiZAHOTO NPOAYKTY
«AHTUTINA A0 ramMmMa iHTepchepoHy
NOAVHN ahiHHO OUMLLIEHI», L0
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA ADI, AKi HE TATHYTL 3a
co6010 3MiH, 3a5B/1EHI 3 METO0
npuBeAEeHHS Yy BiANOBIAHICTL peaakuii
mMartepianis peecTpawiiHoro gocke 3
[OKYMeHTaLielo BUpO6HUKa BUXiZHOTO
npoAaykty. 3miHu 1l Tuny - 3MiHu 3
akocTi. A®Il. KoHTponb A®I (iHwi
3MiHM) 3MiHa AOMYCTUMKX MEX 3a
NOKa3HUKOM «YucToTa», BU3HAYEHOro
y cneuudpikauii Ha BUXigHWUI NPOAYKT
«AHTUTINA A0 ramMma iHTepepoHy
NOANHY aPiHHO OUMLLLEHI», LLO
BMKOPVCTOBYETbLCS Y NPOLIECI
BMpOGHMLTBA ADI, 06ymMOBIEeHa
BHECEHHSIM YTOYHEHHS LLIOAO0
MOX/IMBOCTi NOSABY CMYTV NPUBIN3HO
81 k[a, wo Bignosigae p-cmysi IgM,
nif 4ac BUKOHAHHSA METOAVKN
Reducing SDS-PAGE. He3HauHi
pefakuiiiHi NpaBKmM WoA0 NoKasHuKa
«YuctoTta» (MeTog Non-reducing
SDS-PAGE) cneuudikauii BUXigHOro
NPOAYKTY «AHTWTINA A0 raMmma
iHTepdepoHy NoanHK adiHHO
OUMLLIEHI», LLLO BUKOPUCTOBYETLCS Y
npoteci BUpo6HuuTea Adl, ski He
TAHYTb 3a CO60I0 3MiH, 3asBJ/1EHi 3
METOI NPUBELEHHS Y BiANOBIAHICTb
pejakuii maTepianis peecTpauyjiiiHoro
[0CbE 3 JOKyMeHTaLieo BUPO6HMKaA
BMXiHOTO NPOAYKTY.

15. | APIFOCY/b® | kpem, 20 mr/r no 15 TOB Ykpaina dapmsasog Enbha A.T. MonbLa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 - UA/1031/01/01
AH® ra6o 40 r y Ty6i; no «BAYLU mMartepianis: 3miHu | TUny - 3MiHKM 3 peyenma
1 Ty6i B KAPTOHHIW XENC» AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
Kopoo6Li KOHTpO/b rOTOBOrO MiKapCbKoro

3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOTO J1iKapCbKOro
3aco06y (iHWi 3MiHKM Yy MeTofax
BUNPOo6YyBaHb (BK/IOHYAKOUM 3aMiHy abo
[LOMOBHEHHST)) OHOB/IEHHSI METOAMNKN
BM3HAYEHHS BiNIbHOro cpibna B
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
roTOBOMY JliKapCbKOMY 3ac06i Ha
OCHOBI HOBMX AaHux 3 Banigauii
MeToanKM. 3MiHu | Tuny - 3MiHK 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3ac006y (iHLWi 3MiHX) HE3HAYHI 3MiHK Y
MeToAax BUNpo6yBaHHSA rOTOBOrO
nikapcbKoro 3acoby, Wwo
BUKOPVCTOBYHOTBLCS A/151 KOHTPO/IIO
napameTpiB y MeTofax BUnpobyBaHHs
roTOBOrO flikapcbKoro 3acoby: pH,
BMICT cynbcpatiazony cpibna, BMicT
MeTuanaparigpokcnbeHsoaty Ta
nponinnaparigpokcnbeHsoary, BMICT
BifIbHOro cysnibdhariasony.
16. | APUMIAEKC TabneTtku, BKPUTI AcTpa3eHek Benvka Bupo6HMK nikapcbkoro cuwA/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a - UA/2417/01/01
NNiBKOBOO a oK BpuTaHis 3aco6by "in bulk": Benuka martepianis: 3MiHu | Tuny - 3MiHM WoA0 peyenmom
060/10HKOI0, N0 1 Mr; Nimiten AcTpa3eHeka BpuTaHis 6e3nekn/eheKkTNBHOCTI Ta
no 14 TabneTtok y dapmacboTukanc Jr, hapmakoHarnsaay (iHwi 3miHK).
6nictepi; no 2 CLUA; Bpo6HuUK, OHOBEHHSA TEKCTY MapKyBaHHA
6nictepu y BiANOBIgaIbHMI 3a yMakoBKM NikapcbKoro 3acoby, a came:
KapTOHHiiA KOpo6L nakyBaHHS Ta BUMYyCK BUJAIEHHA TEKCTY MapKyBaHHS
cepii: Actpa3eHeka HOK NepBUHHOT Ta BTOPVMHHOI YNakoBokK 6e3
NimiTen, Benuka 3acTocyBaHHA MiXKHapoAHOT cucTeMmn
BpuTaHis oavHULG Sl, BHECEHHS pefakLuiiH1X
npasoK. BBegeHHs 3MiH NpoTarom 6-1n
MicsLB MiCNA 3aTBEPAKEHHS.
17. | ACMIPO3A® Kancynu Teepgi no 5 MpAT YkpaiHa Apawvep ®apmva C.A. Monbwa BHECEHHS 3MiH 1O peecTpaLiiHnx 3a - UA/18799/01/01
mr/100 wr; no 10 "®apmaueBT mMaTtepianis: 3MiHu | Tuny - 3miHN 3 peuyenmom
Kancyn y énictepi; n4yHa chipma sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
no 3 6nictepu B "fNapHuus" KOHTpPO/Ib rOTOBOrO NiKapcbkoro

naui

3acoby. 3miHa y meTogax
BMNPOGYBaHHS FOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHK Yy meTofax
BUMNPOOGYBaHb (BK/OHAOUM 3aMiHy abo
[OMNOBHEHHS)) 3MiHa MeToay
BUNpo6yBaHHsA /13 3a NoKasHUKOM
«Op[HOPIAHICTb [030BaHUX OAVMHULIb>
(Ph.Eur.2.9.40) ans
aueTuncaniynnoBoi KUCNOTU 3 METOAY
NPSIMOr0 BU3HAYEHHS Ha
po3paxyHKOBO-Barosuii metog. Ans
po3yBacTaTuHy 3aTBEPMXKEHUI METOS,
NPSMOT0 BU3HAYEHHS 3a/IMLLIAETLCA
6e3 3MiH
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

18.

ACIIPO3A®

Kancynm TBepai no
10 mr/100 wmr; no 10
Kancyn y énictepi;
no 3 6nictepu B
ECI]

MpAT
"®apmauesT
n4yHa thipma

"fapHuus"

YkpaiHa

Apavepg ®apma C.A.

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3miHa y metogax
BUNPOOYBaHHSA rOTOBOTO NiKapPCbKOro
3aco6y (iHLWWi 3MiHK Y MeToAax
BMNpobyBaHb (BK/IOYaoUM 3amiHy abo
[OMNOBHEHHS)) 3MiHa MeToay
BMNPO6YBaHHs /13 3a NOKa3HUKOM
«OHOPIAHICTb AO30BaHNX OANHULb»
(Ph.Eur.2.9.40) ans
aueTuncaniuuioBoi KUCNOTK 3 MeToay
NPSIMOr0 BU3HAYEHHS Ha
po3paxyHKOBO-BaroBuin metog. Ans
po3yBacTaTuHy 3aTBEPMKEHNI METOf,
NPSAMOT0 BU3HAYEHHS 3a/IMLLIAETLCA
6e3 3miH

3a
peyenmom

UA/18799/01/02

19.

ACTIPO3A®

Kancynu TBepai no
20 mr/100 wr; no 10
Kancyn y 6nictepi;
no 3 6nictepu B
QECI]

MpAT
"®apmauesT
M4yHa chipma

"fNapHuus"

YkpaiHa

Apavepg ®apma C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NMikapCbKoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapPCbKOro
3aco6y (iHLWi 3MiHK y MeToAax
BMNpobyBaHb (BKIOUaoUn 3amiHy abo
[OMNOBHEHHS)) 3MiHa MeToay
BMNPO6YBaHHs /13 3a NOKa3HUKOM
«OHOPIAHICTb AO30BaHNX OANHULb»
(Ph.Eur.2.9.40) ans
aueTuncaniyunoBoi KUCNOTK 3 MeToay
NpPSIMOr0 BU3HAYEHHS Ha
po3paxyHKOBO-BaroBuin metog. Ans
po3yBacTaTuHy 3aTBEPMAKEHNI METOS,
NPSAMOT0 BU3HAYEHHS 3a/IMLLIAETLCA
6e3 3MiH

3a
peyenmom

UA/18799/01/03

20.

ATEPA A

Tabnetku no 40 mr/5
Mr o 14 TabneTok y
6nictepi, no 2
6nictepn y
KapTOHHI KOpooLj

dapmavesT

N4YHWIA 3aBOS

“Monbthapm
a"C. A.

MonbLya

dapmaueBTUYHNI 3aBOL,
“Monbgapma” C. A.

MonbLya

BHECEHHS 3MiH 1O peecTpaLiiHnx
mMartepianis: 3MiHu | Tuny - 3mMiHM WoA0
6e3nekun/edheKkTNBHOCTI Ta
chapmakoHarnsgy. 3miHa y KOpoTkili
XapakTepucTuui nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/THOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo

3a
peyenmom

He
nidnsieae

UA/19120/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

pocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKkoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
negjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
3acoby fo po3giny "MepepnosyBaHHA"
o0 6e3neky 3acTOCyBaHHS Aitouoi
peyoBUHM amnoAmMniH BigNoBIgHO A0
pekomeHgauin PRAC.

21.

ATEPA A

Tabnetku no 40
mr/10 mr no 14
TabneTtok y 6nicrepi,
no 2 6nictepu y
KapTOHHIA KopooLi

dapmavnesT

WYHWIA 3aBO,

“Monbthapm
a"C. A

Monba

dapmaueBTUYHMIA 3aB0f

“Monbhapma” C. A.

Monba

BHECEHHS 3MiH 0 peecTpavyjinHmx
mMartepianis: 3mMiHu | Tuny - 3MiHM WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANOBIAHO A0 NnaHy
neajatpnyHux gocnigxeHs (PIP)
(3MiHy y3rof»keHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA /iKapCbKoro
3acoby Ao po3giny "MepefosyBaHHA"
o040 6e3nekn 3acTocyBaHHs Ajro4oi
peyoBMHM amnoamniH BigNoBIgHO A0
pekomeHaauiin PRAC.

3a
peyenmom

He
nionsieae

UA/19120/01/02

22,

ATEPA A

Tabnetku no 80 mr/5
Mr no 14 TabneTok y
6nicTtepi, no 2
6nictepn y
KapTOHHIA KopooLi

dapmaueBT

WYHWIA 3aBOf,

“Monbhapm
a"C. A.

Monbwa

dapmaueBTUYHMIA 3aBOS

“Monbhapma” C. A.

Monba

BHECEHHS 3MiH 40 peecTpaliiHnX
mMarepianis: 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnsigy. 3miHa y KopoTkii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOBJ/TOBAHOIO 3BiTY 3

3a
peyenmom

He
nionsieae

UA/19120/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IIKEHD,
npoBefeHVX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnigpxkeHn (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO [0 IHCTPYKUIT ANns
MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posgainy "lMNepefosyBaHHsa"
o0 6e3neky 3aCTOCyBaHHs Aitoyoi
PeyYoBUHM aM1I0aMNIH BiANOBIAHO A0
pekomeHgauin PRAC.

23.

ATEPA A

Tabnetku no 80
mr/10 mr no 14
Tabnetok y 6nictepi,
no 2 6nicrepu y
KapTOHHI Kopoo6Li

dapmavnesT

N4YHWIA 3aBOS

“Monbchapm
a"C. A.

MonbLa

dapmMalLeBTUUHUI 3aBOj,

“Monbchapma’ C. A.

MonbLa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/eheKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
negiatpuyHux gocnigpxkeHs (PIP)
(3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHV BHECEHO [0 iHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby Ao po3giny "Mepeno3yBaHHA"
o0 6e3neky 3aCTOCyBaHHS Aitoyoi
peyoBUHM amNoamMniH BigNoBIgHO A0
pekomeHgauiin PRAC.

3a
peyenmom

He
nidnsieae

UA/19120/01/04

24.

ADNYBIH®

TabneTkn, no 12
Tabnetok y 6nictepi;
nol,2,3a6o4
6nictepu y
KapTOHHIiA KOpo6Li

Pixapa
BiTTHep Al

ABCTpis

Pixapg bitTHep Al

ABCTpis

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
AKOCTIi. [OTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOSIO AKOCTI
roTOBOrO JlikKapCcbKoro 3acoby (3amiHa

6e3
peyenma

UA/10018/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

ab0 gofaBaHHs AiNbHUL, Ha SKii
34iiCHI0ETBCA
KOHTpO/b/BMNPOGYBaHHS cepil)
[ofaBaHHA 40 maTepianis
peEeCTpaLinHOro A0oCbe, po3ainy
3.2.P.3.1. BMpo6GHWK(M) AinbHULI, Ha
SKIA 3AICHIOETLCA MIKPOBIONOTIYHMIA
KOHTPO/b/TECTYBaHHSA NapTili rOTOBOrO
nikapcbkoro 3acoby MPL
Mikrobiologisches Pruflabor GmbH,
Grabenweg 68 6020 Innsbruck,
Austria.

25.

ALEMIK

TabneTtku, BKPUTI
NNiBKOBOO
o60n0HkKoto, no 500
Mmr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y KopooLi

AHaHTa
Megikeap
nra.

Benwvka
BpuTtaHis

ApTypa
dapmacbtoTikans IMBT.
nro.

IHais

BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis: 3miHu Il Tuny - 3MiHn 3
akocTi. A®l. BupobHMUTBO. 3MiHa
BMPOBHUKA BUXiAHOTO/MPOMIXHOrO
nNpoayKTy/peareHTy, LWo
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpO6HMKa
(BKIOvatoun, fe HeobXxigHo, micue
nNpoBefieHHA KOHTPO0 AKocTi) APl (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONenchbkili
dhapmakonei y 3aTBepKeHOMy [0CbE)
(BBEAEHHA HOBOrO BUPO6HUKa APl 3
HagaHHAM macTep-chaiina Ha API)
3aMiHa 3aTBEPKEHOr0 BUPOOHMKa
A®I| TpaHekcaMoBOI kncnotu Hunan
Dongting Pharmaceutical Co. Ltd.,
China Ha HoBoro Bupo6Huka AdI
Shilpa Medicare Limited, India.
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepKeHHs

3a
peyenmom

UA/16987/01/01

26.

ALETUNCANI
LUNOBA
KUCMOTA

Tabnetku no 0,5 r no
10 TabneTok y
cTpuni; no 1 ctpuny
B NarnepoBomy
KOHBepTi; o 10
Tabnetok y cTpuni;
no 2 a6o no 10
CTpuMiB y navu,i 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 1, abo no 2, a6o
no 10 6nictepiB y

MNAT
"MoHdpapm"

Ykpaina

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnx
mMartepianis: 3MiHu | Tuny - 3MiHM WoA0
6e3nekun/edheKkTNBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy (BefeHHs
y3arasibHeHVX AaHnx npo cuctemy
hapmakoHarnsgy, smiHa
YyNOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 3MjACHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
dhapmakoHarnsgy 3asBHuka ans

6e3
peyenma

UA/6272/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
naJui 3 KapToHy; No 3[iiCHEHHs1 hapMakoHarsay B
10 TabneTtok y YkpaiHi, AKL0 BOHa BiAMIHHA Bif
6nictepax abo y YMOBHOBaXeHOT 0cobw,
cTpunax BiANOBIAA/ILHOI 32 3fi/iCHEHHS
thapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BignoBigasbHOI 3a hapMakoHarnsg.
[Litoua pepakuin: Cosrupa Cepriii
CeprilioBuy. MponoHoBaHa pefakuis:
MacTyweHKo IHHa BikTopiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0Cco6Y 3as1BHMKA, BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
MicLie3HaxoKeHHS MacTep-gdaiina
cuctemu chapmakoHarnagy. 3miHa
MicLf 3AiACHEHHA OCHOBHOI [isifIbHOCTI
3 dhapmakoHarnsgy.
27. | BANAHC pPO34MH Ans PpeseHiyc HimeyunHa | ®dpeseHiyc Megukan Kep HimeyunHa BHECEHHS 3MiH 40 peecTpavyiinHmx 3a - UA/16099/01/01
1,5% nepuToHeas1bHOro Megaukan LoiunaHg rmexX mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenmom
FNOKO3U aianisy; Kep akocTi. CepTtudikaT BignosigHocTI/lE-
1,75 no 2000 mn a6bo [oiiunang, cepTuaikaT BiANOBIAHOCTI
MMObIN 2500 mn y cuctemi M6X €Bponeiicbkili
KANbLIKO [BOKamMepHoro thapmakonei/moHorpadii. MogaHHA
MiLLKa cTeleceiid; HOBOro abo OHOB/IEHOro cepTudikata
no 4 Milkn y Bi4NOBIAHOCTI a60 BUNYYEHHS
KapTOHHI Kopoo6Li 3i cepTudikaTa BigNOBIAHOCTI
CTUKEPOM €Bponeiicbkilii hbapmakonei: ans Adl;

YKpPaiHCbKOH MOBOKO
ab0 3 MapKyBaHHAM
YKpaiHCbKOK Ta
HLUIMMKN MOBaMW;

no 3000 mny
cucTemi
[BOKaMepHoro
MiLlKa cnineceid; no
4 MILLKN Yy KaPTOHHIl
KopobLi 3i CTMKepoM
YKpaiHCbKOH MOBOIO
ab0 3 MapKyBaHHAM
YKpPaiHCLKOK Ta
iHWMX MOBaMK;

no 5000 mny

ONs BUXIQHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; ANna AONOMDKHOT
peyoBuMHYM (cepTudiikaTt BifMNoBIgHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWIA cepTUiKaT Bif yxe
3aTBEPAXXEHOr0 BUPOOHMKA - NOJAHHS
OHOBJ1IEHOTO cepTuqlikaTy
BiANOBIAHOCTI EBpONeichbkili
hapmakonei R1-CEP 2008-105-Rev
02 ans A®I HaTpito xnopuay Bif BXe
3aTBepAxeHoro Bupo6Hrka DANSK
SALT A/S, BK/IHOYaO4M OHOBMIEHHSA
Ha3Bw BnacHuka CEP 6e3 3MiHu iioro
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
cucTemi anpecu (3aTBepxeHo: R1-CEP 2008-
[,BOKamMepHoro 105-Rev 01 BnacHuk CEP: DANSK

MiLLKa cninecelidp; no
2 MiLLKN Y KAPTOHHIl
KopobLi 3i CTMKepoMm
YKpaiHCbKOH MOBOIO
ab0 3 MapKyBaHHAM
YKparHCbKO Ta
iHWMMK MOBaMu

SALT A/S Hadsundvej 17 Denmark-
9550 Mariager; BUpo6HWYa AiNTbHULSA:
DANSK SALT A/S Hadsundvej 17
Denmark-9550 Mariager;
3anponoHoBaHo: R1-CEP 2008-105-
Rev 02 snacHuk CEP: MARIAGER
SALT SPECIALTIES A/S Hadsundvej
17 Denmark-9550 Mariager;
BMpO6HMYa AinbHnus: DANSK SALT
A/S Hadsundvej 17 Denmark-9550
Mariager).
3MiHn | TURY - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiickkili hapmakonei: ana Adl;
ANns BUXigHOroO
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN ONOMIXKHOT
peyoBuMHYM (cepTudiikaTt BifMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTy
BIANOBIAHOCTI EBPONENChbkili
thapmakonei R1-CEP 2010-083-Rev
01 ans A®I HaTpito xnopuay Bif BXe
3aTBEpPAKEHOro BMPOGHMKa Esco
France SAS, ®paHuis BkIOYaum
OHOBJ1IEHHA Ha3Bu BnacHuka CEP Ta
ioro agpecu, Ta HasBu BUPOGHNYOIT
AinbHUUi 6e3 3miHW agpecu
BUPOBHMYOT AiNbHULL (3aTBEPIKEHO:
R1-CEP 2010-083-Rev 00 BnacHuk
CEP: ESCO FRANCE SAS European
Salt Company 49 avenue Georges
Pompidou France-92593 Levallois
Perret; BUpo6HMya ginbHuusa: ESCO
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
FRANCE SAS - Saline de Dombasle
ZA Solvay Porte Est Route des Digues
France-54110 Dombasle-sur-Meurthe;
3anponoHoBaHo: R1-CEP 2010-083-
Rev 01 BnacHuk CEP: K+S France
SAS 1 rue des Docks Remois france-
51100 Reims; BUpO6GHUYA AiNTbHULSA:
K+S France SAS Site Saline de
Dombasle ZA Solvay Porte Est —
Route des Digues France-54110
Dombasle-sur-Meurthe).
28. | BANNAHC PO34MH Ans PpeseHiyc HimeyunHa | ®dpeseHiyc Megukan Kep HimeyunHa BHECEHHS 3MiH 0 peecTpavyjinHmx 3a - UA/16100/01/01
2,3% nepuToHeas1bHOro Megukan [Joiiunang MmeX mMartepianis: 3miHu | TUny - 3MiHKM 3 peyenmom
FNOKO3U aianisy; Kep akocTi. CepTudikaT BignosigHocTI/lE-
1,75 no 2000 mn a6bo [oiiunanpg, cepTuaikaT BiANOBIAHOCTI
MMObIN 2500 mn y cuctemi M6X €Bponeiicbkili
KANbLIO [BOKamMepHoro thapmakonei/moHorpadii. MogaHHA
MiLLKa cTeleceiid; HOBOro abo OHOB/IEHOro cepTudikata
no 4 Milkn y Bi4NOBIAHOCTI 260 BUNYYEHHS
KapTOHHI Kopoo6Li 3i cepTudikaTa BigNOBIAHOCTI
CTUKEPOM €Bponeiicbkilii hbapmakonei: ans Adl;

YKpPaiHCbKOH MOBOK
ab0 3 MapKyBaHHAM
YKpaiHCbKOK Ta
HLUIMMKN MOBaMW;

no 3000 mny
cucTemi
[BOKaMepHoro
MiLlKa cnineceid; no
4 MILLKN Yy KaPTOHHIl
KopobLi 3i CTMKepoM
YKpaiHCbKOH MOBOIO
ab0 3 MapKyBaHHAM
YKpPaiHCLKOK Ta
iHWMKN MOBaMK;

no 5000 mny
cucTemi
[BOKaMepHoro
MiLLKa cninecelidp; no
2 MiLLKN Y KapTOHHIl
KopobLi 3i CTMKepoM
YKpPaiHCbKOH MOBOIO
ab0 3 MapKyBaHHAM
YKpaiHCbKOK Ta
iHLIMMKW MOBamWu

ONs BUXIQHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; ANna AONOMDKHOT
peyoBuMHYM (cepTudiikaTt BifMNoBIgHOCTI
€Bponeiicbkili hapmakonei) -
OHOB/EHWIA cepTUiKaT Bif yxe
3aTBEPAXXEHOr0 BUPOOHMKA - NOJAHHS
OHOBJ1IEHOTO cepTuqlikaTy
BiANOBIAHOCTI EBpONeichbkili
dhapmakonei R1-CEP 2008-105-Rev
02 ans A®I HaTpito xnopuay Bif BXe
3aTBepAxeHoro Bupo6Hrka DANSK
SALT A/S, BK/IHOYaO4M OHOBMIEHHSA
Ha3Bu BnacHuka CEP 6e3 3MiHu ioro
anpecu (3aTBepaxeHo: R1-CEP 2008-
105-Rev 01 BnacHuk CEP: DANSK
SALT A/S Hadsundvej 17 Denmark-
9550 Mariager; BupobHU4a AinbHULSA:
DANSK SALT A/S Hadsundvej 17
Denmark-9550 Mariager;
3anponoHosaHo: R1-CEP 2008-105-
Rev 02 snacHuk CEP: MARIAGER
SALT SPECIALTIES A/S Hadsundvej
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
17 Denmark-9550 Mariager;

BMpO6HMYa AinbHnus: DANSK SALT
A/S Hadsundvej 17 Denmark-9550
Mariager).
3MiHn | TURY - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANs BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN ONOMIXKHOT
peyoBuMHYM (cepTudiikaTt BifMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTuqikaTy
BIANOBIAHOCTI EBPONENChbkili
thapmakonei R1-CEP 2010-083-Rev
01 ana A®I HaTpito xnopuay Bif BXe
3aTBEpPAKEHOro BMPOGHMKa Esco
France SAS, ®paHuis BkIOYaum
OHOBJ1IEHHA Ha3Bu BnacHuka CEP Ta
ioro agpecu, Ta HasBu BUPOGHNYOIT
AinbHuUUi 6e3 3miHM agpecu
BUPOBHNYOT AiNbHULL (3aTBEPKEHO:
R1-CEP 2010-083-Rev 00 BnacHuk
CEP: ESCO FRANCE SAS European
Salt Company 49 avenue Georges
Pompidou France-92593 Levallois
Perret; BupobHuya ginbHnya: ESCO
FRANCE SAS - Saline de Dombasle
ZA Solvay Porte Est Route des Digues
France-54110 Dombasle-sur-Meurthe;
3anponoHoBaHo: R1-CEP 2010-083-
Rev 01 BnacHuk CEP: K+S France
SAS 1 rue des Docks Remois france-
51100 Reims; BUpO6GHUYA AiNTbHULSA:

K+S France SAS Site Saline de

Dombasle ZA Solvay Porte Est —
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n/n

Hassa
JNliKapcbKo20

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

3acoby

Route des Digues France-54110
Dombasle-sur-Meurthe).

UA/2663/01/01

29,

BICAKOAUN

MOPOLLIOK
(cybeTaHuin) B
nakeTax noABinHMX
nonieTMNeHoBux
ans
hapMaLeBTUYHOTO
3acTocyBaHHS

NAT
"MoHdpapm"

YkpaiHa

Eppepxippe C.n.A.

ITanisa

BHECEHHS 3MiH 40 peecTpavyiinHmx
martepianis: 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHUKa (BNacHNKa peecTpauiiiHoro
noceigueHHs) - 3miHa agpecu
3asBHUKa (BNnacHUKa peecTpauiiHoro
nocBigYeHHs). TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAuis nicns
3aTBEPAKEHHS

30.

BICOTPO/
10

TabneTku, BKPUTI
NIBKOBOIO
o060n0oHkoto, no 10
Mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu y
KapTOHHI nauui

Inka
NabopaTtopi3
Nimiten

IHais

Inka NabopaTtopi3 N14.

IHais

BHECEHHS 3MiH 1O peecTpaLiiHnx
mMartepianis: 3MiHu | Tuny - 3MiHM WoA0
6e3nekun/edheKkT1BHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHWX AaHnX Npo
cuctemy thapmakoHarnagy (BefeHHs
y3arasibHeHVX AaHnx npo cuctemy
hapmakoHarnsgy, smiHa
YyNOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 3MjACHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
thapmakoHarnsgy 3asBHuka gns
3AilicCHeHHs hapMakoHarnsgy B
YKpaiHi, SIKLLO BOHa BigMiHHA Bif
YyNOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 3MjACHEHHS
hapmakoHarniagy (Bkiovarun
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLeHHi MacTep-chaiina cucremm
hapmakoHarnisgy). 3MiHa KOHTaKTHO
0ocobu 3asiBHUKA, BiANOBIAA/ILHOI 32
3AiliCHeHHs hapMakoHarnsgy B
YkpaiHi. [itoua pegakuisi: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHosaHa pepakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
3asBHUKA, BIANOBIAA/ILHOI 3a
3fiicCHEHHS chapMakoHarisay B
YkpaiHi.

3a
peyenmom

UA/19471/01/02

31.

BICOTPO/1 5

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH, M0 5 Mr,

Inka
NabopaTtopis

NimiTeq

IHais

Inka Naboparopis /T4,

IHais

BHECEHHS 3MiH 10 peecTpaLifiHnx
marepianis: 3MiHu | TUMY - 3MiHN WOA0
6e3nekn/edeKTUBHOCTI Ta

3a
peyerimom

UA/19471/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

no 10 TabneTtok y
6nictepi, no 3
6nictepu y
KapTOHHIM nayi

hapmakoHarnagy. BeegeHHs a6o
3MiHW A0 y3arasibHEHUX AaHuX npo
cuctemy thapmakoHarnagy (eBefeHHs
y3arasibHeHUX AaHyX Npo cucTemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANLHOI 3a 3filiCHEHHS
hapmakoHarnsagy; KOHTakTHoOi ocobu 3
dhapmakoHarnsgy 3asBHuka ans
3[iiCHEHHSI hapMakoHarisay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANILHOI 32 3filicCHEHHS
thapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa KOHTakTHOI
0Cco6W 3as1BHMKA, BignoBigasibHOI 3a
3[iiCHEHHSs1 hapMakoHarisay B
YkpaiHi. [jitoua pegakuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pepakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a
3[iiCHEeHHs hapmakoHarnsay B
YKpaiHi.

32.

BNIC®

PO34UH opasibHuiA 1
mr/mn, no 100 mny
donakoHi 3
afantepom abo 6e3
afjantepa, no 1
donakoHy 3i
LUMPULLOM-
[,03aTOpPOM Yy nauuj

AT
"®dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/edheKkT1BHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
negiatpnyHux gocnigxkeHs (PIP)
(3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHM BHECEHO A0 iIHCTPYKUIi Ans

3a
peyenmom

He
nidnsieae

UA/17819/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
3acoby y po3ginu: "B3aemogis 3
iHLWIMMKW nikapcbknMK 3acobamu Ta
iHWi B1AM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHS" BifnoBigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn
Lit040i pevoBUHN.

BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHn
BHECEHO [0 iHCTPYKLIT 415 MeanyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ain "MobivHi peakuii” woao
BaXK/IMBOCTi 3BiTyBaHHS NPO No6iuHi
peaxuii. BBeieHHs 3MiH NpOTArom 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS

33.

BPEKCIH®

Tabnetku no 20 mr,
no 10 TabneTtok y
6nictepi; no 1, 2 abo
3 6nicTepu B nayui 3
KapToHy

K'esi
dapmac'toTik
en3 M6X

ABCTpIf

BMPOGHMLTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO/Ib Ta
Bunyck cepii: K'esi
dapmaueytuui C.n.A.,
ITanis; BUPOGHMLTBO in
bulk Ta KOHTpONb cepii:
daliiH dyac &
dapmac toTikens H.T.M.
C.n.A, ltania

ITanisa

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHNX Y
cneundikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHWIA
NpoAyKT/pearexT, Lo
BMKOPWCTOBYIOTbCA Y MPOLECI
BMPO6HMLTBA AD| (4ONOBHEHHS
cneumdikalii HOBYM NOKa3HUKOM
AKOCTi Ta BiAMNOBIAHUM METOA0M
BUMPOOYBaHHSA) - 0 MOKa3HMKa
«Ilmpurities/Degradation products»
[04aHO BU3HAYEHHS ceMun
iAeHTUIKOBaHNX AOMILLOK Y
cneundikavii Ha A®I; 3miHn | TNy -
3MiHu 3 aKocTi. A®I. KoHTposnb AdI.
3MiHa y MeToAax BunpobyBaHHs AD|
a60 BuUxigHOro marepiasy/npomMixHoro
nNpoayKTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HULUTBa AP (iHLWI 3MiHK Y
MeToAax BUNpo6yBaHHSA (BKIKOUaoun
3amiHy abo gonoBHeHHs) AdD| abo
BMXIZAHOrO/NPOMIXXHOr0O NPOAYKTY) -
3MiHVM METOAMKM 3a MOKa3HUKamMu
«Ilmpurities/Degradation products» Ta

3a
peyenmom

UA/4636/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
«Piroxicam assay» (metogom HPLC)

BUpO6HMUTBA AP (iHLWI 3MiHK) - 3MiHa
[0oNyCTUMOI MeXi A/151 BUSHAYEHHS

po3snagy» Ta «KisibkicHe BU3Ha4YeHHs»

HeigeHTNMIKOBaHOT AOMILLKM Ta CyMun

«Impurities/Degradation products» y
cneumnaikauii Ha A®I; 3miHu Il Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUiA

(npo6oniagroToBka, yMOB/ Ta NOPAA0K
XpomatorpadyBaHHs, hopmMynn
po3paxyHky); 3MiHu | Tuny - 3MiHu 3
AKOCTi. [0TOBWIA Nikapcbkuit 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonyctumMmx
MeX roTOBOr0 /likapCbKOro 3acoby
(oonoBHeEHHS cneumdikaLii HOBUM
NoKa3HUKOM 3 BifNOBIAHNM METOAOM
BMNpoGYBaHHS) - y crneumdikayito npm
Bunycky N3 4o nokasHuka
«[loMiLLIKM/NpoayKTW po3nagy» A0A4aHO
BU3HAYEHHSA CeMU ifeHTndikoBaHmX
OOMILOK; 3MiHK | Tuny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuit 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax
BMNPOGYBaHHS rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHM Yy MeTogax
BUNpo6yBaHb (BK/IOHAOUM 3aMiHy abo
[OMNOBHEHHS)) - 3MiHM METOAMKM 3a
nokasH1kaMmn «JoMikn/npoayKkTu

(meTtogom BEPX) (npo6oniarotoska,
YMOBV Ta NopsAoK
XpomatorpadyysaHHsi, hopmynu
po3paxyHky); 3miHu Il Tuny - 3MiHn 3
akocTi. A®l. KonTponb A®l. 3miHa y
napameTpax cneuucpikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneundikauisix Ha A®Il, abo
BUXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y Npoueci

6yAb-AKOi HEBM3HAYEHOI

[OOMILLOK 3@ NOKa3HUKOM

3aci6. KOHTpo/1b rOTOBOro NiKapcbKoro
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonyctumMmx
MeX roTOBOr0 /likapCbKOro 3acoby
(iHWi 3MiHW) - 3@ NOKAa3HNKOM
«[loMiLIK1/NpoayKTW po3nagy» y
cneuudikalisix Ha BUMYCK Ta TEPMIH
NPUIAHATHOCTI 3MiHa KpUTEpIiB
NPUAHATHOCTI ANA BU3HAYEHHS 6yab-
AKOT HEBM3HAYEHOI HeigeHTudiKoBaHOT
[OOMILLKM Ta CYMU [IOMILLIOK, & TaKoX Y
cneuudikaLii Ha TepMiH NPUAATHOCTI
[onycTumoi Mexi ans
iAeHTHdikoBaHNX AoMiWOK N-MipuanH-
2-in-okcanamosa kucnora 1a N-
MeTuacondoHamig-6eH30iMHa KucnoTa
34. | BYMNPIHON Tabnetku 3 3AT JlnToBcbKa KOHTPO/Ib AKOCTi Ta Bonrapis/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/19228/01/01
MogucpikoBaHUM «®apmnira» Pecny6nika BiANoBiAaIbHMI 3a Cepbis/ marepianis: 3MiHu | TUNy - 3MiHKM Woao | peyenmom nionsizae
BVBINIbHEHHAM, MO BUNYCK cepi: Bonrapis 6e3nekn/eheKkTNBHOCTI Ta
150 wmr; no 30 BANKAHOAPMA- thapmakoHarnagy. 3MiHa y KOpoTkili
TabneTtok 3 AYNHWUA AL, XapakTepucTuLi fikapcbkoro 3acoby,
MoaMdpiKkoBaHUM Bonrapisi; BUpo6GHNLTBO TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
BUBI/IbHEHHSIM Y niKapcbKoro 3acooby, MeAMYHOro 3acTOCyBaHHS Ha niacTasi
nnacTMKoBOMy NepBrHHE Ta BTOPUHHE perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
KOHTeliHepi, o 1 nakyBaHHs1, KOHTPO/1b 6e3nekun nikapcbkoro 3acoby, abo
KOHTEliHepy y AKOCTI cepil: nocnimkeHb 3 6e3nekn 3acTocyBaHHs
KapTOHHI KOpooL dapmaLeyTcko- NiKapcbKoro 3acoby B
Xewmilicka IHoyCTpis nicnsipeecTpauiiiuii nepiog, abo sk
(oXI) 3gpasne A4, pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
(AxTasic), Cepbis; npoBefeHnX BiANOBIAHO 4O NnaHy
[opatkosa AinbHUUA 3 negiatpuyHux gocnigpxkeHs (PIP)
KOHTpoOto skocTi: NE (3MiHy y3rofXeHo 3 KOMMETEHTHUM
dapmacstoTikans ftg,., YNOBHOB&XEHVM OpPraHoM) - 3MiHK
Bonrapis BHECEHO A0 IHCTPYKUii AN MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "OcobanBoCTi 3aCcTOCyBaHHA"
BiANoBiAHO A0 pekomeHaauii PRAC
EMA 010 MOX/IMBOTO BUHUKHEHHSA
cuHgpomy bpyraga
35. | BA/IbMNPOKO | TabneTku, BKpUTI TOB Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a - UA/2169/01/01
M 300 NAiBKOBOIO "ACIHO marepianis: TEXHIYHA NOMuUKa (3rifHo peyenmom
XPOHO 060/10HKOI0, YKPAIHA" Haka3zy MO3 Big 23.07.2015 Ne 460).

NPONOHIroBaHoI Aji
no 300 mr, no 10
TabneTtok y 6rictepi;
no 1, 3a6o 10

TexHiYHy NOMWUKY BUNPaB/EHO B
IHCTPYKLi ANs MmeguyHoro
3aCTOCyBaHHSA /iKapcbKkoro 3acoby B
HanmcaHHi HoMepa peecTpaLiiiHoro
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
6nictepis B NOCBIAYEHHSA. 3aTBepPKEHO:
KapTOHHIM nayui 3ATBEPXKEHO Haka3 MiHictepctea
OXOPOHU 370pOB’A YKpainn 13.09.2019
Ne 1942 PeecTpaljiiiHe NocBig4YeHHs
Ne UA/12169/01/01 3anponoHOBaHO:
3ATBEP)KEHO Haka3 MiHicTepcTBa
OXOPOHM 340p0B’A Ykpainu 13.09.2019
Ne 1942 PeecTpaujiiHe NocBig4YeHHS
Ne UA/2169/01/01 3a3HayeHe
BMNPaB/IeHHs BignoBigae marepiaiam
PEECTPALLHOIO AOCHE.
36. | BEHOPYTUH renb2%no40ry My6niyHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpavyjinHmx 6e3 - UA/2354/02/01
on Ty6i; no 1 Ty6i B akuioHepHe TOBapucTBo "HaykoBo- mMartepianis: 3miHu | TUny - 3MiHKM 3 peyenma
nauuj 3 KapToHy TOBapUCTBO BVMPOGHWYNIA LEHTP AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
"HaykoBo- "BopLyariBcbkuii XiMiko- Onuc Ta ckiag,. 3miHa y cknagi
BMPOGHUYUIA hapmaueBTUYHNMIA (AoNOMKHMX peyoBmMHax) roToBOro
LeHTp 3aBog" nikapcbkoro 3acoby (iHLi AONOMIKHI
"BopLuariscb peyoBuHM) - Byab-aka He3Ha4yHa 3MiHa
KWin Ximiko- KiNIbKiCHOro Cknagy AOMOMIKHUX
thapmaveBT PEYOBUH Y rOTOBOMY NiKapCbKOMY
NYHWI 3ac006i — 3MiHa KisIbKiCHOTO ckiagy
3asof” [ONOMDKHOT PEeYOBMHU — HATPItO
rigpoKcnay y roToBoMy NpoaykKTi
(3anponoHoBaHo 1,8 Mr 3amicTb 2,4 Mr
B 11 ren).
37. | BEHTONIH™ aepo30/1b AN1s nakcoCwmit Benvka "nakco Bennkom dpaHuia/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a - UA/2563/01/01
EBOXANEP™ | iHransuii, Knsiix BpuTaHis MpopakwH, ®paHLis; IcnaHis mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenmom
[030BaHwnin, 100 Excnopt nakco Bennkom C.A., aKkocTi. A®Il. KonTponb A®l. 3miHa y
MKr/fo3y; no 200 NimiTeq IcnaHis mMeTogax BunpobysaHHA Al abo
[03y 6anoHi; no 1 BUXIAHOIO MaTepiany/npomixXHOro
6a10Hy B KapTOHHIiA npoaykTy/peareHTy, Lo
Kopobui BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX MeTofax
BMNPOGYBaHHS)
He3HauHi 3MiHW B 3aTBEPKEHOMY
meTogi BunpobysaHHa APl 3a
nokasHukom «Determination of Particle
size by weight», a came OHOB/IEHHS
onucy aHasliTUYHOT METOAMKN 3
BUKOPWCTaHHAM BaHHW abo 30HAa Ans
06p0o6KM 3paska Y/IbTPa3BYKOM.
38. | BEPOMICTU po3unH Ans MpAT YkpaiHa MpAT "dapmaueBTnyHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLifiHnx 3a He UA/18640/01/01
H® 30BHILUHLOTO "®apmaueBT cipma "AapHuus” marepianis: 3miHu | Tuny - 3miHn 3 peyenmom nionsizae
3acTocyBaHHs, 0,1 M4yHa chipma siKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
mr/mn, no 100 mn, "fapHuus" Cucrtema
no 200 mn a6o no KOHTeliHep/3aKynoproBasibHUIA 3acio
400 mn 'y donakoHax; (iHWi 3MiHW) JO 3aTBEpPKEHNX
no 100 mn, no 200 ynakoBok 06’emom 100 ms1, 200 mn Ta
mn abo no 400 mny 400 mn y donakoHax, foAarTbes
chnakoHax i3 ynakoBku o6’emom 100 mn, 200 mn Ta
3aXUCHUM 400 mn y donakoHax, siki
KOBMNAYKkoM 3aKpVBaKOTLCA 3aXMCHNM KOBNAYKOM
(Lo He € NepBUHHUM
3aKynoproBasibHUM 3ac060M), 3
BiANOBIAHUMY 3MiHaMV B PO34in
«YnakoBka» MKSA /13. BBeAeHHS 3MiH
NpOTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS.
39. | FABAHTUH kancynu no 300 mr; TOB Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpavyjinHmx 3a He UA/7323/01/03
300 no 10 kancyny "ACIHO martepianis: 3mMiHu | Tuny - 3MiHK WOA0 | peyenmom nionsieae
6nictepi; no 3 a6o 6 YKPAIHA" 6e3nekn/edpeKTMBHOCTI Ta
6nictepiB y thapmakoHarnagy. 3MiHa y KopoTkiii
KapTOHHI naui XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANOBIAHO A0 NnaHy
neajatpnyHux gocnigxeHs (PIP)
(3MiHy y3rof»keHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm).
3MiHN BHECEHI A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA /iKapCbKoro
3acoby y po3ginu "OcobnmBocTi
3acTocyBaHHA", "3acToCyBaHHSA Y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar”, "Mo6iyHi peakyii" BigNoBigHO
[0 OHOBNEHOI iHdhopMmaLii 3 6esnekn
L0401 pevoBUHN.
BBeneHHs 3MiH NpoTAroM 6-Tu micsAuis
nicns 3aTBepAkeHHs
40. | TANICTEHA® | Tabnetku no 12 Pixapa ABCTpis Pixapg bitTHep Al ABCTpis BHECEHHS 3MiH 0 peecTpavinHmx 6e3 - UA/10024/01/01
Tabnetok y 6nictepi; BiTTHep Al marepianis: 3miHu | Tuny - 3MiHu 3 peyenma

nol, 2, 3a6o4
6nictepn y

AKOCTIi. [OTOBWMIA Nikapcbkuii 3aci6.
3MiHM Y BUpO6HMLTBI. 3MiHa




36

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

KapTOHHIA KOpooLi

iMnopTepa/3miHu, Lo CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa
ab0 fofaBaHHs AiNbHUL, Ha SKii
34iiCHI0ETBCA
KOHTpO/b/BMNPOGYBaHHS cepii)
[ofaBaHHsa 40 maTepianis
peEeCTpaLinHOro A0oCbe, po3ainy
3.2.P.3.1. Bupo6HWK(1) AinbHULI, Ha
SIKiA 3AiCHIOETLCA MIKPOBIONOTIYHMIA
KOHTPONb/TECTYBaHHSA NapTili rOTOBOrO
nikapcbkoro 3acoby MPL
Mikrobiologisches Pruflabor GmbH,
Grabenweg 68 6020 Innsbruck,
Austria.

41.

FEKCIKOH

necapii no 16 mr; no
5 necapiiB y
KOHTYPHiIl
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM y nauui 3
KapToHy

TOB «®3
«BIO®APM
A»

YkpaiHa

TOB «®3 «BIODPAPMA»

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHK y npoLeci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro
3ac00y, BK/1H0YAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU
BVPOGHMWLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci
BMPO6GHULTBA) - 3MiHM Y NpoLieci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro
3acoby, a came B MPOLIECI
"NpUroTyBaHHa Macu" (OHOBJ/IEHHSA
Temneparypuv nnasnexus MNMEr-1500).
Ockinbkn Temneparypa 55 C He
3a6e3nevyBana onTuMasnbHy
LUBWAKICTb NM1aBMEHHS, LU0
NpPOU3BOAMIIO A0 3aTPUMKYM NpoLiecy
NpUroTyBaHHs; 3MiHa TemnepaTypu
nnaBfieHHst Ha 65-75 C 3a6e3neyye
CKOPOYEHHSI TPUBASIOCTI N1aB/IeHHA
MEr-1500, wo € HeobXigHUM ANns
3MEHLLEHHS 3arasibHOi TPUBAJIOCTI
NpUroTyBaHHsA; 3MiHu | Tuny - 3MiHn 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHK Y npoLieci
BUPOGHMLITBA FOTOBOTO /1iKapCbKOro
3aco6y, BK/IKOUYAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA MpW
BMPOGHWLTBI rOTOBOrO /1iKapCbKOro

6e3
peyenma

UA/15850/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
3aco06y (iHwWi 3MiHK) - 3MiHa npouecy
BMPOGHMLITBA, A0 AKIPHOI MiLLasKu
[0A3HO LUHEKOBY AN NepeMilLyBaHHS
B aBTOMaTUYHOMY peXxumi; onepawis
2.1 "po3/1MB MacK, OXONOLKEHHS,
3anatoBaHHA Ta MapKyBaHHS" 3MiHEHO
Temneparypy Macu B npuiMasbHOMYy
6auky 3 51+1 C Ha 49+1 C; onepauis
2.2."KOHTPO/b HEpPO3dhacoBaHOI
npoaykuii" nepeHeceHo Ha onepawito
3.2 "nakyBaHHS Ta BifBaHTaKEHHS
necapiia"
42. | TEHOTPONMIH | nopoluok Mdpaiizep CWA NOBHUIA LKA Benbrisi/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a - UA/11798/01/01
® niogpinizoBaHunin Ta IHK. BMPOGHMLTBA, BUMYCK HimeuunHa marepianis: 3miHu Il Tuny - 3miHK 3 peyenmom
PO3YMHHWK ANs cepii: sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
PO3YUHY A5 iH'EKLLlA Mdpaiizep 3MiHM Y BUPOOHULTBI. 3MiHa po3Mmipy
no 16 MO (5,3 mr); 1 MeHtodhekuypuHr cepii (BkIOYaOUM gianasoH po3mipy

nonepeaHL0
HanoBHEHa pyuka,
Lo MicTuTb 1
[ABOKaMepHWii
KapTpumx (nepegHs
Kamepa 3 MOopOoLUKOM
Ta 3a4HA Kamepa 3
PO34YMHHMKOM NO
1,14 mn (M-kpeson,
MaHiIT (E 421), Boga
ONs iH'eKUin)), y
KapTOHHI Kopo6Li 3
MapKyBaHHAM
YKpPaiHCLKOK Ta
aHrNincoLKot
MoBamu; 1
nonepeaHLo
HarnoBHeHa pyuka,
Lo MicTUTb 1
[ABOKaMepHWii
KapTpuax (nepeHs
Kamepa 3 NOPOLLKOM
Ta 3a4HsA Kamepa 3
PO3YMHHMKOM MO
1,14 mn (M-kpeson,
MaHIT (E 421), Boga
ONs iH'eKuin)), y
KapTOHHII kKopoobLi 3

Benbris HB, Benbris
BUPOGHMLTBO in bulk,
KOHTPO/Ib SIKOCTI,
nepBUHHE NaKyBaHHSA
BeTtep dapma-
PepTuryHr Nv6X i Ko.
K, HimewunHa

cepii) roToBOro NikapcbKoro 3acoby
(3MiHa BMMarae OLUjiHKM NOPIBHAHHOCTI
(npoBeaeHHsA NOPIBHANBHUX
[ocnigpKeHb) nikapcbkoro 3acoby
6i0N0riYHOro/iMyHO0r4YHOr0
noxoxeHHst abo 3MiHa y po3mipi cepil
BMMarae NpoBeAeHHs HOBOrO
LocCnimKeHHs1 6i0eKBIBa/IEHTHOCTI)
[lonaBaHHsA anbTepHaTUBHOIO PO3Mipy
cepii — 80,640 oanHWLb ANns
nikapcbKoro 3acoby no 12 mr.
3arsepmkeHo: 40,320 oanHNLb;
3anponoHosaHo: 80,640 oAnHULb.
3MiHu Il TMNY - 3MiHU 3 AKOCTI.
["oTOBWMIA Nikapcbknit 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHU Y NpoLeci
BUPOGHMLITBA FOTOBOrO /1iKapCbKoro
3ac06y, BKI1HOYAKUM NPOMDKHUIA
MPOAYKT, L0 3aCTOCOBYETHLCA NpU
BUPOGHMLTBI FOTOBOMO NiKapCbKOro
3acoby (nikapcbkuii 3aci6 €
NikapcbknM 3aco6om
6i0noriyHOro/iMyHO0r4YHOr0
NMOXOPKEHHS Ta 3MiHa BUMarae
npoBefeHHA NOPIBHAbHNX
pocnifkeHb) lofaBaHHs pe3epBHOro
GinbTpy 0.22 um npwu AiHii po3nuey Ta
BHECEHHS 3MiH LL0/A0 onucy npouecy
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
MapKyBaHHAM [,04aTKOBOro Bif6opy npo6

aHrnincbKo abo
iHLLIOK IHO3EMHOI0
MOBOIO 3i CTUKEPOM
YKparHCbKO Ta
aHrNincbKo
MoBaMu

MiKPOOHOro HaBaHTaXeHHs. 3MiHu Il
TMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN y NpoLeci
BUPOGHMLITBA FOTOBOIO J1iKapCbKOro
3aco6y, BK/1HOUYAKUUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA Mpu
BVMPOGHMLTBI FOTOBOTO NiKApCbKOro
3acoby (nikapcbkuii 3aci6 €
nNikapcbknM 3aco60m
6i0/10riYHOro/iMyHOMOrYHOrO
NOXO/PKEHHA Ta 3MiHa BUMarae
NPOBEeAEHHs NOPIBHANBHUX
[OCnigpKeHb) Y 3B’A3Ky i3 3a9B1IEHON0
3MIHOI0 040 A0AABaHHSA
anbTepHaTUBHOrO 36i/1bLIEHOrO
06’emy cepii, NPONOHOBaHO BBEAEHHS
aNbTepHaTMBHOIO Po3Mipy cepil
PO3YMHHMKA 419 [03yBaHHA 12 mr/mn,
pejakuiiHa npaBka A5 KiJIbKOCTi
Boau /i, 3miHn Il TNy - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbkuit 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU Y npoLeci
BUPOGHMLITBA FOTOBOrO /1iKapCbKOro
3ac06y, BKI1HOYAKUN NPOMDKHUIA
MPOAYKT, WO 3aCTOCOBYETHCA NpU
BUPOGHMLTBI FOTOBOIO NiKapCbKOro
3acoby (nikapcbkuii 3aci6 €
nikapcbknM 3aco6om
6ionoriyHoOro/iMyHo0r4HOro
NOXOPKEHHS Ta 3MiHa BUMarae
NpoBefeHHsA NOPIBHANBHNX
nocnimpkeHb)
[lopasaHHA: npomyBaHHA inbTpa Ta
nepesipKa oro LjinicHOCTi 3
BMKOPUCTaHHSAM BOAU AN iH'EKUil
3amicTb D-6ydhepy.
3MmiHu |l TUny - 3MiHK 3 AKOCTI.

[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHN y NpoLeci
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro
3aco6y, BK/1HOUYAKUUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA MpW
BMPOGHMUTBI rOTOBOTO /1iKapCbKOro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

3acoby (nikapcbkuii 3aci6 €
nNikapcbknM 3aco60om
6i0/10riYHOro/iMyHOMOriYHOrO
NOXO/PKEHHA Ta 3MiHa BUMarae
NPOBEeAEHHs NOPIBHANBHUX
[OCNiHKEHb)

[JlonaBaHHA HEOBOB'A3KOBOrO eTany y
BMPOGHULITBI - JOAATKOBOI Nay3u B
cy6nimauiiiHiv cylapui nicns
niocpinizauii; pedinbTpaLis rorosoro
3aco6y Ta po3umHHuKa bulk po3umnHy.

43.

FEHOTPOMNIH
®

MOPOLLIOK
niocpinizoBaHuii Ta
PO3UMHHKK AN
PO34UHY A5 iH'EKLL
no 36 MO (12 mr); 1
abo 5 nonepegHbO
HamnoBHEHNX PYYOK,
Lo MicTaATb 1
[ABOKaMepHwui
KapTpuox (nepegHs
Kamepa 3 NOPOLLKOM
Ta 3aHs kamepa 3
PO34YMHHVKOM NO
1,13 mn (M-kpeson,
maHiT (E 421), BOAa
ONs iH'EKLA)) KoXHa,
Y KapTOHHili kopobLi
3 MapKyBaHHsAM
YKpaiHCbKOK Ta
aHrniicbkoto
moBamu; 1 a6o 5
nonepeaHL0
HamnoBHEHNX PYUOK,
Lo MicTATb 1
[ABOKaMepHWii
KapTpuox (nepegHs
Kamepa 3 MOpOLUKOM
Ta 3a4HA Kamepa 3
PO34YMHHMKOM NO
1,13 mn (M-kpeson,
MaHiIT (E 421), Boga
ONs iH'EKLA)) KOXHa,
Y KapTOHHIi kopobu,i
3 MapKyBaHHAM

Mdpaiizep
IHK.

CLIA

Mdpaiizep
MeHiohekUypuHr
Benbrisa HB

Benbriga

BHECEHHS 3MiH 0 peecTpavyjinHmx
mMartepianis: 3miHu Il Tuny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkHOYalouM AianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby
(3MiHa BMMarae OujiHKM NOPIBHAHHOCTI
(NpoBeAeHHs NOPIBHANBHNX
[ocnigkKeHb) Nnikapcbkoro 3acoby
6i010riYHOro/iMyHOMOriYHOrO
NOXO)KEHHS abo 3MiHa y po3mipi cepil
BMMarae NpoBeAeHHs HOBOro
[OCNipKeHHs 6ioekBiBa/IEHTHOCTI)
[JlofaBaHHs anbTepHATVBHOIO PO3Mipy
cepii — 80,640 ognHMLb AnA
nikapcbKoro 3acoby no 12 mr.
3arBepaxeHo: 40,320 oanHuULb;
3anponoHosaHo: 80,640 oAnHNLb.
3MiHu Il TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHKN y npoLeci
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro
3aco6y, BK/IKOUYAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA Mpw
BMPOOHWLTBI FOTOBOIO /iKapCbKOro
3acoby (nikapcbkuii 3aci6 €
nikapcbknM 3aco6om
6i0/10riYHOro/iMyHOMOriYHOrO
NOXO/KEHHA Ta 3MiHa BUMarae
NpoBefEeHHS NMOPIBHANBbHUX
pocnigkeHb) lofaBaHHs pe3epBHOT0
GinbTpy 0.22 um npu NiHii po3nuey Ta
BHECEHHS 3MiH LLOA0 onucy npolecy
[04aTKOBOro Big6bopy nNpo6

3a
peyenmom

UA/11798/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

aHrniicbkol abo
iHLLIOK IHO3EMHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCLKOK Ta
aHIMINCbKO
MoBamu

MIKPOOHOro HaBaHTaXKeHHS. 3MiHu |l
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbknii 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHU y npoLieci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro
3ac00y, BK/1H0HYAKYN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHCA NpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3acoby (nikapcbkuii 3aci6 €
nNiKapcbknm 3aco60mM
6i0/10riYHOr0/iMyHONOrYHOrO
NOXOKEHHS Ta 3MiHa BUMarae
npoBeeHHs NOPIBHANBbHUX
AOCnigpKeHb) Y 3B’'A3Ky i3 3a9B1EHO0
3MIHOI0 LW0A0 A0AABaHHS
aNlbTepHaTUBHOrO 36i/1bLLEHOrO
06’eMy cepii, NPONOHOBAHO BBEAEHHS
anbTepHaTUBHOIO po3Mmipy cepii
PO34MHHMKA 418 A03YyBaHHA 12 Mr/mn,
pefakuiiHa npaska 415 KinbKoCTi
Boay Afi, 3minu Il Tuny - 3MiHn 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHN Y NpoLieci
BUPOGHMLITBA FOTOBOIO J1iKapCbKOro
3aco6y, BK/1KOUYAKUUN NPOMDKHUIA
MPOAYKT, L0 3aCTOCOBYETHLCS NPU
BVMPOGHMLTBI FOTOBOTO NiKApCbKOro
3acoby (nikapcbkuii 3aci6 €
nNikapcbknM 3aco60om
6i010riYHOro/iMyHOMOriYHOrO
NOXO/PKEHHA Ta 3MiHa BUMarae
NPOBEeAEHHs NOPIBHANBHUX
[OCNiHKEHb)
[JloaaBaHHA: NpomyBaHHA inbTpa Ta
nepesipKa 1oro LjinicHOCTI 3
BVMKOPVCTaHHSAM BOAU NS iH' eIl
3amicTb D-6ydpepy.
3Mminu |l Tuny - 3MiHK 3 AKOCTI.

[OTOBWMIA NikapcbKWii 3aci6. 3miHN y
BUPOGHMLTBI. 3MiHU y npoLieci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro
3ac00y, BK/1H0HYAKYN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHCA NpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3aco6y (nikapcbkuii 3aci6 €
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

nNiKapcbknm 3aco60mM
6i0/10riYHOr0/iMyHONOrYHOrO
NOXOKEHHS Ta 3MiHa BUMarae
npoBeeHHs NOPIBHANBbHUX
LocnigpkeHb)

[JlogaBaHHA He0BOB'A3KOBOTO eTany y
BUPOBHULTBI - 1OAATKOBOI Nay3u B
cy6nimauiiiHiv cylapui nicns
niodhinisauii; pedinbTpavis rotoBoro
3acoby Ta po3unmHHMKa bulk po3uunHy.

FEHCYNIH H

cycneHsia ans
iH'ekuin, 100 O4/mn;
in bulk: no 10 mny
CKSiHOMY (hN1aKoHi;
no 150 donakoHis y
NNacTUKOBIN KaceTi;
no 1 kacetiy
Kopo6ui; in bulk: no
3 MN B KapTpuaxi;
no 600 kapTpuaxis y
NNacTVKOBIN KaceTi;
no 1 kacetiy
Kopoo6ui

BIOTOH
C.A.

Monbwa

BIOTOH C.A., MonbLa
(BUPOOGHNK,
BiANoBigabHMI 3a
BVMPOGHULITBO, NEPBUHHE
i BTOPMHHE NakKyBaHHS,
KOHTPO/b Ta BUNYCK
cepii); IHCTUTYT
bioTexHosorii Ta
AHTUGIOTUMKIB, MoNbLLA
(BUPOBHYIK,
BignoBiganbHWi 3a
KOHTPO/Ib cepil)

Monbwa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayiax, nig
yac BMPOBGHMLTBA FOTOBOMO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BMNpobyBaHHA B NpoLeCi
BMPOGHMLTBA). BunpobyBaHHs
BUJTyYeHe SK He3HayHe
BMNPOGYBaHHS, BUNPOOYyBaHHA "
MikpockoniuHe 306paxeHHs
KpUCTaniB" BUKOHYETLCA B KIHLLEBOMY
nikapcbkoMy 3acobi BiANOBIAHO A0
3aTBepXeHOI cneuyudikawii
nikapcbKoro 3acoby MeHcyniH H.
KOHTpO/b MiKpOCKONiYHOro
300paxeHHs Ha binbLlu paHHii cTagii
BUPOGHMLITBA He NOKpaLLye AKiCTb abo
KOHTPO/b MOTOYHOTO BUPOGHNYOrO
npouecy. 3miHu | Tuny - 3MiHn 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHK
BMNPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHMX Y cneumdikauisx, nig
yac BMPOGHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUyYeHHs
HecyTTeBOro BMNpobyBaHHA B NpoOLEC
BUPOGHMLTBA). BunyyeHHs
BMNPoByBaHHA " OMOreHHicTb"
npoBefeHO Ha OCHOBI OrNAAYy
iCTOpUYHMX AaHuKX, SKi 4oBeNun, Lo
nikapcbkuii 3aci6 BUTOTOBNSETLCSA
BMCOKOBIATBOPIOBAHMM CNOCO6GOM, Ta

UA/9811/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

nokasanu, L0 Ha KOXXHOMY 3
BMPOGHMUMX eTanis BMICT APl €
NPaKTUYHO OHAKOBUM (LLO
NiaTBEPLKYETLCSA AYXE HU3BbKAM
3HayeHHsAM RSD). HesanexHo Big
TOuKM Big6opy, BMICT AD| He
3MIHIOETLCA — OAHOPIAHICTb He
3MIHIETLCA Mig Yac npouecy. OTxe,
OTpUMaHi pe3ynbTaTtv NigTBepanau,
LLLO KOHTPOb OAHOPIAHOCTI Nif Yac
npouecy He € HeOOXiAHUM. 3MiHN |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHW BUNpObyBaHb abo
[OMYyCTUMUX MEX, BCTAHOBNIEHNX Y
cneumgikalisx, nig yac BUPo6HMLTBA
roTOBOrO NiKapCbKOro 3acoby
(oofaBaHHs HOBOTO MeToAy
BUMPOOYBaHHA Ta A0NYCTUMUX MEX).
BunpobysaHHsa napameTpa «KpyTHuit
MOMEHT 3aKpyuyBaHHsA kpuLwku / Cap
closing torque» o3BONSAE
niATBEPANTY LNICHICTb KPULLIKK
nikapcbKoro 3acoby. Kputepii
NPUIAHATHOCTI ANA faHoro
BUNPOBYBaHHA NPUINHATI HA OCHOBI
[ocnigpxeHs hapmaleBTUYHOT
po3pobku. MiHimanbHa cuna (KpyTHUiA
MOMEHT), fKa HeobxigHa ans
3aKpUTTA/3aKpyyyBaHHSA KpULLKK, Byna
06paHa Ha OCHOBI Ha eMMiPUYHNX
AaHnx. 3miHu | Trny - 3MiHK 3 AKOCTI.
["OTOBWMIA NikapcbkuWii 3aci6. 3miHN Y
BMPOOHULTBI. 3MiHX BUNpobyBaHb abo
[OMNYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUpobHMULTBA
roToOBOro Nikapcbkoro 3acoby (iHLwi
3MiHW). 3 METOIO NPUBEAEHHS A0
Bumor MoHorpadii USP "Elastomeric
component functional suitability in
parenteral product packaging/delivery
system”, po3gin 6 "Plunger functional
suitability tests", meTog BunpobyBaHHs
CUAN PO3PUBY NOPLUHSA Ta CUAN
KOB3aHHs1 NOPLUHSI BY/10 3MiHEHO 3
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

BMNPOBGYBaHHS Ha NOPOXHIX
KapTpuzxax Ha BUNpobyBaHHs Ha
KapTpuaKax, HarnoBHEHNX MiKapCbKUM
3aco60Mm, onvc BUNPOGYBaHHS TaKoX
npuBeAeHnn [0 3a3Ha4YeHol
MoHorpadii USP. Ha ocHoBi
npvBefeHHa Ao MoHorpadii USP,
6yNn 3MiHeHi JonyCcTUMI Mexi Ans
CUIN PO3PUBY NOPLUHA Ta CUN
KOB3aHHS NOPLUHSA. Takox BUTyYEHO
BMMOT LLOA0 NEPIOANYHOCTI
npoBefieHHs BUNpobyBaHb, sika
BM3HAYAETLCA BHYTPILLHIM aHas1i30M
pv3vKiB BIANOBIAHO A0 CUCTEMM SAKOCTI
Bioton S.A. 3miHu | TNy - 3MiHK 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN Y BUPOGHMLTBI. 3MiHK
BMMNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikauisx, nig
yac BMPOBGHMLTBA FOTOBOMO
nikapcbKoro 3acoby (iHLWi 3MiHN).
BuknageHHsa onucy metogy 6yno
npuBefeHo Ao Aitoyoi moHorpadii Ph.
Eur. 2.6.12 "Microbiological
examination of non-sterile products:
microbial enumeration tests" (metog
MeM6paHHoi doinbTpauii 5-2-1). Mpu
LbOMY 3MiH B METOZi BUNPO6YBaHHSA
He BiAbynocs, 3MiHEHO Nuwe
BUKNAAEHHS onvcy Metoay
BUNPOOYBaHHA B peecTpaviliHiii
AoKymeHTauii. 3MiHu | Tuny - 3miHu 3
AKoCTi. [0TOBWIA Nikapcbkunii 3acib.
3MiHV Y BUPOOHMUTBI. 3MiHK
BMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHNX Y cneuudikauisx, nig,
yac BMPOGHMLTBA FOTOBOrO
nikapcbKkoro 3acoby (iHwi 3MiHK). Onuc
mMeToay BunpobyBaHHs pH 6yno
3MiHEHO: 3aMiCTb nonepeAHbLOro onucy
BUKOPVCTAHO MOCU/IaHHSA Ha NOTOYHY
MoHorpadito Ph.Eur. 2.2.3
“Potentiometric determination of pH”.
Mpy ubOMy 3MiH B MeTOA
BMNPOOYBaHHSA He Bigbynocs, 3MiHEHO
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

e BUKNaAEeHHS onucy Metomy
BMNPOOYBaHHA B peecTpaviiHii
OoKymeHTauii. 3MiHy | Tuny - 3miHu 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN Y BUPOGHMLTBI. 3MiHK
BMMNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHMX Y cnevumdikauisx, nig
yac BMPOBHMLTBA FOTOBOMO
nikapcbKkoro 3acoby (iHwi 3miHK). Onuc
MeToAy BUNpobyBaHHs "O6'em, WO
BUTAraeTbCsA" 6yN10 3MiHEHO: 3aMiCTb
nonepeaHLOro ONMCy BUKOPUCTAHO
nocKNaHHA Ha NOTOYHY MOHOrpadito
Ph. Eur. 2.9.17 "Test for extractable
volume of parenteral preparations".
Mpu ubOMy 3MiH B MeTOS|
BMNPOGYBaHHS He BiAbynocs, 3MiHEHO
iMLe BUKNaAeHHs onucy Metomy
BUNPOOYBaHHA B peecTpaviliHiii
AOKyMeHTauji. Takox BuganeHo
BVIMOTY LLOA0 NEPiOANYHOCTI
npoBeAeHHs BUNPobyBaHHS, ska
BM3HAYAETbCA BHYTPILLHIM aHa1i3oM
pv3VKiB BiANOBIAHO 4O CUCTEMM SKOCTI
Bioton S.A. 3MiHu | TUNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb a60 A0NYCTUMUX MEX,
BCTAHOBMEHNX Y cneuudikauisx, nig,
yac BMPOOHWLTBA FOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHK).
BignosigHo fo Bumor moHorpadii Ph.
Eur. 2.9.17 "Test for extractable
volume of parenteral preparations"
06'eM KOXXHOrO KOHTelHepa NoBUHEH
6yTV He MeHLLEe HOMIHa/TbHOro
("O6'em, BUMIPSIHWIA AN151 KOXHOTO 3
KOHTEliHepiB, He MeHLUEe HOMIHa/IbHOro
o6'emy"). BignosigHo Ao
BULL,E3a3HAYEHUX BUMOT, 3amnuc LWoA0
06'eMy, LLIO BUTATYETLCS, 3MIHEHO Ha =
3 mn (kapTpugxi) Ta = 10 mn
(donakoHun) (HoMiHaIbHWI 06'eM - 3 M
Ta 10 mn BiANOBIAHO).
3MiHu | TMNY - 3MiHK 3 AKOCTI. F0TOBUIA
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

nikapcbknii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHW BMNpObyBaHb abo
[OMYyCTUMNX MEX, BCTAHOBMIEHNX Y
cneumgikalisx, nig yac BUPo6HMLTBA
roTOBOrO /iKapcbKoro 3acoby (iHLwi
3MiHM). 3MiHEHO onuc MeToay
BUNPOBYBaHHA 4518 napaMeTpy
"'MnbnHa BBEAEHHA NopLuHa/Plunger
insertion depth”. MNpw ubOMy 3MiH B
meTogi BunpobysaHHs He Bigbynocs,
BMKOPUCTaHO GiNblu 3arasibHe
BUKNAAEHHS METOAY BUNPOOYBaHHS B
peecTpaLiiiHiili JokyMeHTaLi. Takox
BW/TY4YEHO BMMOTM LOAO0
nepioguYHOCTI NPOBeAEHHS
BMNPO6YBaHb, fika BU3HAYaETLCA
BHYTPILLHIM aHasi30M pu3nkis
Bi4NOBIAHO 40 CMCTEMU SIKOCTI Bioton
S.A.
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbknii 3aci6. 3MiHn y
BMPOOHULTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHULTBA
roToBOro Nikapcbkoro 3acoby (iHLwi
3MiHM). 3MiH B MeTogi BUNpobyBaHHS
"LlinicHicTb repmeTmn3aLii koHTelHepa/
Container closure integrity" He
BiAGYN0CA, 3MIHEHO NNLLIE BUKNALEHHS
onucy meTogdy BUNpPobyBaHHS B
peecTpaLiiiHii fokyMeHTaui. Bumorn
LLIOA0 NepioANYHOCTI NPOBEAEHHS
BMNPOOYBaHHA B1JaSIeHO Ha OCHOBI
BHYTPILLUHbOrO aHasli3y pusunkis
BIANOBIAHO A0 cucTeMm SKocTi Bioton
S.A.3MiHu | TURY - 3MiHK 3 SKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPOOHULTBI. 3MiHW BMNpObyBaHb abo
[OMYyCTUMUX MEX, BCTAHOBNIEHNX Y
cneumgikaisx, nig yac BUPo6HMLTBA
roTOBOrO /iKapcbKoro 3acoby (iHLwi
3MiHM). Onuc MeToAy BMNPOGYBaHHSA
"MexaHi4Hi BKNIOYEHHS. Buanmi
YaCTUHKKN" BY/10 3MIHEHO: 3aMiCTb
nonepeaHLOro ONMCy BUKOPUCTaHO
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

nocKNaHHA Ha NOTOYHY MOHOrpadito
Ph. Eur. 2.9.20 "Particulate
contamination: visible particles”. Mpwn
LbOMY 3MiH B METOZAi BUNPO6YBaHHSA
He BiAbynocs, 3MiHEHO Nuwe
BUKNaAEHHS onvcy metoay
BUNPOOYBaHHA B peecTpaviliHiii
AOKyMeHTauji. Takox BuganeHo
BVMOTY LLOA0 NEPiOANYHOCTI
npoBeAeHHs BUNPobyBaHHS, ska
BM3HAYAETbCA BHYTPILLHIM aHa1i30M
pv3VKiB BiANOBIAHO 4O CUCTEMM SKOCTI
Bioton S.A. 3MiHu | TUNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuit 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb a60 A0NYCTUMUX MEX,
BCTAHOBMEHNX Y cneuudikauisx, nig,
yac BMPOOHWLTBA FOTOBOrO
nikapcbKkoro 3acoby (iHwi 3miHm). Onnc
30BHILUHBbOTO BUM/ISAY HANOBHEHUX Ta
yMakoBaHUX KapTPUOXIB Ta h/1akoHIB
OHOBJIEHO, 06'€HAHO B OAUH PO34in
"YnakoBKa Ta MapKyBaHHs" i
cnpoLleHo. Bumoru wopno
nepiognyYHOCTI NPOBEAEHHS
BMNPoOYyBaHHA BUaNIEHO Ha OCHOBI
BHYTPILLHbOrO aHasli3y pu3nkiB
Bi4NOBIAHO [0 cMCTEMM AKOCTI Bioton
S.A. 3MiHuM | TURY - 3MiHK 3 AKOCTI.
loToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa y
mMeTofdax BUNPOOyBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOo6YyBaHHA) BHECEHHSA He3HaYHOI
3MiHV B METOAWKY "MexaHiuHi
BK/IIOYEHHS. BUaNMi 4acTUHKK"
(HEPO3UMHHI [OMILLKM) LLASXOM 3aMiHU
KUC/OTU X/I0PUCTOBOAHEBOI Ha
KMCNOTY ackopbiHOBY Ha eTani
niAroToBKM 3paska. 3miHa Tuny
KMCNOTKN NoNsrae B 3aMiHi KUCNOTH
X/TOPUCTOBOAHEBOI Ha acKopBIiHOBY
KUCNOTY, Sika € 6inbll 6e3neyHoro Ans
BUKOPWCTaHHA B BUPOOGHUYMX YMOBAX.
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OHOB/IEHHSA creundikauii, MeToAis

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
AHanNITUYHWI MeToA, onucaHuii y
3.2.P.5.2, 3anmnwaeTbcs 6€3 3MiH.
45. | TENATPOMBI | renb, 50 000 "Xemodhapm Pecny6nika "Xemodhapm" AL, Pecny6nika BHECEHHS 3MiH 40 peecTpavyiinHmx 6e3 - UA/3054/01/02
H MO/100rno40ry " AL Cepbis Bpwau, Bigain Cepbis mMartepianis: 3MiHu | TNy - 3MiHK 3 peyenma
Ty6i; no 1 Ty6i B BMPOGHMYA AiNbHULSA AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KapTOHHI ynakoBLi LWa6au, Pecnybnika KOHTPO/Ib rOTOBOrO NiKapcbKoro
Cepbis (BUpoOGHMLTBO 3acoby. 3miHa y meTofax
Hepo3gacoBaHol BMNPOOYBaHHS rOTOBOTO J1iKapCbKOro
npoayKuii, nepBnHHa Ta 3aco06y (iHWi 3MiHKM Yy MeToax
BTOPVHHA YNakoBkKa, BUNPO6YBaHb (BKIOUYAOUM 3aMiHy abo
KOHTPO/b cepii); [OONOBHEHHS)). Y cneymdikadiio Ta
«Xemodpapm» Afl, MeTOAW KOHTPO/I0 AKOCTI A0AAETLCA
Pecny6nika Cepbis iH(bopMmaLis Woao nepiognyHoCTI
(koHTpoOnb cepii, f03BIN BMNpo6yBaHb 3a MeTogoM Minimum
Ha BUMYyCK cepii) filling (Test frequency: to be tested
once a year).
46. | TENATPOMSBI | renb, 30 000 "Xemodhapm Pecny6nika "Xemodhapm" AL, Pecny6nika BHECEHHS 3MiH 40 peecTpaliiHnX 6e3 - UA/3054/01/01
H MO/100rno40ry " AL Cepbis Bpwau, Bigain Cepbis mMartepianis: 3MiHu | TNy - 3MiHK 3 peyenma
Ty6i; no 1 Ty6i B BMPOGHMYA AiNbHULA AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KapTOHHIN ynakoBuUi LLla6ay, Pecny6nika KOHTPO/Ib FOTOBOIO /iKapCbKOro
Cepbisi (BUPOGHMLTBO 3acoby. 3miHa y MeToaax
Hepo3acoBaHol BMNPOBGYBaHHSA rOTOBOrO NiKapCbKOro
npoayKuii, nepBnHHa Ta 3aco6y (iHWi 3MiHK y MeToAax
BTOPWHHA YMakoBKa, BMNPO6yBaHb (BK/IOYaoUy 3amiHy abo
KOHTPOb cepil); [ONOBHEHHS)). Y cneumdikadio Ta
«Xemodchapm» Afl, MeTOAV KOHTPOJI0 AKOCTI A0AAETLCSA
Pecny6nika Cepbis iH(bopMmaLis Woao nepiognyHoCTI
(koHTpOAb cepii, f03BIN BMNPO6YBaHb 3a MeToAoM Minimum
Ha BUMYCK cepii) filling (Test frequency: to be tested
once a year).
47. | TIHOKCUH Kancysm BariHasibHi Pekopgari IpnaHgis KartaneHt Itani C.MN.A. ITanisa BHECEHHS 3MiH 10 peecTpaLifiHnX 3a - UA/6094/01/03
M’siki no 1000 mr, no Aineng Nt marepianis: 3miHu | Tvny - 3miHu 3 peyenmom
1 a6o no 2 karncynu sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
y 6nicTepi; no 1 KOHTpO/1b AONOMDKHUX PEYOBYH.
6nictepy B 3miHa napameTpiB cneuudikauii
KapTOHHIA KOpoo6Li Ta/abo fonycTUMUX MexX A5
[ONOMDKHOT peyoBuHM (Y pasi
BiICYTHOCTI MOHOrpadii Ha AONOMiXHY
peyoBuHy y I®Y, EBponeiicbkiit
hapmakonei abo iHLWi HalioHa/bHIl
thapmakonei aepxasu €C, 3miHa
BHYTPILLHLOT crneundikavii Ha
MOHorpadito HeodiLiiHoT chapmakonei
abo chapmakonei TpeTbOoi KpaiHu)
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

KOHTpOI0, Banigauii MmeToamk Ta
06I'pyHTYBaHHA cnevudikauii ans
[ONOMDKHOT peyoBVHY "JTeunTrH
COEBMIN" 3 BHYTPILLHBLOI MOHOrpadii 40
MoHorpadii USP. 3MiHn | Tuny - 3MiHn
3 akocTi. CepTudpikar
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
hapmakonei/moHorpadii. 3miHu,
noB'sAA3aHi 3 HeOOXIAHICTIO NPUBEAEHHS
y BiAnoBigHICTb A0 MoHorpadii APY
abo €sponelicbkoi thapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
Aepxasun EC (3miHa y cneuudikawii
HedhapmakoneiiHoro A®| ans
NpuBeLEeHHA Y BIANOBIAHICTb 0 BUMOT
Loy abo €sponelicbkoi thapmakonei,
ab0 iHLWOI HauioHasTbHOIT hapmakonei
nepxasu €C) - JlonomiHa
peyoBuHa/BUXIAHWIA MaTepian Ans
BMpo6bHuuTBa A®I. MpuBeaeHHs
cneumaikaLii 4ONOMIXHOI pe4oBUHM
"MapadiH 6inunid, m'akmin" go airoyoi
peaakLii €Bponeicbkoi doapMakonei.

48.

FHO-
TAPAN®DEPO
H

TabneTtku, BKPUTI
060/10HKOIO,
NPONOHIroBaHoi Aji
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIA KopooLi

M'ep ®abp
MegnkameH
T

PpaHuis

Mep ®abp MeamkameHT

MpoaakwH

PpaHuis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TURY -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (B/1aCHMKaA peecTpaviiHoro
noceigueHHs) - 3miHa agpecu
3asBHUKa (BNacHNKa peecTpauiiiHoro
noceigyeHHs); 3MiHn | Tuny - 3MiHn
oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV A0 y3araslbHEHUX AaHWX Mpo
cucTemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHVX faHunx npo cuctemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 34iliCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnagy 3asBHUKa gns
3[iiCHEHHs1 hapMakoHarisay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YNOBHOBaXXEHOT 0co6MU,

3a
peyenmom

UA/2976/01/01




49

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BiANOBIAA/ILHOI 32 3filiCHEHHS
hapmakoHarnagy (Bkiovaroun
KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6u
3as1BHVIKa, BignoBiganbHOI 3a
hapmakoHarnisg. 3miHa
MicL,e3HaxX0KEHHS MacTep-gaiina
cucTemu dhapmMakoHarnagy. 3miHa
MiCLA 3AiICHEHHA OCHOBHOI [isifIbHOCTI
3 (hapmakoHarnsgy

49,

FNEHUET

TabneTtku, BKPUTI
060/10HKO0, M0 5 Mr
no 10 TabneTok y
6nictepi; no 1 a6o
no 3, a6o no 10
6nictepis B
KapTOHHI ynakoBLi

nenmapk
dapmacboT
vikans Jita,.

IHais

neHmapk
dapmacbiotukans Jta,.

IHais

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHK 3
akocTi. A®l. BupobHMUTBO. 3MiHa
BMPOBHUKA BUXiAHOTO/MPOMIXHOrO
nNpoayKTy/peareHTy, LWo
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpO6HMKa
(BKIOvatoun, fe HeobXxigHo, micue
nNpoBefieHHA KOHTPO0 AKocTi) APl (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONenchbkili
thapmakornei y 3aTBepKeHOMY [1OCbE)
(3anponoHoBaHuit BUPOBHUK
HasIeXxunTb 40 Tiei camoi BUPOOHUYOT
rpynu NignpuemcTs, Lo i
3aTBepAXEHMIA) BBeaeHHA A0AaTKOBOT
AinbHWLU BUpobHuLTBa AdDI
NeBOLETUPU3NHY Aurigpoxnopuay
Glochem Industries Private Limited,
IHAais 3aTBepmxeHo BnacHuk macTtep-
thaiiny Ha A®l: Glochem Industries
Ltd., India Bupo6Huk A®I: Granules
India Limited 3anponoHoBaHo
BnacHuk mactep-cpaiiny Ha AdI:
Glochem Industries Ltd., India
Bupo6Huk A®l: 1.Granules India
Limited, India 2. Glochem Industries
Private Limited, India

6e3
peyenma

UA/11243/01/01

50.

FNEHLUET
E[BAHC

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOHO, MO 7,
ab6o no 14, a6bo no
28 abo no 50

neHmapk
dapmacboT
nkans Jita,.

IHgis

neHmapk
dPapmacbioTukans Nita.

IHais

BHECEHHS 3MiH [0 peecTpaliiHnX
mMartepianis: 3MiHu | TNy - 3MiHK 3
akocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKA BMXiAHOTO/MPOMIXXHOro
npoAyKTy/peareHTy, Lo

3a
peyenmom

UA/13538/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
TabneTok y BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
KOHTeliHepi, no 1 npoueci Ad®l, abo 3miHa BUpoOHMKa
KOHTeliHepy B (BrTrOvatoum, fe HeobXxigHo, micue
KapTOHHIA KOpooLi nNpoBefileHHA KOHTPOo AkocTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMY [0CbE)
(3anponoHoBaHM BUPOGHNMK
HasIeXunTb [0 Tiei camoi BUPOOHNYOT
rpynu nignpuemcTs, Lo i
3aTBepKeHuii). BeeaeHHA
[04AaTKOBOT AiNbHULI BUPOGHMLTBA
A®I neBoueTMPU3UHY aurigpoxnopuay
Glochem Industries Private Limited,
IHais
51. | FMITENK niodpinizat ana NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/12177/01/01
po3unHy ANs iH'ekuii | "Knismegnp "KuiBmegnpenapar" marepianis: 3miHu | TRy - 3miHn peyenmom nionsizae
no 400 mr, 1 dpnakoH enapar” oo 6e3nekn/edreKTMBHOCTI Ta
3 niocpinizatom B thapmakoHarnagy. 3MiHa y KOpoTkili
KoMnaekTi 3 1 XapakTepucTuLi fikapcbkoro 3acoby,
amnynor TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
po3unHHKKa (Boga MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
08 iH'exuini) no 3,2 perynspHo OHOB/IHOBAHOrO 3BITY 3
MJ1 B KOHTYpHIiA 6e3nekun nikapcbkoro 3acoby, abo
YapyHKOBIli nocnimkeHb 3 6e3nekn 3acTocyBaHHs
ynakosLi; no 1 nikapcbkoro 3acoby B
KOHTYPHiIl nicnsipeecTpauiiiuii nepiog, abo sk
YapyHKOBIli ynakoBLi pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
B nauyji 3 KApTOHY npoBeAeHVX BigNoBigHO 40 NnaHy
negiatpuyHux gocnigpxkeHs (PIP)
(3MiHy y3rofXeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVNM OpraHom)
3MiHV BHECeHi [0 iHCTPYKUii ans
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby y po3gin "Mo6iuHi peakwi”
BiANOBIAHO 4,0 OHOB/IEHOT iHGhopmaLii
3 6e3neku Aito4ol pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tn MicaLUiB
nicns 3aTBepKeHHs
52. | TNIATOH® PO3UMH ANA iH'EKLN, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx 3a He UA/13359/01/01
250 mr/mn no 4 mn B "®bapmak” mMartepianis: 3mMiHu || Tuny - 3MiHK peuyenmom nidnsieae

amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepun y nayuyi 3
KapToHy; Mo 4 Mn B

Loao 6e3nekn/edyeKTMBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpOTKild
XapakTepucTuui nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUiT Ans




51

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

amnyni; no 5 a6o 10
amnyn y nauuj 3
KapToHy

MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBMMW JaHUMK 3 SIKOCTI,
LOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta
OaHumy 3 hapmakoHarnsgy. 3MiHm
BHECeHi A0 IHCTPpyKUii AN MeguuHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy"®apmakonorivyHi BnactuBocTi"
BiANOBIAHO A0 mMaTepiasiB
peecTpauiiHoro gocke. MNMpeacTaBneHi
3MiHU B iH(hopmaLii 3 6e3neku Wwoao
BHECEHHS 3MiH Ta AONOBHEHb Y PO34iN
NPOEKTY IHCTPYKUT 4718 MeANYHOro
3acTocyBaHHA "®apmMakonorivHi
B/1ACTMBOCTI": Ha NigcTasi MaTepianis
peecTpauiiHoro A0CkE, WO MiCTATb
pe3ynbTaTu nicnsapeecTpauiiiix
[OCNigpKeHb, MOXYTb 6yTH
pekoMeHAoBaHi [0 3aTBepKeHHs Ta
BHECEHHS B iHCTPYKLUit0 Ans
MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby. BBeAeHHS 3MiH NpoOTArom 6-Tu
MicsILiB Nicns 3aTBePAKEHHS.

53.

TNoAY _
HACTOWKA

HacTolika, no 25 mn
a6o 80 mn, a6o 100
My hnakoHax; no
25 mn a6o 80 mn,
a6o 100 mny
donakoHi; no 1
chnakoHy B nauuj; no
25 mn y donakoHax,
YKyNOpeHux
npobkamu-
KpanenbHUUAMU; Mo
25 mMn 'y donakoHi,
yKynopeHomy
npo6kKoto-
KpanenbHuLeto; no 1
chnakoHy B nauuj; no
25 mn y donakoHax
noniMepHux,
YKYNOpPEeHMX
npobkamu-
KpanenbHULAMU Ta
KpuLLKamu; no 25 mn
y dp1aKoHi

MpAT
dapmavuesT
NyHa
thabpuka
"Biona"

Ykpaina

MpAT ®apmaueBTnyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavLinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akKyrnopoBabHWii 3aci6.
3MiHa Y NepBUHHIli ynakoBLji roTOBOro
NiKapcbKoro 3acoby (siKicHuit Ta
KinbKicHWIA cknag) - M'ski Ta
HecTepusbHI piaki nikapcbki goopmm -
BBEJEHHS A0AaTKOBMX YNakoBOK, a
came Ck/IsHi hiakoHy no 50 mn
(donakoHn ®B-50-20 ykynopeHi
npo6kamu MA-2/M-2 Ta kpuwkamn K-
20; donakoHn ®B-50-18 ykynopeHi
npo6kamu-kpanenbHuuamn 2.2E ta
Kpuwkammn 1.4K) Ta cdonakoHu
nonimepHi no 50 mn (PBM-55-18 3
nonieTuneHTepedTanarty),
YKYMOPEHMX KpULKaMmn 3 KOHTPOSIEM
nepLioro po3kputTa (Tuny Kd2-1) abo
npobkamu-kpanenbHuuaMmK (2.2.a-13)
Ta kpuwkamu (Tuny Ke1) y nauui ta
6€e3 nayku, 3 BignoBigHMMMN 3MiIHAMMN

6e3
peuenma

nidnsieae

UA/2121/02/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
noniMepHomy, [0 p. «YnakoBka»
YKYnopeHomy 3MiHU BHECEHI Yy po3fin «YnakoBka» B
npo6koto- IHCTPYKLl0 415 MeanyHOro

KpanenbHULE Ta
KpuLLIKOtO; Mo 1
chakoHy B nauuj; no
50 mn 'y donakoHax
CKSAHWX,
YKyMOpeHnx
npo6kamu Ta
Kpuiukamu; no 50 mn
y donakoHi
CKNISIHOMY,
yKynopeHomy
npo6koto Ta
KpULLKOIO; no 1
chnakoHy B nauj; no
50 mMn y donakoHax
CKSAHWX,
YKYNOPEHMX
npobkamu-
KpanenbHULAMN Ta
Kpuiukamu; no 50 mn
y donakoHi
CKNISIHOMY,
YKynopeHomy
npo6koto-
KpanenbHULE Ta
KpuLLIKOtO; Mo 1
chakoHy B nauuj; no
50 My donakoHax
nosliMepHuX,
YKyMOpeHnx
npo6kamu-
KpanenbHULAMU Ta
Kpyiwkamm; no 50 mn
y thnakoHi
nonimepHomy,
YKyrnopeHomy
npo6koto-
KpanesnbHULe Ta
KpuLLKolo; no 1
donakoHy B nauuyj; no
50 mn y donakoHax
nosliMepHuX,

3aCTOCYBaHHS Y 3B'A3KY 3 BBEAEHHAM
BOCbMW [JOATKOBUX YNaKOBOK Ta K
HacnifokK - 3aTBEPAKEHHSA TEKCTY
MapKyBaHHS A5 BiANOBIgHNX
ynakoBOK. BBeAeHHS 3MiH NpoTarom 6-
TU MiCALIB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 siKkocCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBaibHWii 3aci6.
3MiHa po3Mipy ynakoBK/ roToOBOro
NiKapcbKoro 3acoby (3mMiHa
Macwu/o6'eMy BMICTy KOHTellHepa
6araTtoj030B0r0 J1ikapcbKoro 3acoby
0N HenapeHTepasbHOro
3acTocyBaHHA (260 04HOL030BOTO,
4aCcTKOBOrO BUKOPUCTaHHSA)) BBEAEHHS
[04aTKOBMX YNaKOBOK - (DN1aKOHIB
CK/ISIHMX Ta noflimepHux 06’'emom 50
M/ 3 BiZANOBIAHNMY 3MiHAMW [10 p.
«Cknaf», p. «Ynakoska» 1a n. «<06'em
BMICTY yMakoBKu». 3MiHV BHECEHI Y
po3ainu «Cknaa» Ta «YnakoBka» B
IHCTPYKLiO 415 MeanyHOro
3aCTOCYyBaHHSA Y 3B'A3KY 3 BBEAEHHAM
[04aTKOBMX YNakoBOK - (DN1aKOHIB
CKNSAHMX Ta noniMmepHux no 50 mn Ta
AK HACNIAOK - 3aTBEPKEHHS TEKCTY
MapKyBaHHSA A1 BiANOBIgHNX
ynakoBOK. BBeAeHHS 3MiH NpoTarom 6-
TU MIiCALIB NiCNS 3aTBEPMAKEHHS.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

YKYNOopeHux
KpuULKamm 3
KOHTPO/1EM NEPLIOro
pPO3KpUTTS; No 50 mn
y donakoHi
nonimepHomy,
yKynopeHomy
KPWLLIKOIO 3
KOHTPO/1EM NEPLIOro
po3KpUTTS; no 1
donakoHy B nayui

54.

FPABATIIH

necapii no 500 mr;
no 5 necapiis y
CTpuni; No 2 cTpunn
y nauuii 3 KapToHy

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpuemMcTs
0 "Cnepko
Ykpaina"

YkpaiHa

CniflbHe yKpaiHCbKO-
icnaHcbke NignpueMCcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavyjinHmx
mMartepianis: 3mMiHu | Tuny - 3MiHM WoA0
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3MiHn
BHECEHO B iHCTPYKLl0 415 MELUYHOrO
3acTOCyBaHHS MikapCbKoro 3acoby Ao
po3giny "Mob6iuHi peaxuii” woao
iHhopmaLLii Npo BaX/IMBICTb
3BiTyBaHHA NPO MOoGiYHI peakw;i.
TepMiH BBEEHHS 3MiH NPOTAroM 6
MicsaLiB nicns 3aTBepaKeHHs; 3MiHu |
MRy - 3MiHM LWoAo
6e3nekn/edheKkT1BHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuui nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
negiatpnyHux gocnigxkeHs (PIP)
(3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHK
BHECEHO B iHCTPYKLt0 4151 MELUYHOrO
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
posginis "MpoTunokasaHHA" Ta
"Mo6iyHi peakuyii" Wwoao 6esnekn
3aCTOCYyBaHHSA [it04H0T PeYOBUHY 3rigHO
3 pekomeHgauieto PRAC. TepMmiH
BBElEHHS 3MiH NpoTAroM 6 MicsLiB

3a
peyenmom

He
nionsieae

UA/2166/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

nicnsi 3aTBepPKEHHS

55.

rPUMNEKC
XOTAKT/B

NOPOLLIOK A/15
OpasIbHOTO PO3YNHY
no 4r s cauwe; no 5,
abono 7, abo no 8
a6o no 10 cawe y
KapTOHHIM nayi

tOHina6b, /N

CLIA

BVMPOGHULITBO, NEPBUHHE
Ta BTOPVHHE NakKyBaHHS,
KOHTPO/b Ta BUMNYCK
cepii: TOB tOC
$apmadis, MonbLa

Monbwa

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
aKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudikaTt BiAMNoBIgHOCTI
€Bponeiicbkili
hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignNoBIgHOCTI
€poneiicbkilii hapmakonei: ana Adl;
LA BUXigHOro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbki hapmakonei) -
OHoBreHWIA cepTUdikat Bif yxe
3aTBEPAXEHOr0 BUPOGHUKa. MogaHHA
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponeiichbkili
thapmakonei Ne R1-CEP 2004-019 -
Rev 06 (3aTBepaxeHo: R1-CEP 2004-
019 - Rev 05) gns A®| ackop6biHOBOI
KNCNOTU Bifl BXeE 3aTBEPAKEHOro
BMpo6HMKa CSPC WEISHENG
PHARMACEUTICAL
(SHIJIAZHUANG) CO,, LTD.

6e3
peuenma

UA/5737/01/01

56.

BA3ATUHIB-
BICTA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO0, MO 20
Mr, no 60 TabneTok
y thnakoHi 3
nonieTunexy
BMCOKOI LLiNIbHOCTI i3
nosinponiszieHoBOK
KPULLIKOHO 3
CMCTEMOIO 3aXUCTY
Bif, BiAKPUTTSA
AiTbMu; no 1
dhnakoHy B
KapTOHHIA KopooLi

MicTtpan
Kenitan
MeHexmeH
T NimiTeq,

AHrnis

BMPOGHULTBO (MOBHUIA
LMKI):

CiHTOH XicnaHis, C.J1.,
Icnanis
KOHTPO/b SKOCTI
(pi3nKO-XiMiUHWA):
KBiHTa-AHauiTika c.p.o.,
Yecbka Pecnybnika
KOHTPONb SIKOCTI
(mikpobionoriuHmit):
ITECT nnioc, c.p.o.,
Yecbka Pecnybnika
naKyBaHHS:

[xi | dapmacbioTikanc
Ntp, Bonrapis

IcnaHisi/
Yecbka
Pecny6nika/
Bonrapis

BHECEHHS 3MiH 40 peecTpaliiHnX
mMartepianis: 3miHu | TUNy - 3MiHn
Loao 6e3snekn/edeKTMBHOCTI Ta
hapMakoHarnsigy. 3miHu y KopoTkii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHNX
NiKapcbKunx 3acobiB Nic/isi BHECEHHS
Tiel caMol 3MiHM Ha pedoepeHTHUIA
npenapar (3miHa He noTpebye
HafaHHA XOHMX HOBMX [04ATKOBUX
[aHnx) 3MiHM BHECEHO [0 IHCTPYKLUT
[ANs MeAnyHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"MokasaHHs" (pegaryBaHHsl TEKCTY),
"B3aemMogis 3 iHWMMK NiKapCbKUMK

3a
peyenmom

He
nionsieae

UA/17829/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
3aco6amu Ta iHLWi BUAN B3aemMogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta fo3u" (iHcopmauis 3
6e3nekn), "MobivHi peaxuii”
BIANOBIAHO A0 iHhopMmaL,i Wwoao
MeAMYHOro 3aCTOCYBaHHA
pedrepeHTHOrOo /iKkapcbKoro 3acoby
(Sprycel, TabneTku, BKpUTi NAIBKOBOO
060/10HKOI0) BBEEHHS 3MiH NPOTArom
6-TU MicAUIB NicNs 3aTBEPKEHHS
57. | BASATUHIB- | TabneTku, BKpUTI Mictpan AHrnis BMPOGHMLITBO (NOBHUI Icnanis/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a He UA/17829/01/02
BICTA NNiBKOBOO Kenitan LMKI): Yecbka mMartepianis: 3miHu | TUny - 3MiHn peyenmom niossieae
060/10HKOH0, M0 50 MeHemxmeH CiHTOH XicnaHisi, C.J1., Pecny6nika/ oo 6e3nekn/edekTMBHOCTI Ta
Mr, no 60 TabneTok T Nlimiteq, Icnanis Bonrapis thapmakoHarnagy. 3MiH1 y KOpOTKiii
y thnakoHi 3 KOHTPO/b AKOCTI XapaKTepucTuLli nikapcbkoro 3acoby,
nonietTuneny (pi3nKO-XiMiUHWA): TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
BWCOKOI LL[i/TbHOCTI i3 KBiHTa-AHaniTika c.p.o., MeANYHOro 3aCTOCYBaHHA
noninponineHoBo Yecbka Pecnybnika reHepuyYHUX/ribpuaHMXx/6ionoaibHMX
KPULLIKOKO 3 KOHTPO/b SKOCTI nNiKapcbKunx 3acobiB Nic/isi BHECEHHS
CUCTEMOIO 3axXUCTY (mikpobionoriuHwmi): Tiei camol 3MiHW Ha pedhepeHTHWi
Bif, BiAKPUTTSA ITECT nntoc, c.p.o., npenapar (3miHa He noTpebye
aitbmuy; no 1 Yecbka Pecny6nika HafaHHA XOLHNX HOBMX [A0AAaTKOBUX
chnakoHy B nakyBaHHs: AaHnx) 3MiHU BHECEHO [0 IHCTPYKUIT
KapTOHHIA KopoobLi [xi | dapmacbioTikanc 4151 MeNYHOro 3aCTOCYBaHHSA
N, Bonrapis NiKapcbKoro 3acoby y po3ainu:
"Moka3aHHA" (pegaryBaHHs TEKCTY),
"B3aemogis 3 iHWMMUW NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aeMogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHA Ta o3un” (iHchopmauis 3
6e3neku), "MobivHi peaxuii”
BIANOBIAHO A0 iHhopMaL,i Wwoao
MeAMYHOro 3aCTOCYBaHHA
pedrepeHTHOro iKkapcbKoro 3acoby
(Sprycel, TabneTku, BKpUTi NAIBKOBOO
060/10HKOI0) BBEAEHHS 3MiH NPOTAroM
6-TU MicsAUIB NicNs 3aTBEPKEHHS
58. | AASATUHIB- | Tabnetku, BKpUTI MicTtpan AHrnis BMPOGHULTBO (MOBHUIA IcnaHisi/ BHECEHHS 3MiH 40 peecTpaliiHnX 3a He UA/17829/01/03
BICTA NNiBKOBOO Kenitan LMKI): Yecbka mMartepianis: 3miHu | TUNy - 3MiHn peyenmom niosnsieae
060/10HKO0, N0 70 MeHemxmeH CiHTOH Xicnarnis, C.J1., Pecny6nika/ Loao 6e3snekn/edekTMBHOCTI Ta
Mmr, no 60 TabneTok T NimiTeq, IcnaHis Bonrapis hapMakoHarnsigy. 3miHu y KopoTkii

y thnakoHi 3
nonieTunexy
BMCOKOI LLiNIbHOCTI i3
noninponizieHoBO

KOHTPO/1b SIKOCTi
(chizuko-ximiuHuin):
KBiHTa-AHauiTika c.p.o.,
Yecbka Pecny6rika

XapakTepucTuL, Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
KPULLIKOKO 3 KOHTPO/b SKOCTI niKapcbkunx 3acobiB Nic/isi BHECEHHS
CUCTEMOIO 3aXUCTY (mikpobionoriuHwmi): Tiei camoi 3MiHW Ha pedhepeHTHWi
Bif BiAKpPUTTA ITECT nnioc, c.p.o., npenapar (3miHa He noTpebye
aitbmuy; no 1 Yecbka Pecny6nika HafaHHA XOLHMX HOBMX 40AATKOBUX
chnakoHy B nakyBaHHs: AaHyx) 3MiHU BHECEHO [0 IHCTPYKLIT
KapTOHHIA KopooLi [xi | ®apmacbioTikasnc [ANs MeAnYHOro 3acToCcyBaHHS
Nta, Bonrapis nNiKapcbKoro 3acoby y po3ainu:
"MokasaHHA" (pegaryBaHHs TEKCTY),
"B3aemogis 3 iHWMMU SliKapCbKuMu
3aco6amMu Ta iHLWi BUAY B3aemMogiii",
"Ocob6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta fo3u" (iHcopmauis 3
6e3nekn), "MobivHi peaxuii”
BIANOBIAHO A0 iHhopMmaL,i Wwoao
MeAMYHOro 3aCTOCyBaHHSA
pedrepeHTHOr o /ikapcbKoro 3acoby
(Sprycel, TabneTkv, BKpUTi NAIBKOBOO
060/10HKOI0) BBEEHHS 3MiH MPOTArom
6-TU MicAUIB NicNs 3aTBEPKEHHS
59. | BASATUHIB- | TabneTku, BKpUTI Mictpan AHrnis BMPOGHMLITBO (NOBHUIA Icnanis/ BHECEHHS 3MiH 40 peecTpalinHmx 3a He UA/17829/01/04
BICTA NNiBKOBOO Kenitan LMKI): Yecbka mMartepianis: 3miHu | TUny - 3MiHn peyenmom niossieae
060/10HKO10, MO0 140 MeHemxmeH CiHTOH XicnaHisi, C.J1., Pecny6nika/ ofo 6e3nekn/edekTMBHOCTI Ta
mr, no 30 TabneTok T Nlimiteq, Icnanis Bonrapis thapmakoHarnagy. 3MiH1 y KOpOTKiii

y thnakoHi 3
nonietTuneny
BWCOKOI LL[i/TbHOCTI i3
nosinponisieHoBo
KPYLLIKOHO 3
CMCTEMOIO 3aXUCTY
Bif, BiAKPUTTSA
AitbMu; no 1
chnakoHy B
KapTOHHIA KopoobLi

KOHTPO/b SIKOCTI
(pi3nKO-XiMiUHWA):
KBiHTa-AHaniTika c.p.o.,
Yecbka Pecnybnika
KOHTPONb SIKOCTI
(mikpobionoriuHwmi):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika
nakyBaHHs:

[xi | dapmacbioTikanc
Nta, Bonrapis

XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MNYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoaibHMX
nNiKapcbKunx 3acobiB Nic/isi BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOLHMX HOBMX [0AATKOBUX
AaHnx) 3MiHU BHECEHO [0 IHCTPYKUIT
AN MeAnYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby y po3ainu:
"Moka3aHHA" (pegaryBaHHs TEKCTY),
"B3aemogis 3 iHWMMUW NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aeMogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHA Ta o3un” (iHhopmauis 3
6e3neku), "MobivHi peaxuii”
BIANOBIAHO A0 iHhopMaL,i Wwoao
MeAMYHOro 3aCTOCYBaHHA
pedrepeHTHOro iKkapcbKoro 3acoby
(Sprycel, TabneTku, BKpUTi NAIBKOBOO
0060/10HKOI0) BBEAEHHS 3MiH NPOTArOM
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
6-TU MicAUIB NicNs 3aTBEPKEHHS
60. | ANDPNTA3OH® | po3unH Ans iHdysil, KPKA, a.4a., CnoBeHis KPKA, a.4a., HoBo mecTto CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/2527/02/01
2 mr/mn; no 100 mn HoBo mecTO MaTtepianis: 3miHu | TNy - peyenmom niossieae

y thnakoHi; no 1

donakoHy y
KapTOHHIA KopoobLi

AAMIHICTpaTMBHI 3MiHW. 3MiHa Koay
ATX - 3MiHV BHECEHO A0 iHCTPYKL,i
AN MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao posainy
"apmakoTepanesTuyHa rpyna. Kog,
ATX." BIANOBIAHO 4,0 MDKHAPOAHOro
Knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/)
(3aTBEpAXKEHHO: MMPOTUrPNOKOBI
3aco6u Ans CUCTEMHOro
3acTocyBaHHs. MNoxigHi Tpuasony. Kog,
ATX JO2A CO01.; 3anponoHoBaHo:
MpoTurpnbkosi 3acobu ans
CMCTEMHOTO0 3acTocyBaHHS. MoxigHi
Tpuasony Ta tetpasony. Kog ATX
JO2A CO01.).
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKkT1BHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKild
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/ribpuaHMx/6ionoai6HMX
NiKapCcbKNx 3aco6iB Micnsl BHECEHHS
Tiel camol 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX
naHnx) 3MiHW BHECEHO [0 IHCTPYKLIT
ANs MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby fo po3ainis
"B3aemopis 3 IHWMMKW NiKapCbKUMu
3acobamu Ta iHLWi BUAY B3aemog,iii"
(npo B3aemogito 3 iHriGiTopamu FMr-
KoA-pepnyktasn Ta iBakadpTop, A0AaHO
HOBY B3a€EMOZH0 3 SlypasngoHoM),
"3acTocyBaHHSA y nepiof BariTHOCTI
ab6o rogysaHHa rpyaar” (nepes
HacTaHHAM BariTHOCTI cnig
[OTpUMATVCh Nepiofy BUBEAEHHS
dNyKoHa301y TPUBATICTIO OAVH
TWXAEHb) BignoBiaAHO A0 iHdopmaLii
pechepeHTHOro Nikapcbkoro 3acoby
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

[OundpniokaH®, po3unH Ans iHdy3ii no 2
Mr/1 mn. BBefeHHS 3MiHM NPOTArom 6-
TU MiCALIB NicNs 3aBTEPMAKEHHS.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3
HOBUMU JaHNMU 3 AKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHuMK Ta
AaHvMK 3 hapmakoHarnsgy - 3MiHu
BHECEeHO [0 iHCTPYKLIT 415 MeanyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby Ao
po3ginis "®apmMakonoriyHi
BnactTuBocCTi" (Nigpo3ain
"dapmakogvHamika" CTOCOBHO
YYTAMBOCTI in Vitro, MexaHiam
Pe3MCTEHTHOCTI, KOHTPO/bHI TOUKM
EUCAST )", "B3aemogis 3 iHLnMKn
nikapcbkrMmM 3acobamu Ta iHWi BUuam
B3aemogiin" (oo ekcnouuii
TonBanTaHy), "Cnocib 3acTocyBaHHs
Ta gosun", "MNo6iyHi peakuii” (Loa0
iHbopmaLLii CTOCOBHO MOBIAOM/EHHSA
npo nigo3proBaHi NoGiYHI peakwir).
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKEHHS.

61.

JIIOKOP
COJ10 160

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 160
mr, no 10 TabneTok
y 6nicTepi; no 1 abo
3, a60 4, abo 9
6nictepiB y
KapTOHHIM navi

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma CrapTt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHN Y BUPOOHMLTBI (iHLWi 3MiHWM)
BHECEHHS 3MiH 0 peecTpavyjinHmx
marepianis y posginax 3.2.P.3.3 ta
3.2.P.3.5, a came akTyanizaujis Ha3BM,
OAMHWLi BUMIpY Ta Aiana3oHu Aeskux
napameTpiB NpoLLecy HaHeCEHHS
NOKpUTTS TABNETOK, Y 3B'A3KY 3
MOZJEepHi3aLjieto yCTaHOBKM ANs
HaHeCeHHs NOKPUTTS, a came
OHOBJ/IEHHS anapaTtHoro Ta
nporpaMHoro 3abesnevyeHHs. filoua
penaxuis: MapameTp «Tuck BXiAHOTO
noBiTPsi» TWCK BXIAHOrO NOBITPS,
MM.BOZ.CT [ponoHoBaHa pefakLis:

3a
peyerimom

UA/11341/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

MapameTp «TuCK BXiAHOIO NOBITPS»
TwWckK BXIiAHOTrO MOBITPS, MM.BOA.CT A6O
BuTpara BxigHoro nositps, m3/rog,
3a/1exHICTb 3Ha4YeHb napameTpis
m3/rog =580 x MM.B0A.CT.0,43. 3MiHK |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMyCTUMMX MEX roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHN) 3MiHa
NepiofNYHOCTI KOHTPOJIIO NOKa3HUKa
«MikpobionoriyHa uscToTa», a came
NPOBOANTN KOHTPO/b Y PEXUMI
MOHITOPUHIY - Ha NepLUIi cepii B poui i
He pifLue, HiX Ha KOoxHin 10-7 cepii Ta
BHECEHHS BifNOBIAHOI MPUMITKN Y
cneuudikauito MNN3. 3mikm | TNy -
3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMMX
MEX rOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3MiHK) 3miHa hopMyOBaHHS
onvcy TabneTtku Ta 3MiHa
hOpMY/tOBaHHS TECTY «PO3UMHEHHS»,
a came: - NpuBeAeHHA
dhopMytoBaHHSA BUMOT A0 NOKa3HUKa
«P034nHEHHA» BiAMNOBIAHO A0 EANHOMO
chopmaTy B kpaiHax peecTpavii Ta
BUK/IOYEHHS iHhopMaList no
KpUTEPIAM MPUAHATHOCTI CTYNEHIO
PO3UYMHEHHS MO TPbOX PIBHAX, OCKINTbKM
Ui BUMOru onucaxi y ®Y 2.9.3, Ha sike
[aeTbCs NOCWIaHHA B cneumdikayii Ta
MeTogax KOHTPOSO; - 3 Onucy
Tabnetok BuaaneHo dpasy «3a
30BHILUHIM BUIIS40M MaloTb
Bignosigatn Bumoram A®Y crarrta
«TabneTkn», OCKi/IbKM BOHA HEMaE
iHchopmauiiHoro 3micTy (U 3MiHa
Hece nvLle pefakuiiiHuin xapakTep i
He CTOCYETbCA 3MiHU 30BHILUHLOrO
Burnagy tabnetku). 3miHu | Tuny -
3MiHM 3 IKOCTi. [0TOBWIA NiKapCbKuii
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

3aci6. KoHTposib roTOBOro Nikapcbkoro
3ac006y (iHLWi 3MiHK) 3MiHa chopmaTy
po3ginis 3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5
Ta 3.2.P.5.1. 3 po3ginis 3.2.P.3.3,
3.2.P.3.4 1a 3.2.P.3.5 BuganeHo
iHhopMaLito L1040 KOHTPOJIHO FOTOBOT
NPOAYKLUIT y 3B’A3KY 3 NPUBELAEHHAM [0
chopmaty 3T/A. IHdopmauis woao
KOHTPO/IH0 FOTOBOT NPOAYKLT
npusegeHa y po3gini 3.2.P.5.1. ¥
po3gini 3.2.P.5.1 npeacrasneHo
cneundikauito nvwe st KOHTPOSIo
rotoBOro npoaykty. Cneuucikauis Ha
Hepo3dacoBaHy NPOAYKLto i
Cneuudikauis a1 BUBYEHHS
CTabinbHOCTI 6K BUKNIOYEHI 3
po3giny. MokasHWkN A8 KOHTPOsI0
AKOCTi Hepo3dhacoBaHOi NPOAYKLT
npeacTasieHi B po3aini 3.2.P.3,
cneuudikaLis Ha BUBYEHHS
cTabinbHOCTI NpeAcTasnieHa B po3aini
3.2.P.8. Cneuudpikauii Ha BUNycKk Ta
NpOTAroM NPUAATHOCTI FOTOBOTO
NpoAYyKTY NpeacTasneHi y Bu-rnsagi
ofHiel Tabnunui BIANOBIAHO A0 BUMOT
HactaHoBu 42-3.2:2004 «JlikapCbki
3aco6u. Cneuudpikauii: KOHTPObHI
BUNPOBYBaHHSA Ta KpuTepii
NPUAHSATHOCTI».

62.

[LIOKOP
COJIo 80

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 80
mr, no 10 Tabnetok
y 6nicTepi; no 1 abo
3, a60 4, abo 9
6nictepiB y
KapTOHHI naui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavyiinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI (iHLWi 3MiHN)
BHECEHHS 3MiH 0 peecTpaviitHmx
marepianis y posginax 3.2.P.3.3 ta
3.2.P.3.5, a came akTyanizauis Ha3Bu,
OAMHWLi BUMIpY Ta Aiana3oHu AesKux
napameTpiB NpoLecy HaHeCeHHs
MOKPUTTS TabNETOK, Y 3B'A3KY 3
MOZJ€epHi3aLieto yCTaHOBKM AN
HaHeCeHHs NoKpUTTS, a came
OHOBJIEHHA anapaTrHoro Ta
nporpamMHoro 3a6esneyeHHs. [itoya
pepakuis: MapameTp «Tuck BXigHOTO
noBiTps» TUCK BXigHOro NoBiTps,

3a
peyenmom

UA/11341/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

MM.BOZA.CT MponoHoBaHa pefakLis:
MapameTp «TUCK BXigHOTO NOBITPSA»
Twck BXigHOTO MOBITPS, MM.BOA.CT AGO
Butpara BxigHoro nositps, m3/rog,
3anexHicTb 3HaueHb napameTpis
m3/rog =580 x MM.B0A.CT.0,43. 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX r0TOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN) 3MiHa
NepiofNYHOCTI KOHTPO/IO NOKa3HUKa
«MikpobionoriyHa uncToTa», a came
NPOBOANTN KOHTPO/b Y PEXMMI
MOHITOPUHTY - Ha NEpLLIi cepii B poui i
He pifLe, HiX Ha KOXHin 10-i cepii Ta
BHECEHHS BifMOBIAHOT MPUMITKN y
cneundikauito MNN3. 3miHm | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KOHTposib rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonyctumMmx
MeX roTOBOr0 /likapCbKOro 3acoby
(iHWi 3miHW) 3MiHa hopmyntoBaHHSA
onvcy TabneTtku Ta 3MiHa
dhopMmytoBaHHA TecTy «PO3UYNHEHHSA,
a came: - NpuBeAEHHSA
dhopMytoBaHHS BUMOT A0 MOKa3HUKa
«P0O34MHEHHA» BIAMNOBIAHO A0 EANHOTO
dhopmaTy B KpaiHax peectpauii Ta
BMK/TIOYEHHS iHhopmaLis no
KPUTEPISIM MPUIAHATHOCTI CTYMEHIO
PO3UYMHEHHS MO TPbOX PIBHAX, OCKINTbKM
Ui Bumoru onucaxi y ey 2.9.3, Ha sike
[aeTbCA nocunaHHA B cneyudikauii Ta
MeToAax KOHTPOIO; - 3 onucy
Tabnetok BugasieHo dpasy «3a
30BHILUHIM BUrNSA0M MatoThb
Bignosigatu sumoram A®Y crarta
«TabneTkn», OCKiNbKN BOHA HEMAE
iHchopmauiiHoro 3micTy (Us 3MiHa
Hece N1Lle peflakLiiiHuin xapakTep i
He CTOCYETbCA 3MiHM 30BHILLHLOTO
BUNsAY TabneTtkn). 3miHu | Tuny -
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro
3aco06y (iHWi 3MiHK) 3MiHa chopmaTy
po3ainis 3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5
Ta 3.2.P.5.1. 3 po3ginis 3.2.P.3.3,
3.2.P.3.4 1a 3.2.P.3.5 BuganeHo
iHChopMaLLito LoA0 KOHTPOIO FOTOBOI
NpPOAyKUii y 3B'A3Ky 3 MPYBEAEHHAM [0
chopmaty 3T/A. IHdhopmaList woao
KOHTPO/I0 rOTOBOI NPOAYKLT
npusegeHa y posgini 3.2.P.5.1. ¥
po3gini 3.2.P.5.1 npeacrasneHo
cneumdikauito nuwe A58 KOHTPOs
roToBOro NpoAykTy. Cneuudikauis Ha
Hepo3dacoBaHy NPOAYKLito i
Creundikanis AN BUBYEHHS
CTabiNbHOCTI 6NN BUKIOYEHI 3
po3giny. MokasHWKN 415 KOHTPOSIO
SAKOCTi Hepo3dhacoBaHoOi NPoAYKLIT
npeacrtasnexi B posgini 3.2.P.3,
cneuudikayis Ha BUBYEHHS
CTabiNbHOCTI NpeAcTaBneHa B po3aini
3.2.P.8. Cneuudpikavii Ha Bunyck Ta
NPOTArOM NPUAATHOCTI FOTOBOrO
NPOAYKTY NpeacTasneHi y Bu-rnsagi
opHiel Tabnuui BiANOBIAHO A0 BUMOT
HactaHoBu 42-3.2:2004 «Jlikapcbki
3acobu. Cneumdikayii: KOHTPObHI
BMNPOGYBaHHA Ta Kputepii
NPUIRHATHOCTI».

63.

JIOKCOPYBIL|
VH MEJAK

PO34UH ANst iHQY3il,
2 mr/mn no 5 mn (10
mr) a6o no 10 mn
(20 mr), a6o no 25
mn (50 mr), abo no
100 mn (200 mr) y
donakoHi, no 1 abo 5
h1aKkoHIB B yNakoBLyi

Mepak
lesensbliad
T otop
KniHiwe
LWneujansnp
enapare
M6X

HimeyunHa

BignoBifgae 3a BTOPUHHE
nakyBaHHs!, HAaHECEHHS
3aXMCHOT MIBKN Ha
onakoH (onuioHanbHO),
[03BiN Ha BUNyCK cepili:
Mepak esenbliadt
cotop KniHiwe
LLneuiansnpenapare
M6X, HimeuunHa;
Bignosigae 3a
BMPOGHMLTBO
Hepo3acoBaHol
npoaykuii, nepBnHHe Ta
BTOPUHHE NakyBaHHS,
KOHTPO/Ib AKOCTI:

HimeuunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu Il Tuny - 3MiHKn
oo 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili
XapakTepucTuui nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3
HOBMMW JaHUMK 3 SIKOCTI,
LOKNIHIYHUMU, KNIHIYHAMW JaHUMK Ta
LaHumu 3 hapmakoHarnsgy - 3miHu
BHECeHi A0 IHCTPpyKUii AN MegnmyuHoro
3aCTOCyBaHHS /ikapcbkoro 3acoby Ao
po3ainis: "®apmakonoriyHi
BnactuBocTi", "MpoTunokasaHHA",
"B3aemMogis 3 iHWMMW NiKapCbKUMK

3a
peyenmom

He
nidnsieae

UA/14471/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
OHkoTek ®apma 3aco6amu Ta iHLWi BUAN B3aemMogiii",
MpoaakwH M6X, "Oco6nmBOCTI 3aCTOCYyBaHHA"
HimeuuunHa; BignoBigae ("3acTocyBaHHS y nepiog, BariTHOCTi
3a BTOPUHHE NakyBaHHs, abo rogyBaHHs rpyaar'), "Cnocio
HaHeCceHHs 3aXUCHOT 3acTocyBaHHsA Ta nos3n',
NAiBKM Ha dh1akoH "Mepepo3yBaHHa", "lMob6iyHI peakuii”
(onuioHaneHo): Meg- BigNoBIAHO A0 MaTepianisB
IKC-Mpecc Mm6X, peecTpauiniHoro gocbe. BeeaeHHs
HimeuunHa 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
64. | AOTABICT PO34MH ONS iH EKL, AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a - UA/16798/01/01
279,32 mr/mn (0,5 "dapmak” martepianis: 3MiHu | TUNy - 3MiHU 3 peyenmom

MMONb/M); No 5 mn,
a6o 10 mn, a6o 15
M abo no 20 mn
ab6o 60 mn, abo 100
My chnakoHi, no 1
dhnakoHy y nauuj;

no 10 mn a6o 15 mn,
abo 20 mny
nonepeaHL0
HanoBHEHOMY
wnpuui; no 1
nonepeaHL0
HanoBHEHOMY
Lwnpuuy y énictepi;
no 1 a6o 5 6nictepis
y naulli 3 KapToHy;
no 10 mn a6o 15 mn,
abo 20 mny
nonepeaHLo
HarnoBHEHOMY
wnpuyi; no 1
nonepeaHLo
HarnoBHEHOMY
LUMPULLY, 3 OKPEMO
BK/1a[IEHO0 FO/IKO0
Y KOHTeilHepi Ta/abo
ynopom Ans nasbLis
y 6nicTepi; no 1 abo
5 6nicTepiB y nauui 3
KapTOHYy;

no 10 mn a6o 15 mn,
abo 20 mny
nonepegHL0

akocTi. A®Il. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHMX
BMNpoGyBaHb/nepioay 36epiraHHA abo
ymoB 36epiraHHss A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [OCLE cepTuduikaTa
BiANOBIAHOCTI EBponeiichbkili
hapmakonei, Lo BKItoYae nepios
NOBTOPHOro BMNpobyBaHHS) (Nepiog,
NMOBTOPHOrO BUNpPoGyBaHHsA/Nepiog,
36epiraHHs) - 36inbLUeHHA abo
BBE[EHHS nepiogy NOBTOPHOrO
BMNpOoGyBaHHs/Nepiofy 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOC/IAKEHb Y
peasibHOMY yaci - 3miHa nepiogy
petecTyBaHHA A®I, 10 5 pokiB y
3B'A3KY 3 OHOBNEeHHsIM DMF(O/1TA)
AN BUpo6HuMKa Sionc
Pharmaceuticals Pvt. Ltd., India 3
Biophore/2004/AP/002/MAY-2014 o
Biophore/2004/AP/005/NOV-2018.
3MiHu | TUnY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA A®I| abo BuxigHoro
martepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCS Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHN Y
MeToAax BUNPoGyBaHHA (BKIOYaoun
3amMiHy abo f0noBHeHHs) Ad| abo
BUXiZAHOrO/NPOMIXHOr0 NPOAYKTY)
OHOB/EHHA METOANKN BUNPOOYBaHHS
3a nokasHukoM «Boga» (EP 2.5.12).
3MiHK | TMnYy - 3MiHK 3 AKOCTi. ADI.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
HanoBHeHOMY KoHTposnb A®I. 3miHa y napameTpax
wnpuui; no 1 cneundikauii Ta/abo JonycTUMmx
nonepegHLO MeX, BU3HA4YeHNX y crieumdikaLisx Ha
HanoBHEHOMY A®I, ab60 BUXiQHMIA/NPOMIKHUIA

Lwnpuuy y 6nictepi 3
OKPeMO BK1afeHO0
rOMIKOK Y
KOHTeliHepi Ta/abo
ynopom Ans nasbLis
y nayuyi; no 1 aéo 5
6nicTepis y nauui

npoayKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS y Npoueci
BUpo6HULUTBa API (BUNYYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag, BUTy4YeHHs 3acTapinoro
nokasHuka)) BunyyeHHs nokasHuka
«Baxki meTanu» ana BUPOGHMKa
Sionc Pharmaceuticals Pvt. Ltd., IHgis.
3MiHu | TNy - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®Il abo BuxigHOro
mMartepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP (iHLLI 3MiHK Y
MeToAax BUNpobyBaHHSA (BKIHOYaOun
3amiHy abo gonoBHeHHs) Ad| abo
BUXiAHOTO/NPOMIXHOrO NPOAYKTY)
OHOBMEHHA MeTo/ BUNPoOyBaHHA 3a
NoKa3HUKOM «[1pO30piCTb PO3UMHY» Ta
«KonbopoBicTb po3unHy» (EP 2.2.2.)
3MmiHn | TMRY - 3MiHK 3 sKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
martepiany/npomikKHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWi 3MiHN Y
MeTogax BUNpobyBaHHA (BKIOYaoun
3aMiHy abo fonoBHeHHA) APl abo
BVXifHOro/MpoMiXHOro npoaykTy) Ans
BMpOGHMKa Sionc Pharmaceuticals
Pvt. Ltd., IHgjs. -3a noka3HUKOM
«CynpoBifgHa AOMILLKMN»: B METOAUL
BW3HAYEHHS CYMNpOBiAHMX AOMILLOK
BiIKOPUroBaHO BiAHOCHWIA hakTop
BiAryKy Ans gomiwok A ta B. daktop
BiAryKy Ans AOMiWKn A 3MiHeHo 3 0,4
0o 0,42, a ans pomiwkm B —3 0,6 go
0,69, chakTopu Bigryky npvBegeHo y
BiANOBIAHICTb A0 AOKYMeHTauil
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

BMpoOHUKa ADI, fka npeacTaBneHa B
po3gini 3.2.S.4.2. 3miHun | TMny - 3MiHK
3 aKkocTi. A®I. KoHTponb A®I. 3miHa y
MeToAax BunNpobysaHHA APl abo
BWXifHOro Martepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWI 3MiHN Y
MeTogax BUNpobyBaHHA (BKIOYaoun
3aMiHy abo fonoBHeHHA) APl abo
BUWXi4HOro/MPOMiXXHOro NPoAYyKTY)
[ONOBHEHHA NOKa3HUK «Xnopuan»
METOA0M MOTEHL,iOMeTpUYHe
TUTPYBaHHSA Ans BupobHuka Malladi
Drugs & Pharmaceuticals Ltd., IHgis
3MiHu | TNy - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMartepiany/npomiKHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP (iHLWI 3MiHK Y
MeToAax BUNpobyBaHHSA (BKIHOYaoun
3amiHy abo gonoBHeHHs) Ad| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY)
[JlONOBHEHHSA NOKa3HUK «X1opuan»
MEeTOA0M MOTEHL,iOMeTpUYHe
TUTPYBaHHA AN1s1 BUpoOHUKa Sionc
Pharmaceuticals Pvt. Ltd., IHgis. 3MiHn
Il TMny - 3miHK 3 AkocTi. API.
Bupo6HMLTBO. 3MiHA BUPOGHMKA
BWXi4HOr0/MPOMiXHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci Ad®l, abo 3miHa BUpobHMKa
(BrTrOvatoum, fe HeobXxigHo, micue
npoBefileHHA KOHTPOo AkocTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMY [0CbE)
(BBEAEHHA HOBOrO BMPOGHMKA AP 3
HajaHHAM macTep-chaiina Ha AdI)
BBefeHHs1 anbTepHaTVBHOIO
BMPOGHMKa TepoBoi kuciotn (DOTA)
AT "dapmak”, YkpaiHa (AM® 002607,
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
Bepcisa 1;12.2021) po Bxe
3aTBEPAKEHNX BUPOBHMKIB Sionc
Pharmaceuticals Pvt. Ltd., India;
Malladi Drugs & Pharmaceuticals Ltd.,
IHais.
65. | AYCNATAMIH | Tabnetku, BKpUTI ABGOTT Higepnangm MaiinaH Jlabopatopi3 ®paHuis BHECEHHS 3MiH 0 peecTpavyinHmx 6e3 - UA/8813/01/01
® 060/10HKOH0, M0 135 Xenckea CAC mMartepianis: 3MiHu | TNy - 3MiHK 3 peyenma
mr; no 15 TabneTok MpogakTc saKocTi. CepTudpikaT BignoBigHOCTI/lE-
y 6nicTepi; no 1 B.B. cepTuaikaT BiANOBIAHOCTI

6nictepy y
KapTOHHI KopoobLi

€Bponeiicbkili
hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS
y BiANOBIAgHICTb A0 MOHorpadii 4PY
abo €BponeiicbKoi hapmakonei, abo
iHLWOT HauioHas1bHOT thapmakonei
nepxasun E€C (3miHa y cneuudpikauisx,
nos'sizaHa 3i 3miHamu B J®Y, abo
€Bponelicbkiin hapmakonei, abo iHLLii
HaLljioHasbHIl hapMakonei fepxasu
€C). NpueegeHHs cneymdikayii Ha
A®| 3aaBHUKA Y BiANOBIAHICTb 40
OHOBJ/IEHOT MOHOrpadii €BponeicebKol
thapmakonei Ha MmebeBepuHy
rigpoxnopug, (07/2022:2097). 3MmiHn |
TMny - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiAMNOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignoBIgHOCTI
€Bponeiicbkiii hapmakonei: ana Adl;
LA BUXigHOro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hosuia
cepTuduikar Bif, BXe 3aTBEpPLKEHOro
BUPOGHMKa. BBeaEHHS HOBOrO
cepTudpikaTa BigNOBIAHOCTI
€Bponelicbkin hapmakonei ans AdI
(RO-CEP 2019-271-Rev 03) Ha 3aMiHy
macTep-aiina Ha Adl Big
3aTBepKEeHOro BUpo6HmKa Piramal
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

Enterprises Limited, IHgia (HoBa Ha3Ba
BMpo6Huka: Piramal Pharma Limited,
IHgisa). Takox, BignoBigHO Ao
ceptudpikata RO-CEP 2019-271-Rev
03 gopaetbca anlbTepHaTUBHA
AiNbHVUS ANs BUpo6HULTBA
NPOMDXHOro npoAykTy: Vibrant
Pharmachem Pvt Ltd. 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudpikar
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHOroO
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuMHY (cepTudiikaTt BifMnoBigHOCTI
€Bponelicbkilt hapmakonei) - Howii
cepTtudikaT Bif, HOBOro BUPOGHMKa
(3amiHa abo foMOBHEHHS). BBeaeHHs
HOBOrO (404aTKOBOro) BUpobHuka AdI
— RA Chem Pharma Limited, IHgis1,
AKWIA Ma€e YMHHWIA cepTuddikaT
BiANOBIAHOCTI EBpONeichbkili
thapmakonei ana A®l mebesepuHy
rigpoxnopug (RO-CEP 2019-061-Rev
01), gns 3a6e3neyeHHs HeobXiaHNX
obcaris BMpobHuUTBa. BignosigHo fo
LbOro ceptudpikata npu BUPOOHNLTBI
A®I TakoX BUKOPUCTOBYHOTLCA
OiNbHWL ANs BUpOOHMLTBA
npomikHoro npoaykTty: RA Chem
Pharma Limited, IHaia Ta Aktinos
Healthcare Private Limited, IHgjs.
3MmiHu | TUNY - 3MiHK 3 SKocTi. API.
KoHTponb A®L. 3miHa y meTogax
BMNpobysaHHA A®| abo BuxigHoro
marepiany/npomikHOro
NpOAyKTy/peareHTy, Lo
BMKOPVCTOBYETbLCS Y NPOLIECI
BMpo6HMUTBA ADI (iHLWIi 3MiHK Y
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

MeToZax BUNpobyBaHHA (BK/IOUa0UN
3amiHy abo f0noBHeHHS) Ad| abo
BVIXiZLHOro/npoMiKHOro npoaykTy). B
pamkax npusefeHHs creuudikaLii Ha
A®| 3anBHVKa Y BigNOBIAHICTb A0
OHOBJ/IEHOT MOHOTpadii €EBponeincbKol
hapmakonei Ha MebeBepuHy
rigpoxnopug, NPonoHYeTbCS
36epexeHHs YHHOIO BHYTPILLHBLOIO
MeToay BunpobysaHHsA APl (BEPX)
NS BU3HAYEHHS CYMYTHIX JOMILLOK B
AKOCTi aNlbTepHaTUBHOTO MeToAy A0
BiAnoBigHOro chapmakoneiiHoro
MeToAy B1NpobyBaHHSs, BBEAEHOTO
3rigHO 3 MoHorpadieto EBponeicbKoi
hapmakonei. 3MiHu | Tuny -
ALMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHSA AiS/IbHOCTI BUPOOHMKA
(BK/tOYaKoUM, 3a HEOBXIQHOCTI, Micue
NpoBefeHHS KOHTPOJTO AKOCTI), abo
B/lacHMKa MacTep-aiina Ha Adl, abo
noctavyanbHvika A®|/BuxigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCSA Y
BMPO6HMLTBI AP (SKLLO 3a3HaYeHO Y
[0CbE Ha nikapcbKuii 3acib) 3a
BiCYTHOCTI cepTudikata
BIANOBIAHOCTI EBPONENChbkili
dhapmakonei y 3aTBepAKeHOMY [0CbE,
a60 BUPOBHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE).
3miHa Ha3Bu BUpobHUka A®I 3 Piramal
Enterprises Limited, IHgis Ha Piramal
Pharma Limited, Ingjs.
Micue3HaxomKeHHs1 BUpOGHUYOT
OiNbHUL, BKIOYAKOYN BMIACHY
AiNbHULI0 ANa BUpobHMLTBa
MPOMiXXHOrO NPOAYKTY, Ta YCi
BMPOGHMYI onepauii 3anunLaTbCs
He3MiHHUMK. 3aTBepaxeHo Piramal
Enterprises Limited, IHgjs.
3arnponoHoBaHo
Piramal Pharma Limited, IHAiss. 3MiHn |
TMNY - AOMIHICTPATUBHI 3MiHN.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BunyuyeHHs BUPOOGHMYOT AiNTbHUL
(Brtovatoun ginbHnui ans Adl,
MPOMIXXHOrO NPoAYyKTY abo roToBoro
nikapcbKoro 3acoby, AinbHuUUI Ans
NPOBeAEHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAA/ILHOrO 3a BUMYCK Cepii,
MicLLe MPOBEeAEHHS KOHTPOSIIO cepii)
ab0 nocTtavyasibHMKa BUXIAHOIO
marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [JOCLE).
BunyuenHsi BupobHuka APl Lonza Ltd,
LLiBefiuapis i3 peecTpaLiiiHOro AOCbE,
OCKi/IbKU laHW BUPOGHKK GifbLue He
noctavae A®| ans BMpobHULTBa
[aHoro fikapcbkoro 3aco6y 3
KOMEPpLIHNX NpUYnH. BUPOGHUK, Lo
3a/IMLLNBCS, BUKOHYE Ti X cami
QOYHKLT, O i BUSTYYEHUIA.

66.

AYCNATANIH
®

Kancynm
NPOMIOHIOBaHOT Aji,
TBepAi no 200 mr, no
10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI Kopobuyj;
no 15 kancyny
6nictepi; no 1, 2,
abo 4 6nictepu B
KapTOHHI Kopoo6Li

A660TT
Xenckea
MNpopakTc
B.B.

HigepnaHaun

MaiinaH Jlabopatopi3
CAC

PpaHuin

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTudikaT BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/MoHorpadii. 3MiHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BiAnoBigHICTb A0 MoHorpadii APY
abo €sponelicbkoi thapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
Aepxasu EC (3miHa y cneuudikauisx,
noe'sizaHa 3i 3miHamu B J®Y, abo
€Bponelicbkiin hapmakonei, abo iHLUii
HaujioHanbHili hapmakonei fepxasu
€C). NpuBeaeHHA cneyndikauii Ha
Ad| 3aaBHUKA Y BiANOBIAHICTb A0
OHOBMEHOI MOHOrpacii €BponeicebKol
thapmakonei Ha MebeBepyHy
rigpoxnopug, (07/2022:2097). 3MmiHu |
Tuny - 3miHu 3 skocTi. CepTuddikat
BignosigHocTi/TE-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BigNOBIAHOCTI
€Bponeiickkiin dpapmakonei: ans Adl;

3a
peyenmom

UA/8813/02/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponelicbkii hapmakonei) - Houii
cepTuguikart Bif BXe 3aTBEPKEHOrO
BMPOGHMKa. BBeAEHHSI HOBOrO
cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei ana Adl
(RO-CEP 2019-271-Rev 03) Ha 3aMiHy
macTep-aiina Ha AdI Big
3aTBepAKeHoro BMpo6Huka Piramal
Enterprises Limited, IHgis (HoBa Ha3Ba
BMpo6HuKa: Piramal Pharma Limited,
IHAis). Takox, BigNoBigHO A0
ceptucpbikata RO-CEP 2019-271-Rev
03 pgofaeTbea anbTepHaTUBHA
OinbHUUSA AN18 BUPO6HULTBA
npomixHoro npoAaykTy: Vibrant
Pharmachem Pvt Ltd. 3miHu | Tuny -
3MiHuM 3 aKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTucpikata
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTugikaTa BignNoBIigHOCTI
€poneiicbkini hapmakonei: ana Ad®l;
ONs BUXiQHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkin hapmakonei) - Hosuia
cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo AONOBHEHHS). BBEAEHHS
HOBOTO (foAaTKkoBOro) BUpobHMka Ad|
— RA Chem Pharma Limited, IHajs1,
AKWIA Ma€e YNHHWIA cepTuddikaT
BIANOBIAHOCTI EBPONENChbkili
thapmakonei ana A®l mebeBepuHy
rigpoxnopug (RO-CEP 2019-061-Rev
01), pns 3a6e3neyeHHs HeobXigHNX
06csriB BUpo6HUUTBA. BignosigHo Ao
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

LbOro cepTuduikara npy BUPOOGHULTBI
A®| TakoX BUKOPUCTOBYHOTLCA
OiNbHWL ANa BUPOOHMLTBA
NpoMixHoro npoaykty: RA Chem
Pharma Limited, IHgis Ta Aktinos
Healthcare Private Limited, IHgis.
3MiHu | TNy - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMartepiany/npomiKHOro
npoaykTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP (iHLLI 3MiHK Y
MeToAax BUNpobyBaHHSA (BKIHOHaoun
3amiHy abo gonoBHeHHs) Ad| abo
BUXIAHOIrO/NPOMIXHOIO NPOAYKTY) B
pamkax npvBefeHHs cneumdikauii Ha
A®| 3asBHKKa Y BiANOBIAHICTb A0
OHOBJ/IEHOT MOHOrpadii €BponeicebKol
thapmakonei Ha mebeBeprHy
riApOX10pnA, NPONOHYETLCS
36epexeHHs YAHHOrO BHYTPILLHBOIO
meToay BunpobysaHHa APl (BEPX)
[N BU3HAYEHHS CYMyTHIX JOMILLOK B
AKOCTi @NbTepHaTMBHOTO MeToay A0
BiANOBIAHOrO thapmakonenHoro
MeToAy BUNPOOYBaHHS, BBELEHOIO
3rigHO 3 MoHorpadieto €BponeicbKoi
hapmakonei. 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
(BkntOYaKOUN, 3a HeOBXiAHOCTI, Micue
nNpoBefleHHSA KOHTPOI0 AKOCTI), ab0
BflacHVKa macTtep-gaiina Ha A®l, abo
noctayanbHuka A®I/BuxigHoro
mMatepiany/peareHTy/npoMiXHOro
NpPOAyKTY, L0 3aCTOCOBYOTbHCA Y
BMPOGHMLTBI API (SKLLO 3a3HaYeHO y
[0CbE Ha nikapcbKuii 3acib) 3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
dhapmakonei y 3aTBepAKeHOMY [0CbE,
a60 BMPOBHMKA HOBOI AOMNOMIXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE).
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

3MiHa Ha3Bu BUpobHuKa A®I 3 Piramal
Enterprises Limited, IHgis Ha Piramal
Pharma Limited, IHgis.
Micue3HaxoxeHHs1 BUPOBGHNYOT
[OiNbHUL, BKNOYAKUN BNacHy
AiNbHULI0 4Na BUpoOHMLTBA
NPOMDKHOro NpoAykTy, Ta yci
BMPOGHMWUYI onepauii 3a/mwarTbes
He3MiHH1MK. 3aTBepakeHo Piramal
Enterprises Limited, IHgis
3anponoHoBaHo Piramal Pharma
Limited, IHgia. 3miHn | Tuny -
AAMIHICTpaTMBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHNL (BKIHOYAKOUM
OinbHUUi ana A®l, npomixkHOro
npoAaykTy abo roToBOro ikapcbKoro
3acoby, finbHULi 418 NpoBEAEHHS
nakyBaHHS, BUPOBOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/IHO cepil)
abo nocrtavasibHMKa BUXiAHOrO
marepiany, peareHTy abo AONOMIKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y 0CHE)
BWyYeHHS BUpo6HUka A®I Lonza Ltd,
LLiBeiiLapis i3 peecTpaLiiiHoro focbe,
OCKI/IbKW JaHWii BUPOGHWK GinbLue He
noctavae A®| ana BupobHULTBA
[aHoro /ikapcbkoro 3acoby 3
KOMEPLIAHNX NpUYnH. BUpo6HUK, Lo
3a/IMLLINBCS, BUKOHYE Ti X cami
QOYHKLUT, L0 i BUITYYeHWit

67.

EBKACMNPEN

cnpeli HazanbHWI
1,0 mr/mn, no 10 mn
Y KOHTeiHepi 3
nNpo6Koto-
po3nuIBaYeM i
KPYLLIKOHO 3
KOHTPO/MIEM NepLUOro
BigKpuTTA, No 1
KOHTelHepy y nauui
3 KapTOHY

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpveMcTB
0 "Cnepko
YkpaiHa"

Ykpaina

CninbHe yKpaiHCbKO-

icnaHcbke NignpueEMCTBO

"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavLinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (Bk1oYatoun dianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby
(iHWi 3MiHW) BUAATEHHS HAaliMEHLLOro
po3mipy cepii 100 n 3aTBEpAXKEHO:
Po3mip cepii: TeopeTuyHa KinbkicTb
OTPUMAHOr0 CNpeto Ha3aslbHOro:
907,00 kr (900,00 1) abo 86 500 yn no
10 mn 504,00 kr (500,00 n1) a6o 48 000
yn no 10 mn 100,80 kr (100,00 n) a6o
9 600 yn no 10 mn 3anponoHOBaHo:

6e3
peuenma

UA/17018/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

Po3mip cepii: TeopeTuyHa KinbkicTb
OTPVMAHOr0 Crpeto Ha3asIbHOro:
907,00 kr (900,00 1) abo 86 500 yn no
10 mn 504,00 kr (500,00 1) a6o 48 000
yn no 10 mn
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN y NpoLeci
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro
3aco6y, BK/1HOUYAKUU NPOMDKHUIA
MPOAYKT, WO 3aCTOCOBYETHLCA NPU
BVMPOGHMLTBI FOTOBOTO NiKApCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHULITBA) HE3HAYHI 3MiHW B
po3gain 3.2.P.3.3. Onuc BUpo6HMYOro
npoLecy Ta KOHTPOJI0 npouecy
(cTagis TM-3.2) y 38'A3Ky i3
npuabaHHsaM oKpeMmoi NiHil ans
BMPOGHMLITBA Ha3a/IbHUX NIKAPCbKUX
3aco6is

68.

ENAMPA3A

KOHLieHTpaT Ans
pO34nHy Ans
iHcpysin, 2 mr/mn; no
3 My prakoHi; no
1 chnakoHy B
KapTOHHI KopoobLi

Takega
dapmacboTi
Kan3
IHTEpHeLUHN
ATl lpnaHgis
BpeHu

IpnaHgis

BignoBiganbHWi 3a
BMNYycK cepii: LWaiiep
dapmacboTikan3
IpnaHgisa Nimitepa,
IpnaHgis; BMpo6HMLTBO
NiKapcbKoro 3acooy,
nepBUHHE NaKyBaHHS,
KOHTPONb AKOCTI cepii,
BisyasibHa iHCnekuis:
BetTep ®apma-
PeprirtoHr 'M6X EHA
Ko. KI', HimeuuunHa;
BMPOGHMLTBO
niKapcbKoro 3acooby,
NepBUHHE NakyBaHHS,
KOHTPO/b AKOCTI cepil:
KenoxiH Bainio®apma,
NTA (pn6a EMepoxeHT
BainoConywinz (CibiAi),
CLA
KOHTPOb SKOCTI cepil,
Bi3yasibHa iHCneKuis:
BetTep ®apma-
®epTirtoHr TM6X EHA,
Ko. KI', HimeyuuHa;

HimewunHa/
CLIA/
IpnaHgis/
Higepnanamn

BHECEHHS 3MiH 40 peecTpavyiinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
akocTi. A®l. BupobHuuTBO. 3MiHM B

npoueci BupobHuuTea A®| (HesHauyHa
3MiHa y npoteci BupobHuuTea A®l)
36iMbLUEHHS Yacy pO3MOPOXYBaHHS
HeouuLieHol Hepo3hacoBaHoi
cybcTaHuii igypcynbdasun 3 96 o 108
rogvH. BeegeHHs 3miH npoTsarom 6-Tu
MiCALiB Nicna 3aTBepKeHHs

3a
peyenmom

UA/13360/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
BetTep ®apma-
®eprtirtoHr TM6X EHg,
Ko. KI', HimeuuunHa;
BeTtTep ®apma-
®eprtirtoHr TM6X EHg,
Ko. KI', HimeuuunHa;
KOHTPO/b AKOCTI cepii:
Laviep XblomeH
[xeHeTik Tepanic, CLUA
Yapnb3 Pisep
NlabopaTtopi3 AnneHg,
Nta, Ipnangis;
anctpunbyuis
HarnoBHEHNX
HemapKoBaHUX
donakoHiB: EMiHEHT
Cepsice3s KopnopeiLH,
CLA
MapKyBaHHA Ta
nakyBaHHs, AucTpnbyuis
roTOBOrO JliKapCbKOro
3acoby: AIEAYERN
Cannnaii Yeiin,
Hinepnangy; OIERYER
Cannnaii YeiiH
(Higepnangn) B.B.,
HigepnaHam
69. | EHANO3NA® | Tabnetku no 5 mr, AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaviinHmx 3a - UA/15415/01/01
MOHO no 10 TabneTtok y "papmak” mMartepianis: 3MiHu | TUny - 3MiHN 3 peyenmom
6nictepi, no 2 a6o 3 sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
6nicTepun y nayui Cuctema
KOHTeliHep/3akKyrnopoBaibHWii 3aci6.
3MiHa noctavasibHVKa naxkyBabHUX
mMartepianis abo KOMMNIEKTYUMX (KO
3a3HayYeHo B AOCbE) (3amiHa abo
[0AaBaHHA nocTavasibHWKa) BHECEHHSA
3MiH go p. 3.2.P.7. Cucrema
KOHTeliHep/ 3aKkynoproBa/ibHWiA 3acib, a
came [ofaHHA aflbTepHaTUBHOIO
nocravanbHuka onbrv namiHoBaHoi
noniBiHIIX10pUAOM Ta noniamigom
Amcor Flexibles Singen GmbH,
HimeyuunHa. 3miHu | Tuny - 3miHu 3
AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
Cucrema
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

KOHTeliHep/3aKyrnopoBasibHUi 3aci6.
3miHa napameTpis cneuudikawlii
Ta/abo [oMyCTUMUX MeX NePBUHHOI
yNaKkoBKW rOTOBOrO NiKapCbKOro
3acoby (BW/Ty4YEHHSI HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapinoro
NOKa3HMKa)) OHOBJ/IEHHS PO34iny
3.2.P.7 Cuctema koHTeliHep/
3aKyrnoproBasibHuWii 3acib, a came
BW/IyYeHHS 3i cnewumdikayii honbru
namiHOBaHOI NoiBiHINX10pNAOM Ta
nosiamifjoM He3HaYHNX NMOKa3HUKIB
«Martepian», «Po3mipyn pynoHy»,
«WwnpuHa nniskn», «lWinbHicTb
nniskn», «Temnepartypa
po3M’siKLleHHs 3a Bika (VST)»,
«MiUHICTb NpW PO3TATyBaHHI»,
«Ycajka npu NporpiBaHHi
(noB3a0BXHS)», «KoediljieHT
CBIT/IONPONYCKaHHSA (aN5
CBIiT/1I03aXMNCHOI NAiBKM)». Lli
NOKa3HUKN He € KPUTUYHI NS AKOCTI
N3 Ta B 6iNbLWiiA Mipi MalOTb
3HaYeHHs 419 NPOBeAeHHs
TEXHOMOTYHOro NPoLLecy nakyBaHHS
(chopmyBaHHs 6ricTepy) i BU3HaYaoTh
0CO6/IMBOCTI TEXHONOTYHOTO
obnagHaHHA nNpu poboTi 3 faHUM
martepiasioM y npoueci 6nicTepyBaHHs
3aco6y. 3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWI Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3aci6.
3miHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NikapCbKoro
3aco06y (iHLi 3MiHN) BHECEHHS 3MiH A0
po3giny 3.2.P.7 Cuctema KoHTeliHep/
3aKyrnoproBasibHuWii 3acib, a came
OHOBJIEHHS crneuundikayii gns donbrn
namiHoBaHoI NoniBiHiNX10pUAOM Ta
noniamifom 3a nNokasHNKoM « TOBLUMHA
nAiBKM». 3MiHK | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3acib.
3MiHa napameTpiB cneundikawi
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
Ta/abo fonyCTUMUX MEX NEPBUHHOT

yMakoBKM rOTOBOTO NikapCbKoro
3aco06y (iHLi 3MiHN) BHECEHHS 3MiH A0
po3giny 3.2.P.7 Cuctema KoHTeliHep/
3aKyrnoproBasibHWii 3acib, a came
OHOBJIEHHS crneuundikayii gns donbrn
aNoMiHIEBOT NakoBaHOI ApyKOBaHOI 3a
nokasHnkamm «30BHiLLHI BArNA4» Ta
«ToBLLMHA PObIU».
3MiHu | TUNY - 3MiHK 3 siKkocCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBaibHWii 3aci6.
3mMiHa napamMeTpiB cneuudikadliii
Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO NiKapCbKOro
3aco0by (40MNOBHEHHS crieuudikaLi
HOBVM MOKa3HWKOM 3 BifMoBigHUM
MeTOAO0M BUNPO6YBaHHA) OHOB/IEHHS
po3giny 3.2.P.7 Cuctema KoHTeliHep/
3aKyrnoproBasibHuWii 3acib, a came
[OOMNOBHEHHS creumndikayii Ha honbry
namiHOBaHy NOMIBIHINIX/I0pUAOM Ta
nosliaMiJoM NOKa3HNKOM
«laeHTudikauis» (nokasHuk
BU3HA4YaEeTbCA 419 BUPO6HMKa “MTC
Polska Sp. Z.0.0., Monbwa). 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3acib.
3miHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NikapCbKoro
3aco6y (fONOBHEHHS cneuudikaii
HOBUWM MOKa3HWKOM 3 BiAMNOBIAHUM
MEeTOAOM BUMPOOYBAHHS) OHOB/IEHHS
po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6, a
came [0MOBHEHHS cneuudikauii Ha
chonbry antoMiHiEBY flakoBaHy
[pYyKOBaHy MOKa3HUKOM
«lgeHTudikauis» (nokasHuk
BM3HAYa€ETbCA A1 BUPO6HMKa “MTC
Polska Sp. Z.0.0., MonbLua). 3minHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA

nikapcbkuii 3acio. Cuctema
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

KOHTeliHep/3aKyrnopoBasibHUi 3aci6.
3miHa napameTpis cneuudikawlii
Ta/abo [oMyCTUMUX MeX NePBUHHOI
yNaKkoBKW rOTOBOrO NiKapCbKOro
3acoby (BW/Ty4YEHHSI HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapinoro
NOKa3HMKa)) OHOBJ/IEHHS PO34iny
3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHuiA 3acib, a came:
BU/YYeEHHS 3 cneundikauii Ha honbry
a/IlOMIHIEBY /1TaKOBaHy ApYyKOBaHy M.
«["pachiuHe odhopmIeHHs,
NPaBU/IbHICTb HAHECEHHSA TEKCTY»,
«Po3mipun pynoHy», «lLnpuHa conbrn
[OpyKOBaHOI», «[MoBepxHeBa LUifIbHICTb
honbrn», «MoBepxHeBa LLiIbHICTb
oNbrn ApyKOBaHOI», «BrU3HAUYEHHSs
HaZiiHOCTI HAHECEHHS ApYKapCbKNX
hapb Ta 3axXMCHOro fiaky Ha qonbry
(apresis dpnekcorpadCbkoro Apyky)»,
«CTillKiCTb MOBEPXHEBOTO LLapy
ho/IbIv 4,0 BUCOKOT Temneparypu
(TemnepatypHuii TeCT)»,
«CknetoBaHHs 3 MBX».

70.

EHANO3NA®
MOHO

Tabnetku no 10 mr,
no 10 TabneTtok y
6nictepi, no 2 a6o 3
6nicTepun y nayui

AT
"®dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akKyrnopoBasibHWii 3acib.
3MiHa noctavasibHVKa nakyBabHUX
mMarepianis abo KOMMIEKTYUMX (SKLLO
3a3HayYeHo B AOCbE) (3amiHa abo
[0AaBaHHA nocTavasibHWKa) BHECEHHSA
3MiH go p. 3.2.P.7. Cucrema
KOHTeliHep/ 3aKkynopoBa/ibHWiA 3acib, a
came [ofaHHA aflbTepHaTUBHOIO
nocravanbHuka onbri namiHoBaHoi
noniBiHIIX10pUAOM Ta noniamigom
Amcor Flexibles Singen GmbH,
HimeyuunHa. 3miHu | Tuny - 3miHn 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akyrnopoBasibHWii 3aci6.
3miHa napameTpiB cneuudikawlii
Ta/ab0 AoNyCTMMUX MEX NEPBUHHOI

3a
peyenmom

UA/15415/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

yNakoBKM rOTOBOrO NiKapCbKOro
3acoby (BW/Ty4YEHHS HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapinoro
NOKa3HWMKa)) OHOBJ/IEHHS PO34iny
3.2.P.7 Cuctema koHTeliHep/
3aKyrnoptoBasibHuWii 3acib, a came
BW/IYYeHHS 3i cnevumdikayii honbru
namiHOBaHOI NoAiBiHINX10pNAOM Ta
noniamifioM He3HaYHNX NOKa3HWKIB
«Martepian», «Po3mipyn pynoHy»,
«WwnpuHa nniskn», «lWinbHicTb
nniskn», «Temnepartypa
po3M’siKLleHHs 3a Bika (VST)»,
«MiUHICTb NpW PO3TAryBaHHI»,
«Ycajka npu NporpiBaHHi
(noB3a0BXHSA)», «KoediljieHT
CBIT/IONPONYCKaHHSA (aN5
CBIiT/1I03aXMNCHOI NAiBKM)». Lli
NOKa3HUKWN He € KPUTUYHI NS AKOCTI
"N3 Ta B 6iNbLLiA Mipi MalOTb
3HaYeHHs 419 NPOBeAeHHs
TEXHOMOrYHOro NPoLLecy nakyBaHHS
(chopmyBaHHs 6icTepy) i BU3HaYalOTh
0CO6/IMBOCTI TEXHOMOTYHOTO
obnagHaHHA nNpu poboTi 3 faHUM
martepiasioM y npoueci 6nicTepyBaHHs
3aco6y. 3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3acib.
3miHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NikapCbKoro
3aco06y (iHLWi 3MiHN) BHECEHHS 3MiH A0
po3giny 3.2.P.7 Cuctema KoHTeliHep/
3aKyrnoproBasibHuWii 3acib, a came
OHOBJIEHHS crneuundikayii gns donbrn
namiHoBaHoI NoniBiHINX10pUAOM Ta
noniamifom 3a nNokasHNKoM «TOBLUMHA
nAiBkW». 3MiHK | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3aci6.
3miHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NikapCbKoro
3ac06y (iHLWi 3MiHK) BHECEHHSI 3MiH A0
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
po3giny 3.2.P.7 Cuctema KoHTeliHep/

3aKyrnoproBasibHuWii 3acib, a came
OHOBJIEHHS crneuundikayii gns donbrn
aNoMiHIEBOT NakoBaHOI ApyKOBaHOI 3a
nokasHnkamm «30BHiLLHI BArNA4» Ta
«TOoBLLUMHA hOMbIM».
3MiHu | TUNY - 3MiHK 3 siKkoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBanbHWii 3aci6.
3miHa napamMeTpiB cneuudikadliii
Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO NiKapCbKOro
3aco0by (4OMNOBHEHHS crieuudikaLi
HOBVM MOKa3HWKOM 3 BifMoBigHUM
MeTOA0M BUNPO6YBaHHA) OHOB/IEHHS
po3giny 3.2.P.7 Cuctema KoHTeliHep/
3aKyrnoproBasibHWii 3acib, a came
[OOMNOBHEHHS creumndikayii Ha honbry
namiHOBaHy NOMIBIHINIX/TI0pUAOM Ta
nosliaMiJoM NOKa3HNKOM
«laeHTudikauis» (nokasHuk
BU3HAYaEeTbCA /18 BUPO6HUKa “MTC
Polska Sp. Z.0.0., Monbwa). 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6.
3miHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX NEePBUHHOT
yMakoBKM rOTOBOTO NikapCbKoro
3aco6y (fONOBHEHHS cneuudikaii
HOBUWM MOKa3HWKOM 3 BiAMNOBIAHUM
MEeTOAOM BUMPOOYBAHHS) OHOB/IEHHS
po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6, a
came [0MOBHEHHS cneuudikauii Ha
chonbry antoMiHiEBY flakoBaHy
[pYyKOBaHy MOKa3HMKOM
«lgeHTudikauis» (nokasHuk
BM3HAYa€ETbCA A1 BUPO6HMKa “MTC
Polska Sp. Z.0.0., MonbLua). 3minHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHUi 3aci6.
3miHa napameTpis cneuudikawli
Ta/ab0 AONyCTMMUX MEX NEPBUHHOI
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

yNakoBKM rOTOBOrO NiKapCbKOro
3acoby (BW/Ty4YEHHS HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapinoro
NOKa3HWMKa)) OHOBJ/IEHHS PO34iny
3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHUiA 3acib, a came:
BU/YYeEHHS 3 cneundikauii Ha honbry
a/IlOMIHIEBY /1TaKOBaHy ApYyKOBaHy M.
«["pachiuHe odhopmIeHHs,
NPaBU/IbHICTb HAHECEHHSA TEKCTY»,
«Po3mipun pynoHy», «lLnpuHa conbrn
[OpyKOBaHOI», «[MoBepxHeBa LUifIbHICTb
honbrn», «MoBepxHeBa LLibHICTb
0oNbrn ApyKOBaHOI», «BrU3HAUYEHHs
HaZiiHOCTI HAHECEHHS ApYKapCbKNX
hapb Ta 3axXMCHOro fiaky Ha qonbry
(apgresis dpnekcorpadCbkoro Apyky)»,
«CTIllKiCTb MOBEPXHEBOTO LLapy
hO/IbIv 4,0 BUCOKOT Temneparypu
(TemnepatypHuii TeCT)»,
«CknetoBaHHs 3 MBX».

71. | EHAN® PO3YUH O151 iH'EKLLNA, KPKA, a.4., CnoBeHis KPKA, a.4., HoBo mecto CnoseHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/4323/02/01
1,25 mr/1 mn; no 1 HoBso mecTo mMartepianis: 3MiHu | Tuny - 3MiHM WoOA0 peyenmom nidnsieae
M/1 B amnyni; no 5 6e3nekn/edheKkT1BHOCTI Ta
amnys y KapTOHHil thapmakoHarnsgy. 3MiHa y KOpoTkili
Kopobui XapakTepucTuui nikapcbkoro 3acoby,

TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
negiatpuyHmx gocnimkers (PIP) (iHLwi
3MiHW). 3MiHN BHECEHI A0 IHCTpyKL,i
ANs MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby A0 po3zinis:
"B3aemopis 3 IHWMMKW NiKapCbKUMu
3acobamu Ta iHWi BUAY B3aemMogiii",
"Mo6iyHi peakuyii" Wwoao 6esnekn
3acToCyBaHHS Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAUiB
nicnsa 3aTBepKEHHS.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

3MiHu | TUnNY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifmkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iKEHD,
npoBefieHVX BignoBigHO A0 NnaHy
negiatpnyHux gocnigpkens (PIP) (iHwi
3MiHM). 3MiHV BHeCeHi A0 IHCTpyKu,i
AN MeAnYHOro 3acTocyBaHHA
niKapcbKoro 3acoby A0 po3ainis:
"MpoTrnokasaHHsA", "'B3aemogis 3
iHLIMMK NiKapcbkMK 3acobamu Ta
iHWi BMAW B3aemogjin"", "OcobnmsocTi
3acTocyBaHHSA" WoAo 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

72.

EHAT 200

Kancynm m siki 200
MO no 10 kancyn y
6nictepi, no 3
6nictepu B
KapTOHHI Kopoo6Li

META
NAVOCAVE
HCI3 Mabnik

KomnaHi
Niviteq

TainaHg

Mera flaiicpcaiieHcis

Mabnik KomnaHi flimites

TainaHpg

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa po3Mmipy
cepii (BkIHOYatouM gianasoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOpiBHAHO i3
3aTBEPAKEHM PO3MIPOM) 36i/TbLUEHHS
po3mipy cepii M3
3arsepmxeHo: 100 000 kancyn.
3anponoHosaHo: 150 000 kancyn.

6e3
peyenma

UA/9439/01/03

73.

EPFrO®EPOH

TabneTku no 20
Tabnetok y 6nictepi;
no1l,2a6o5
6nictepiB y
KapTOHHIiA KOpo6Li

TOB
"MaTtepia
Meguka-
YkpaiHa"

YkpaiHa

3AT CaHToHika

NntBa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu Il Tuny - 3MiHn 3
sAKocTi. A®I. KoHTposb A®I (iHLwi
3MiHW) 3MiHa JONYCTUMUX MeX 3a
NoKa3HUKOM «laeHTudikayis»,
BM3HAYEHOr0 y cneymdikauii Ha
BUXiAHWI NPOAYKT «AHTUTINA [0
ramMmma iHTepthepoHy NtoAnHN achiHHO
OYWLLIEHI», L0 BUKOPUCTOBYETLCS Y
npoueci Bupo6HuuTea AdI,

6e3
peyenma

UA/12931/01/01




Popma surnycky

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

82

KpaiHa
BUPOGHUKa

Ymosu

PeecmpayjiliHa npoyedypa
BionyckKy

06yMOB/IEHA BHECEHHSIM YTOUHEHHS
00 MOX/IMBOCTI NOSIBUA CMYT1

npubnusHo 81 k[a, wo Bignosigae p-
cmysi IgM, nig yac BUKOHaHHSA

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

n/n

Hassa
NliKapcbKo20 | (nikapcbka ¢hopma,
3acoby ynakoska)

meToankm Reducing SDS-PAGE.

Hes3HauHi pegakuiiiHi npasku Wwoao

nokasHvka «lgeHtudikauis» (metos
Non-reducing SDS-PAGE)

cneumdikauii BUXiZHOro NpoayKTy
«AHTUTINA [0 raMMa iHTepepoHy
NOAVHN athiHHO OUMLLIEHI», L0
BUKOPVCTOBYETLCA Y NPOLIECI
BMpoOHULTBa A®PI, sKi He TArHYTb 3a
c006010 3MiH, 3asB/1EHI 3 METOID
npuBELEHHS Y BiANOBIAHICTL peaakuii
marepianis peecTpauiiiHoro f1ocke 3
OOKYMeHTaLielo BUPOOHUKa BUXiZHOIO
npoaykty. 3miHu Il Tuny - 3miHun 3
AKocTi. A®l. KoHTposnb A®I (iHLi
3MiHM) 3MiHa AONYCTUMMX MEX 3a
NOKa3HUKOM «YHucToTa», BU3HAYEHOro
y cneuudikadii Ha BUXigHWI NPOAYKT
«AHTUTINA A0 raMmMa iHTepchepoHy
NOAVHN ahiHHO OUMLLIEHI», L0
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHUMLTBA AD|, 06ymOBIEeHa
BHECEHHSM YTOYHEHHS LLI0AO0
MOX/IMBOCTi MOSIBY CMY NPUGAN3HO
81 k/[a, wo signosigae p-cmysi IgM,
nifi 4ac BUKOHAHHSA METOAVKN
Reducing SDS-PAGE. He3HauHi
pefakLiiiHi npaBkm Wo40 NoKasHuka
«YucToTta» (Metog Non-reducing
SDS-PAGE) cneuudikaLii BUXigHoro
NPOAYKTY «AHTUTINA A0 raMma
iHTepdepoHy noauHn adiHHO
OUMLLIEHI», LLI0 BUKOPUCTOBYETLCS Y
npoteci Bupo6Huutea Adl, ki He
TArHYTb 3a 0600 3MiH, 3asBMEHI 3
MEeTOl NPUBELEHHS Y BigNOBIAHICT
pefakuii maTepiasniB peectpauinHoro

[0CbE 3 JOKYMEHTAaLiEl0 BUPOOHNKaA

BMXIZAHOrO NPOAyKTy. 3MiHu Il Tuny -
3MiHn 3 sikocTi. A®I. KoHTponb AdI

(iHWi 3MiHW) 3MiHa AOMYCTUMMX MEX 3a
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

NoKa3HUKOM «laeHTudikauis»,
BM3HAYEHOr0 y cneymdikayii Ha
BVXiAHWI NPOAYKT «AHTUTINA [0
rictTamiHy acQiHHO OUMLLEHI», L0

BMKOPVCTOBYETbLCS Y NPOLIECI
BMpOGHMLTBA ADI, 06ymMOBIEeHa

BHECEHHSIM YTOYHEHHS LLIOAO0

MOX/IMBOCTi NOSABY CMYTV NPUGIN3HO
81 k[a, wo Bignosigae p-cmysi IgM,
nif 4ac BUKOHAHHSA METOAVKN
Reducing SDS-PAGE. He3HauHi
pefakuiiiHi NpaBKm WoA0 NoKasHuka
«lpeHTudpikauis» (metog Non-reducing
SDS-PAGE) cneuwdikauii BUXigHOro
NpoAyKTYy «AHTUTINA A0 FicTaMiHy
apiHHO ouuLLEHI», WO

BMKOPVCTOBYETbLCS Y NPOLIECI

BMPO6HMLTBA ADI, AKi HE TATHYTL 3a
c06010 3MiH, 3asiB/1EHI 3 METOIO
NpuBELEHHS Y BiANOBIAHICTL peaakuii
marepianis peecTpauiiiHoro Jocbe 3
[OKYMEHTALLE0 BUPOGHMKaA BUXIAHOTO
npoaykty. 3miHu Il Tuny - 3miHun 3
akocTi. A®Il. KoHTponb A®I (iHwi
3MiHW) 3MiHa JONYyCTUMUX MEeX 3a
NOKa3HMKOM «YuncTtoTa», BU3HAYEHOro
y cneuudikauii Ha BUXigHNI MPOAYKT
«AHTUTINA A0 ricTamiHy adhiHHO
OUMLLIEHI», LLLO BUKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea Adl,
06yMOB/IEHA BHECEHHSAM YTOYHEHHS
00 MOX/IMBOCTI NOSIBUA CMYT1
npubnusHo 81 k[a, wo Bignosigae p-
cmysi IgM, nig yac BUKOHaHHSA
meToankm Reducing SDS-PAGE.
Hes3HauHi pegakuiiiHi npaBku Wwoao
nokasHuka «4Yucrora» (Metog Non-
reducing SDS-PAGE) cneumndikaui
BUXiQHOMO NPOAYKTY «AHTUTINA A0
rictamiHy acQiHHO OUULLEHI», L0

BMKOPVCTOBYETbLCS Y NPOLIECI

BMPO6HMLTBA ADI, AKi HE TATHYTL 3a
c06010 3MiH, 3as1B/1EHI 3 METOIO
NpuBELEHHS Y BiANOBIAHICTL peaakuii
MaTepianiB peecTpauiiHoro 4oche 3
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
[LOKYMEHTALLE0 BUPOGHMKaA BUXIAHOTO
NpoAyKTY.
74. | ECNYMI3AH Kancynu m'saki no 40 BEP/IH- HimeyunHa Brpo6HMLTBO M'AKMX HimewunHa/ BHECEHHS 3MiH 40 peecTpavyiinHmx 6e3 - UA/0152/02/01
® Mmr; no 25 kancyn XEMI Ar kancyn "in bulk": PymyHis MaTepianis: 3miHu | TNy - peyenma

M'SKMX y 6ricTepi;
no 1, a6o no 2, abo
no 4 6nictepu B
KapTOHHI KopoobLi

KaTaneHTt HimeuunHa
E6epbax Mm6X,
HimeyunHa
CBICKAMNC POMAHIA
CP/1, PymyHis
MakyBaHHs:
BEPNIH-XEMI AT,
HimeuunHa
MeHapiHi - PoH XeiiaeH
m6X, HimeuunHa
Csicc Kenc Mm6X,
HimeyunHa
KoHTponb cepii:
BEPNIH-XEMI AT,
HimeyunHa
KaTaneHTt HimeuynHa
E6epbax Mm6X,
HimeyunHa
[OpareHochapm AnoTtekep
Mownb FM6X,
HimeyunHa
Bunyck cepii:
BEPNIH-XEMI AT,
HimeyunHa

AOMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHSA AiSIbHOCTI
BMPOGHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BK/IHOHa0Um
AinbHULI BUNYyCKy cepii abo micue
NPOBefEHHS KOHTPOJIO SKOCTI.
(aisnbHICTb, 3a SAKy BignoBigae
BUPOGHMK/IMNOPTEpP, He BK/OYaun
BWMYCK Cepiii) 3MiHa HaliMeHyBaHHs Ta
ajipecu MicLa NpoBaKeHHS
AisinbHOCTI (3MiHa HOMepy By/uLi 3 1
Ha 20) BMpo6HuKa 113 3aTBepaKeHo:
BMPOGHULTBO M'AKMX Kancyn «in bulk»
C.LI. CBICKAMNC POMAHIA C.P.N.
Ctp. Kapon | Hp. 1, KomyHa KopHy,
Xypa. Mpaxosa, kog 107180, PymyHis.
S.C. SWISSCAPS ROMANIA S.R.L.
Str. Carol | nr. 1, Comuna Cornu, Jud.
Prahova, cod 107180, Romania. 3MiHu
| TMNY - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToaax
BMMNPOGYBaHHS rOTOBOTO J1iKaPCbKOro
3acoby (He3HauHa 3MiHa y
3aTBeEPMKEHNX MeTofax
BUNPOGYBaHHSA) HE3HA3HA 3MiHa Y
3aTBEPMAKEHNX MeTogax
BMNpo6oByBaHHSA /13 3a NOKa3HKOM
«KinbkicHe BU3HaYeHHs
noniguMmeTuncunokcady» Metog 1,
30Kpema 3miHa po3yuHy
X/T0PUCTOBOAHEBOI KUCMIOTH NMpKn
niAroToBLj BUNPOGYBAHOI0 PO3UNHY 3
0,1 H. Ha 6 H BigNoOBIgHO A0 BMMOT
MoHorpadii USP CUMETUKOH Kancynu.
3MiHn | TURY - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y MmeToaax
BMNPOGYBaHHS rOTOBOTO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
3aTBEPMKEHUX MeTofax

BMNPOOYBaHHA) He3Ha3Ha 3MiHa y
3aTBEPMAKEHNX METOAAX
BMNPO60BYBaHHSA /13 3a NOKa3HUKOM
«KinbkicHe BU3HaYeHHS
noniguMeTuncunokcaHy» Metog 2,
30KpemMa 3mMiHa Po3ynHy
X/I0PUCTOBOAHEBOT KNC/IOTU NpU
niAroToBLj BUNPOGYBaHOIO PO34MHY 3
0,1 H. Ha 6 H BigNOBIAHO A0 BMMOT
MoHorpadii USP CUMeTVKOH kancynu.
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3acoby (iHLWi 3MiHN)
OHOBJ/IEHHS CTaHAapTHOT AOKYMeHTau,ii
y 3B'A3Ky i3 3MiHOtO B.11.1.2. (a),
30KpeMa OHOB/IEHHSI PO60OYMX
cTaHgapTis ons
nonigunmeTuncuaokcaHy 3 OM32681
no OM40821/2 i gna
MeTunnaparigpokcnbeHsoarty 3
041MOO049V i 13214 no BCCB8030.
3MiHn | TURY - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHOroO
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI API; AN ONOMIXKHOT
peyoBuMHYM (cepTudiikaTt BifMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
chapmakonei Ne R1-CEP 2002-005 -
Rev 02 (3atBepaxeHo: R1-CEP 2002-
005 - Rev 01) ans Aito4oi pevoBUHN

Simeticone Bif BXe 3aTBEPKEHOr0
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BMpo6Huka Basildon Chemical Co. Ltd.
3MiHn | TURY - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-

cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHSA

HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS

cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHOroO
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN ONOMIXKHOT
peyvoBuHu (FE-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomikHOro

NPOAYKTY abo AONOMDKHOT peYOBUHM) -

OHoBneHnin cepTudikaT Bif BXe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
oHoBneHoro E- cepTudikata
BIANOBIAHOCTI EBPONENChbkili
chapmakonei Ne R1-CEP 2000-140 -

Rev 04 (3atBepmxeHo: R1-CEP 2000-
140 - Rev 03) ansa [ONOMKHOI

pevoBuHM Gelatin Big Bxe
3aTBepXeHOro BUpo6Hrka PB
Gelatins

75.

ETAHO 96

PO34MH AN
30BHiLLIHBLOIO
3acTocyBaHHs 96 %
no 100 mny
donakoHax CKASHUX,
no 100 mny
dhnakoHax
noniMepHux; no 1 n,
5n10n,20ny
KaHicTpax
nosiMepHux

nn
"Kinadd"

YkpaiHa

M "Kinaghcp”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavyiinHmx
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akyrnopoBasibHWii 3aci6.
3MiHa y NepBUHHIN ynakoBsL,i roOTOBOro
nikapcbKkoro 3acoby (Tun KoHTelHepa
abo fofaBaHHS HOBOrO KOHTelHepa) -
TBepAi, M'sKi Ta HecTepubHI piaki
nikapcbki hopmu - BBEAEHHSA
[100aTKOBUX YNakoBOK, a caMe: - Mo
100 mn y chnakoHu 3
nonieTuneHTepedTanary, 3akynopeHi
Kpuwkamn 3 NEHT; -no 1 n, 51, 10 n,
20 ny kanicTpu 3 nonietuneHy HDPE,
3aKynopeHi KpuLiKamm 3 nosiieTuaeHy

3a
peyenmom

He
nionsieae

UA/10875/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

HDPE. 3MiHu | TNy - 3MiHN 3 AKOCTI.
[oToBMiA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBanbHWii 3acib.
3MiHa po3Mipy ynakoBK/ roToBOro
nNiKapcbKoro 3acoby (3mMiHa
Macwu/o6'eMy BMICTy KOHTellHepa
6araTtoj030B0r0 J1ikapcbkoro 3acoby
0N HenapeHTepasbHOro
3acTocyBaHHA (260 0AHOL030BOTO,
4aCTKOBOro BUKOPUCTaHHSA)) -
BBE/EHHS A0AAaTKOBMX YNakoBOK MO
100 mn y chnakoHax 3
nonieTuneHTepedTanaTy 3 Kpukamu
Tanoln,5n,10 n, 20 ny kaHicTpax 3
nonietuneHy HDPE 3 kpuwikamu, 3
Bi4NOBIAHMMM 3MiHaMK B p.
«YnakoBka» MK#A /13. CynyTHs 3miHa -
3MiHu 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3acib.
3miHa doopmu abo posmipy
KOHTelHepa 4n 3aKynopioBaslbHOro
3aco6y (NepBMHHOI YNakoBKM)
(HecTepubHiI Slikapcbki 3acobu)

76.

30/IEBICTA

pO34uH ANs iHgys3il
5 mr/100 mn; no 100
M/ B KOHTelHepi B
3aXV1CHOMY NakeTi B
KapTOHHI Kopoo6Li

MicTtpan
Kenitan
MeHexmeH
T NimiTepq,

AHrnis

ANTTAH
®APMACBIOTIKANS,
CA.

IcnaHis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/eheKkTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3MiHa(1) A0 3060B'A3aHb Ta YMOB
BUAAui peecTpauiiiHoro nocBig4YeHHs,
BKOYatoun MnaH ynpasniHHa
pv3nkamm (3aCTOCYBaHHS TEKCTY, AKuUi
MOrOKEHNI 3 KOMNETEHTHUM
opraHom). OHoBneHo MNnaH
ynpasniHHA pusnkamu, Bepcis 1.0.
3MiHM BHeCeHO A0 YactuHu Il “MnaH 3
hapmakoHarnagy”, yactmHm V
“3axoawu 3 MiHiMi3auii pu3ukis”, a
Takox Jogartkis 40 naaHy ynpas/iiHHA
pv3vKamMm y 3B'A3KY 3 OLHKOO
epeKTVBHOCTI f0AaTKOBUX 3ax0fiB 3
MiHiMi3au,ii Baxknneoro
iAeHTIKOBAHOro prU3unKy
“OCTe0oHeKpO3 KIiCTOK Lenenu”
LLJIAXOM HafaHHS 3BITY 3

3a
peyenmom

UA/18800/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
edeKTMBHOCTI peanisauii 04aTKOBUX
3axopis 3 MiHiMi3awii pu3ukis. Pestome
nnaxy ynpaeniHHA pu3nkamu Bepcis
1.0 gogaeTbes.
77. | IBYNPOM TabneTku, BKPUTI tOHinab, N CWA TOB HOC dapmauis MonbLa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 - UA/6045/01/01
o060n10HkKoto, No 200 mMarepianis: 3MiHu | Tuny - 3miHW Woa0 peyenma
Mr, o 2 TabneTkn y 6e3nekun/edheKTUBHOCTI Ta
caue; no 10 thapmakoHarnagy (iHwi 3MiHu) - 3MiHKn
TabneTok B 6nicTepi; BHECEHO B TEKCT MapKyBaHHS
no 1 6nictepy B NepPBUHHOI Ta BTOPUHHOI YNakoBOK
KapTOHHI kopo6Lyj; nikapcbkoro 3acoby. TepmiH BBEAEHHS
no 50 TabneTok y 3MiH NPOTArom 6 Micsyis nicns
donakoHi; no 1 3aTBEPAKEHHS
chnakoHy B
KapPTOHHI KOpooLyi
78. | IBYNMPO®EH TabneTku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiHnx 6e3 UA/18435/01/02
200 060/10HKOH0, M0 200 "TexHonor" MaTepianiB: yTOUHEHHs peyernma

mr, no 10 Tabnetok
y 6nicTepi; no 2 abo
no 5 6nictepis y
nadui 3 KapToHy

peecTpauiliHoro Homepa B Hakasi
MO3 YkpaiHu Ne 773 Big 25.04.2023
B npoueci BHECEHHS 3MiH (3MiHn |
TMNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta
hapMakoHarnsigy. 3miHa y KopoTkii
XapakTepucTuL, Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimhKeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnapeecTpaviiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 fOCAIIKEHD,
npoBeieHVX BignoBigHO 40 NnaHy
negjiatpnyHux gocnigxkeHns (PIP)
(3MiHY y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3mMiHu
BHECEHO B IHCTPYKLUit0 415 MeAUYHOro
3aCTOCyBaHHS /ikapcbkoro 3acoby Ao
po3ainy "3acTtocyBaHHs y nepios
BariTHocTi abo rogysaHHs rpyaato”
BiAMNOBIAHO 4,0 OHOB/IEHOT iHChopmaLii
o0 6e3neky 3aCTOCyBaHHS Aito4oi
PevYoBUHM 3riJHO 3 pekoMeHaLlieto
PRAC). Pepakuis B Hakasi -
UA/18435/01/01. BipHa pepakuis -
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

UA/18435/01/02.

79.

IBYNMPO®EH
400

TabneTkn, BKPUTI
060/10HKOH0, Mo 400
mr, no 10 TabneTok
y 6nicTepi; no 1, abo
no 2 abono5
6nicTepiB y nayui 3
KapTOHY

MpAT
"TexHonor",
YkpaiHa

Ykpaina

MpAT "TexHonor",

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
mMaTepianis: yTOYHEHHS
peecTpauiiiHoro Homepa B Hakasi
MO3 YkpaiHu Ne 773 Big 25.04.2023
B npoueci BHeCEeHHS 3MiH (3MiHu |
MRy - 3MiHK WoA0
6e3nekn/edhekTVBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANoBIAHO A0 NnaHy
neajatpnyHux gocnigxeHs (PIP)
(3MiHy y3rof»keHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHu
BHECEHO B IHCTPYKUitO AN15 MegUyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "3acTocyBaHHs y nepios
BariTHoCTi abo rogyBaHHs rpyaat”
BiANOBIAHO 4,0 OHOB/IEHOT iHGhopmaLii
00 6e3neKky 3aCTOCYBaHHS Aitoyoi
PEeYOBUHM 3rigHO 3 pekoMeHaLlieto
PRAC). Pepakuia B Hakasi -
UA/18435/01/02. BipHa pepaakuis -
UA/18435/01/01.

6e3
peuenma

UA/18435/01/01

80.

IMMAP/,

TabneTku, BKPUTI
NAiBKOBOIO
o60s10HKOt0, Mo 200
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepn y
KapTOHHIA ynakoBLi

Inka
Nab6opaTtopi3
NimiTeq

IHais

Inka JlabopaTopi3
Nimiteq,

IHais

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TUMY - 3MiHK LWOAO
6e3nekn/edheKTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3arasibHEHUX AaHuX npo
cuctemy thapmakoHarnagy (BefeHHs
y3ara/lbHeHUX faHvx npo cucTemy
thapmakoHarnagy, 3miHa
YMOBHOB&XEHOT 0co6M,
BiANOBIAANLHOI 32 34i/iCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocoou 3
thapmakoHarnsgy 3assHuka gns
3iicHEeHHs1 dhapMakoHarsay B

3a
peyenmom

UA/18794/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
YKpaiHi, SIKLLO BOHa BiAMIHHA Bif
YNOBHOB&XEHOT 0co6MU,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnagy (Bkioyaouu
KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-chaiina cuctemm
hapmakoHarnagy). 3MiHa KOHTaKTHOI
0cobu 3asiBHUKA, BiANOBIAA/ILHOI 3@
3[iiCHeHHs1 hapMakoHarsay B
YkpaiHi. [itoya pegakuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pegakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
3as1BHMKA, BignoBigasibHOI 3a
3[iiCHEHHS1 hapMakoHarsay B
YKpaiHi.
81. | IHOOMETAL, TabneTku, BKpUTI ToBapuncTBO Ykpaina BCi cTagii BUPOGHMLTBA, YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 3a He UA/5763/01/01
NH- 060/10HKOH, 3 KOHTPO/Ib AKOCTI, BUNYCK mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenmom nionsieae
340POB'A KMLLKOBOPO3UMHHI, obmexeHoro cepii: AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
no 25 mr no 10 Bignosigasb ToBapucTso 3 3MiHU Yy BUPOGHMLTBI. 3MiHa
Tabnetok y 6nictepi; HiCTIO 06MEXEHO iMnopTepa/3miHu, WO CTOCYTbCSA
no 3 6nictepu y "®apmavesT BiANOBIAA/LHICTIO BUMYCKY Cepii Ta KOHTPO/I0 AKOCTI
KapTOHHI kopobuyj; nyHa "papmaLeBTUYHa roTOBOrO JlikapcbKoro 3acoby (3amiHa
no 30 TabneTok y KOMNaHis KoMnaHia "3gopos'a”, a60 fofaBaHHA BUPOGHMKA, L0
6nictepi; no 1 "3p0pos'a” YkpaiHa BiANOBiAaE 3a BBe3eHHS Ta/abo
6nictepy y BCi cTagii BUPOGHMLTBA, BMNyCK cepii) - He BItovarouun
KapTOHHI KOpooLi KOHTPO/1b AKOCTi, BUNYCK KOHTPONb/BUNPOGYBaHHS cepil -
cepii: [0AaBaHHsA BUPOOHWNYOT AiNbHWULI, L0
ToBapucTso 3 Bignosigae 3a Bunyck cepii TOB
06MEXEHO “©APMEKC I'PYI", Ykpaina (YkpaiHa,
BiANOBIAA/LHICTIO 08301, Kviscbka 0611., MicTO
"®APMEKC IPyn-, Bopwcninb, Byn. LLeBueHka, 6ya. 100).
YkpaiHa 3MiHM BHECEHI B po34inn "BUPOGHUK"
Ta "Micue3HaxomKeHHs BUPOBHMKa Ta
afpeca Micus NpoBaKeHHs oro
LisiNIbHOCTI" B IHCTPYKUit0 oNns
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3aco0y, K HacnigokK - BigNOBIAHI 3MiHU
y TEKCTi MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby. BeeAeHHs 3MiH
NPOTAroM 6-Tu MicAliB nicas
3aTBEPKEHHS.
82. | IHOCEQA Tabnetkn, no 500 TOB YkpaiHa yopng MEANLINH TypeuunHa BHECEHHS 3MiH 40 peecTpaliiHnX 3a He UA/18382/02/01
Mmr; no 10 TabneTok «YOPN[ ITAY CAH. BE TI0X. Marepianis: 3miHa 3asiBHVKa /13 peyenmom niosisieae
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

y 6nicTepi; no 2 abo
5 6nictepiB y
KapTOHHIA KopooLi

MEONLIH»

AL

(MIBM) (BnacHuka peecTpayjiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460). TepmiH BBeAEHHS

3MiH - NpOTArom 6 Micsuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
woAao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy (BefeHHs
y3arasibHeHUX faHvx Npo cucTemy
hapmakoHarnsgy, smiHa
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANILHOI 32 3filicCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
dhapmakoHarnsgy 3asBHuka ans
3[iiCHEHHS1 hapMakoHarsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 3filiCHEHHS
hapmakoHarnagy (Bkiovaroun
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANoBiAa/IbHOT 3a hapMakoHarnsg.
[itoya pepakuis: PycygaH Ecakis /
Rusudan Esakia. MponoHoBaHa
pepakuis: Myano MNaHHa

CraHicnasiBHa. 3MiHa KOHTaKTHUX

[aHnX YNOBHOBaXEHOI 0co6u
3as1BHVIKa, BignoBiganbHOI 3a
thapmakoHarnag. 3miHa micus

3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3

hapmakoHarnagy. 3miHa

MicLie3HaxXoKeHHS MacTep-gdaina

cucteMmn dhapmakoHarnsgy.

83.

INIAAKPUHY
riAPOXNOPU

il
MOHOTIAPA
T

MOPOLLIOK
(cy6eTaHuis) y
nonieTMNeHoBux
Millkax ans
hapMaLeBTUYHOTO
3acTocyBaHHSA

ToBapucTeo
3
o6MexeHo
Bignosigasb
HiCTI0
"OAPMXIM"

YkpaiHa

ToBapucTso 3
obmexeHor
Bi4noBiAaNbHICTIO
"®APMXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
O0NYyCTUMUX MEX, BUSHAYEHUX Y
cneundoikauisix Ha A®l, abo
BUXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y Npoueci

UA/17930/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
BUpO6HUUTBA AP (IHLWi 3MiHW) -
BHeceHHs 3MmiH fo cneyudikaii API
3a n. «CynpoBigHi AOMILLKM», a came —
BBE/IEHHA NMPUMITKN** «3a AaHnM
MOKa3HWKOM B cepTudikaTt SKOCTi
BHOCATbCA AaHi KOHTPO/IO
Hepo3gracoBaHOT NPOAYKLii»
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs
84. | KAQOYET 5/10 | Tabnetku, BKpUTI AngpxoH HOC CWA Mdcpaiizep HimeuunHa BHECEHHS 3MiH 10 peecTpaLifiHnx 3a - UA/5635/01/02
NNiBKOBOO 10nc MeHohekUypuHr mMartepianis: 3MiHu | Tuny - 3MiHM WoOA0 peyenmom
060/10HKOI0, MO 5

mr/10 mr no 10
TabneTtok y 6nicrepi;
no 3 6nictepu B
KapTOHHIA KOpooLi

LoiiuneHg Tv6X

6e3nekn/edheKkT1BHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX npo
cucTemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHUX AaHunx npo cuctemy
hapmakoHarnsgy, smiHa
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 34iliCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnagy 3asBHUKa gns
3[iiCHEHHs1 hapMakoHarsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 3i/icCHEHHS
thapmakoHarnagy (Bkiovarun
KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOT 0CO6M 3asBHMKa,
BifgnoBigasibHOI 3a hapMakoHarnsg.
[itoua pepakuis: Barbara De Bernardi.
MponoHoBaHa pepakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTaKTHUX
[JaHvX yroBHOB&XeHOI 0ocobu,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsag.
3MiHa KOHTaKTHOI 0CObU 3asiBHUKA,
BigNoBiAa/IbHOT 32 dhapmakoHarnsg B
YkpaiHi.

[Oitova pepakuin: Y3nosa IpuHa.
MponoHoBaHa pepakuis: basnnescbka
HOnis BanepiiBHa 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6U 3asBHNKa,
BigNoBiAa/IbHOT 32 dhapmakoHarnsg B
YKpaiHi. 3miHa MicLLe3HaX04KEHHS
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

macTep-aiina cuctemu
thapmakoHarnsgy Ta iioro Homepa.
3MiHa Micus 34iliCHEeHHS1 OCHOBHOT
LisANbHOCTI 3 hapmakoHarnsagy.

85.

KANIIO
noang,

Tabnetkn no 0,25 ;
no 10 TabneTok y
cTpunax; no 10
Tabnetok y cTpuni;
no 15 ctpunis y
nauui 3 KapToHy

NAT
"MoHdpapm”

Ykpaina

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavLinHmx
mMarepianis: 3MiHu | Tuny - 3miHW Woa0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHEHUX JaHuX rnpo
cucTemy thapmakoHarnsgy (ssefeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsagy, smiHa
YNOBHOB&XEHOT 0co6U,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsagy 3asiBHuka ans
3[iiCHeHHs hapMakoHarnsay B
YKpaiHi, KO0 BOHa BiAgMiHHA Bif,
YNOBHOB&XEHOT 0co6U,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (Bkioyaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaitna cuctemm
thapmakoHarnsagy) - 3miHa
YNOBHOBA&XEHOT 0CO6U 3as1BHYMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.
[Oitoua pepakuisi: Cosrupa Cepriit
CeprilioBuy. MponoHoBaHa pefakuis:
MacTyweHko IHHa BikTopiBHa. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
0cobu 3as1BHKKA, BiAnoBigasIbHOT 3a
hapmakoHarnisg. 3miHa
MicLLe3HaxX0PKEHHS MacTep-ghaiina
cucTemn dhapmMakoHarnsgy. 3miHa
MicLS 3A4iICHEHHA OCHOBHOI AisifIbHOCTI
3 thapmakoHarnsgy

3a
peyerimom

UA/6190/01/01

86.

KANbLIIO
INIOKOHAT -
OAPHNLS
(CTABINI3OB
AHWNIA)

PO3UMH ANA iH'EKLN,
100 mr/mn; no 5 mn
B amnyni; no 5
amnyn y KOHTYPHii
YapyHKOBIlA
ynakosLi; no 2
KOHTYPHIi YapyHKOBI
ynakoBku B naulj; no
10 mn B amnyni; no

MpAT
"®apmaueBT
M4yHa chipma

"AapHuus”

Ykpaina

MpAT "dapmaLeBTuiHa
ipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiHnx
mMartepianis: 3MiHu | Tuny - 3mMiHM WoA0
6e3nekun/edheKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
OHOB/IEHHA TEKCTY MapKyBaHHs
ynaKkoBKM NikapCbKoro 3acoby, a came
AofasaHHsA iHdopmalii Wwoao
HaHeceHHsi QR-kofy Ha BTOPVHHY
YNaKoBKY Ta BUIYYEHHS TEKCTY, SKWiA

3a
peyenmom

UA/19046/01/01




94

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

5 aMnyn y KOHTYpHiii
YapyHKOBIl
ynakoBLj; no 1 a6o
Nno 2 KOHTYpPHI
YapyHKOBi YNakoBKM
B nauuj

HaHeCEeHWin poCiliCbKo MOBOH).
TepMmiH BBELEHHS 3MiH - NPOTArom 6
MiCALIB MiCNA 3aTBEPIKEHHS.

87.

KAHOWKNIH

necapii no 300 mr;
no 1 necapito y
cTpuni; no 1 ctpuny
y nauui 3 kKapToHy

NAT
«MoHdapm»

YkpaiHa

MAT «MoHchapm»

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviitHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/edheKkT1BHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV A0 y3ara/lbHEHUX AaHWX Mpo
cucTemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHVX faHunx npo cuctemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 3i/icCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnagy 3asBHUKa gn1s
3[iiCHEHHs1 hapMakoHarsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 3ilicCHEHHS
thapmakoHarnagy (Bkiovarun
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BifgnoBigasibHOI 3a hapMakoHarnsag.
[Litoua pepakuin: Cosrupa Cepriii
CeprilioBuy. MponoHoBaHa pefakuis:
MacTywweHko IHHa BikTopiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0Cco6Y 3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnag. 3miHa
MicLie3HaxXoKeHHS MacTep-gdaiina
cuctemu dhapmakoHarnagy. 3miHa
MicLA 3AiACHEHHA OCHOBHOI [isifIbHOCTI
3 hapmakoHarnsgy

3a
peyenmom

UA/16173/01/01

88.

KAHAIPOPC-
100

Kancynm TBepai no
100 wmr; no 10
Kancyny énictepi;
no 3 6nictepu B
KapTOHHIlA ynakoBLi

MAHKAVHL,
®APMA
NIMITEL

IHais

PA YEM ®APMA
NIMITEL

IHais

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TUMY - 3MiHK LWOAO
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS

3a
peyenmom

He
nionsieae

UA/17640/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

reHepuyHUX/ribpmuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaZiaHHsA XOAHMX HOBUX [OAATKOBUX
[aHnx). 3MiHV BHECEHO A0 iHCTPYKLi
AN MeAnYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby y po3ainu:
"®apmakoTepanesTuyHa rpyna. Kog
ATX" (yTOuHEeHHS iHdhopMaLii 6e3
3MiHK kogy ATX), "®apmakonoriyHi
BnactusocTi", "MNokasaHHsa"
(peparyBaHHSs TEKCTY),
"MpoTunokasaHHs", "B3aemogis 3
iHLWIMMKW nikapcbknMK 3acobamu Ta
iHWi BAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHA", "3acToCyBaHHs Yy
nepiog, BaritTHoOCTi abo rogyBaHHs
rpyaaro”, "Cnocib 3actocyBaHHs Ta
nosn", "Mepepo3syBaHHs", "Mo6iYHi
peakujii* BiaNoBigHo A0 iHdhopmawi
00 MEANYHOrO 3aCTOCyBaHHS
pedhepeHTHOrO /likapCbKoro 3acoby
(OPYHI AN, kancynu). BBegeHHs 3MiH
NpOTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHK
woAao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn). 3MiHK
BHECEHO [0 IHCTPYKLii 418 MegnyHoro
3aCTOCYBaHHS /iKapCcbKoro 3acoby y
po3ain "Mo6ivHi peakuii™ woao
BaXK/IMBOCTI 3BiTYBaHHS NMPO NOGIYHi
peakujii.BBegeHHsA 3MiH MPOTAroM 6-Tu
MiCsILiB Nicns 3aTBEPAKEHHS.

89.

KAPBAMASE
MIH-»C

Tabnetku no 200 mr
no 10 TabneTok y
6nictepi; no 1, no 2,
no 5 a6o no 10
6nictepiB y nauui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma CrapTt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
aKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudiikaTt BiAMNoBIAHOCTI
€Bponeiicbkili
hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignNoBIgHOCTI
€Bponeiicbkiii hapmakonei: ana Adl;
018 BUXigHOro

3a
peyerimom

UA/9471/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkin hapmakonei) - Hosuia
cepTudikaT Bif BXe 3aTBepAKEHOro
BUPOGHMKA - NOAAHHS HOBOTO
cepTtudikaTa BigNOBIAHOCTI
€Bponelicbkii hapmakonei Ne RO-
CEP 2021-129 - Rev 00 Ha AdI
Kap6amaszeniH (process Il) Big Bxe
3aTBepmAXeHoro BupobHunka Amoli
Organics Private Limited, India, y
3B'A3KY i3 BBE,EHHAM BUPOOHNKOM
anbTepHaTUBHOI ONTMMI30BaHOT CXeMu
CUHTe3y KapbamaseniHy. 3MiHu | Tuny
- 3MiHu 3 AkocTi. API. CTabifbHICTb.
3miHa nepioly NOBTOPHMX
BMNpo6yBaHb/Nepiogy 36epiraHHsA abo
ymoB 36epiraHHst A®I (3a BigCyTHOCTI y
3aTBEpPAXEHOMY [OCbE cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
chapmMakonei, Lo BKItoHae nepios
NOBTOPHOro BMNpo6yBaHHS) (Nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36inbLUeHHs abo
BBE/leHHs nepiofy NOBTOPHOrO
BMNpPO6YyBaHHA/Nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCIMKEHD Y
peasibHOMY Yaci - BBeAeHHS nepioay
NOBTOPHOro BUNPo6yBaHHA 5 pokiB
Ad| KapbamaseniH BUpO6HMLTBA
Amoli Organics Private Limited, India
BUrOTOB/IEHOTO 3rifHO
a1bTePHATMBHOT CXeMW CUHTE3Y
(process Il). 3miHM BHOCATbLCA Y
3B'A3KY 3 BiACYTHICTIO iHpopmavii
oo pe-tect nepiogy y CEP.

90.

KAPBAMA3E
MiH-®C

TabneTku no 200 mr
in bulk: no 6 kry
naketi, BKnageHomy
Y KOHTelHep

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3miHu | TUny - 3MiHKM 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBJIEHOrO cepTudikaTa

UA/9472/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

Bi4NOBIAHOCTI a60 BUYYEHHS
cepTtudpikaTa BigNOBIAHOCTI
€poneiicbkilii hapmakonei: ans Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponelicbkii hapmakonei) - Houia
cepTuguikart Bif BXe 3aTBEPKEHOrO
BMPOOHUKA - NOJaHHS HOBOTO
cepTudikaTa BignoBigHOCTI
€Bponelicbkili hbapmakonei Ne RO-
CEP 2021-129 - Rev 00 Ha A®I
KapbamaszeniH (process Il) Big, Bxe
3aTBepAKeHOro BUpo6Huka Amoli
Organics Private Limited, India, y
3B'A3KY i3 BBEA,EHHAM BUPOOHNKOM
a/bTepHaTBHOI ONTUMI30BaHOI CXeMuU
CUHTe3y kapbamaseniHy. 3miHu | Tuny
- 3MiHu 3 fiKocTi. APIl. CTabinbHICTb.
3MiHa nepiogy NOBTOPHMUX
BMNpOGyBaHb/nepiofy 36epiraHHA abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEPAXEHOMY [0Cbe cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
chapmakonel, Lo BK/oYae nepios
NOBTOPHOro BUNpobyBaHHsA) (nepios
NOBTOPHOrO BMUNpobyBaHHsA/Nepios
36epiraHHs) - 36inbLUEHHS abo
BBE/leHHs nepiofy NOBTOPHOrO
BMNpOGyBaHHs/Nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/TMKEHDb Y
peasibHOMY Yaci - BBeZleHHs nepioay
NOBTOPHOrO BMNPOBYyBaHHSA 5 pokis
A®| KapbamaszeniH BUpOGHMLITBA
Amoli Organics Private Limited, India
BWIOTOB/IEHOrO 3riAHO
a/lbTEPHATUBHOT CXEMU CUHTE3Y
(process Il). 3mMiHM BHOCATbLCSA Y
3B'A3KY 3 BiACYTHICTIO iHchopmavii
oo pe-tect nepiogy y CEP.

91. | KAPOAUNPWUAN | kancynu no 10 mr no AHaHTa Benvka Aptypa IHais BHECEHHS 3MiH 0 peecTpaviitHmx 3a - UA/5200/01/04
10 10 kancyny Megikeap BpuTtaHis dapmacsbtoTikans lMeT. marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
6nictepi; no 3 Nra. Jita., IHAis; dnamiHro SAKOCTi. [0TOBMIA NiKapcbKuii 3acib.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
6nictepn B nayuj dapmacboTukanc J174., 3MiHM Y BUPOBHULTBI. 3MiHa po3Mmipy
IHAiA cepii (BkIHOYaOUN gianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby
(3MeHLweHHs 1o 10 pasiB) 3MeHLIEeHHs
po3mipy cepii gns BupobHuka M3
ApTtypa ®apmacsbtoTikans lMet. IT4.,
IHAiA. BBeEeHHS 3MiH NpoTAroM 3-x
MiCALIB MiC/1A 3aTBEPKEHHS.
92. | KAPOUMNPWUA | kancynu no 2,5 mr AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH 0 peecTpavyinHmx 3a - UA/5200/01/02
2,5 no 10 kancyny Megikeap BpuTaHis dapmacbtoTikans IMBT. mMartepianis: 3miHu | TUny - 3MiHKM 3 peyenmom
6nicTepi; no 1 a6o 3 nra. Nta., IHAis; dnamiHro AKOCTI. [0TOBWUIA Nikapcbkuii 3acib.
6nictepu B nayuj PapmacboTukasic J1T14., 3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
IHais cepii (BkHOYatouM AianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby
(3MeHwWweHHsA fo 10 pasiB) 3MeHLeHHs
po3mipy cepii ans sBupobHuka M3
ApTtypa ®apmacsbtoTikans Met. IT4.,
IHAisA. BBeeHHS 3MiH NpoTArom 3-x
MiCSILiB Nicns 3aTBEPAKEHHS.
93. | KAPOUMNPWUA | kancynu no 5 mr no AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH 40 peecTpaliiHnX 3a - UA/5200/01/03
5 10 kancyny Megikeap BpuTaHis dapmacbioTikans IMeT. mMartepianis: 3miHu | TUny - 3MiHun 3 peyenmom
6nictepi; no 3 nra. Nta., IHAia; dnamiHro AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
6nicTepn B nauuj dapmacbtoTukasc /174., 3MiHM Y BUPOOHMLTBI. 3MiHa po3mipy
IHais cepii (Bk1roYaouy dianaszoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby
(3MeHLweHHs go 10 pasiB) 3MeHLIEHHs1
po3mipy cepii gns BupobHuka M3
ApTypa PapmacbioTikans MeT. 114,,
IHAis. BBeAEHHS 3MiH MPOTAroM 3-x
MicCsLB MiCNsA 3aTBEPAKEHHS.
94. | KBETUKCO/N TabneTku, BKPUTI 3AT JInToBCcbka KOHTPO/1b SIKOCTI, HimeuunHa BHECEHHS 3MiH 0 peecTpavjiitHmx 3a - UA/19569/01/01
XR NiBKOBOIO «®apwmnira» Pecny6nika NepBrHHE Ta BTOPUHHE marepianiB: TeXHIYHa NoMuka (3rigHo peyenmom
060/10HKOH, nakyBaHHs, BUMYCK cepii: Haka3y MO3 Big 23.07.2015 Ne 460).
NPOJIOHroBaHoI A, Mepkne T'mM6X, BvinpaBneHo TeXHi4YHY NOMUKY
no 50 mr no 10 HimeuumnHa; (nyHKTYyau,iiiHi Ta opdhorpaddiyHi
Tabnetok y 6nicrepi; BUPOBHULTBO NOMWJIKW) B IHCTPYKLT AN MeguyHoro
no 3 6nictepu B Hepo3acoBaHol 3acTOoCyBaHHS MikapcbKoro 3acoby B
KapTOHHIM navi npoAyKujii: po3ginax "®apmMakooriyHi
Mepkne 'm6X , BnactusocTi", "Oco6nmnBoCTi
Himeuunna 3acTocyBaHHA", "lNepeno3yBaHHA",
"Mo6iyHi peakuii”. 3azHaueHe
BUNPaB/IeHHs Bignosigae marepiaiam
peecTpaLiiHoro 10ChLE.
95. | KBETUKCO/1 | Tabnetku, BKpUTI 3AT NutoBcbka KOHTPO/Ib SKOCTI, HimeuunHa BHECEHHS 3MiH 40 peecTpavlinHmx 3a - UA/19569/01/02
XR NNiBKOBOO «Papmira» Pecny6nika nepBuHHE Ta BTOPVHHE marepianis: TeXHIYHa NoMuKa (3rifHo peyenmom
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
060/10HKOH0, nakyBaHHs, BUMYCK cepii: Haka3y MO3 Big 23.07.2015 Ne 460).
NPOJIOHroBaHoI A, Mepkne T'm6X, BvinpaBneHo TexXHi4YHy NOMUKY
no 150 mr no 10 HimeuyumnHa; (nyHKTYau,iiiHi Ta opdorpaddiyHi
Tabnetok y 6nictepi; BUPOBHULTBO NOMWJIKW) B IHCTPYKLT AN MeguyHOro
no 3 6nictepu B Hepo3acoBaHol 3acTOCyBaHHS MikapCcbKoro 3acoby B
KapTOHHI navi npoAyKujii: po3ginax "®apMakosoriyHi
Mepkne M'méX , BnactusocTi", "Oco6mnBoCTI
HimeuunHa 3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6iyHi peakuji”. 3azHaueHe
BMNPaB/IeHHs BignoBigae marepiaiam
PEECTPALLHOIO AOCHE.
96. | KBETUKCON TabneTku, BKpUTI 3AT JinToBCcbKa KOHTPO/1b SIKOCTI, HimeyunHa BHECEHHS 3MiH 0 peecTpavyjinHmx 3a - UA/19569/01/03
XR NNiBKOBOO «Papmnira» Pecny6nika nepBuHHE Ta BTOPVHHE marepianis: TEXHIYHA NOMuUKa (3rigHo peyenmom
060/10HKOI0, nakyBaHHS, BUMYCK cepil: Hakazy MO3 Big 23.07.2015 Ne 460).
NPOSIOHIOBaHOT Aji, Mepkne 'm6X, BunpasneHo TeXHIYHY NOMWJIKY
no 200 wmr, no 10 HimeuuunHa; (nyHKTYaU,iiHi Ta opdhorpadpiyHi
Tabnetok y 6nictepi; BMPOGHMLTBO NOMWJIKW) B IHCTPYKLIT 4719 MEANYHOTO
no 3 6nictepu B Hepo3acoBaHol 3aCTOCyBaHHS NiKapcbKoro 3acoby B
KapTOHHI naui NPOAYKLT: posgainax "®apMakosorivHi
Mepkne M'm6X , BnactueocTi", "OcobnnBoCTi
HimeyunHa 3actocyBaHHsa", "lepeno3yBaHHA",
"Mo6iyHi peakuii”. 3a3HavyeHe
BMMpaB/IeHHs BignoBigae maTepiasiam
peecTpaLiiHoro Aocbe.
97. | KBETUKCON TabneTtku, BKPUTI 3AT Nutoscbka KOHTPO/Ib SIKOCTI, HimeuunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a - UA/19569/01/04
XR NNiBKOBOIO «bapmira» Pecny6nika nepBMHHE Ta BTOPVHHE marepianiB: TEXHIYHA NoMuika (3rigHo peuyenmom
060/10HKOH, nakyBaHHs, BUMYCK cepii: Haka3y MO3 Big 23.07.2015 Ne 460).
NPOJIOHroBaHoI A, Mepkne T'mM6X, BunpaBneHo TeXHIYHY NOMUKY
no 300 mr, no 10 HimeuunHa; (NyHKTyauiiiHi Ta opdhorpadiyHi
Tabnetok y 6nictepi; BMPOGHMLTBO NOMWJIKW) B IHCTPYKLT 4N MeguyHoro
no 3 6nictepu B Hepo3acoBaHol 3acToCyBaHHSA MikapcbKoro 3acoby B
KapTOHHIM nauvuj NPOAYKLUIT: posginax "®apMakosiorivHi
Mepkne 'm6X , BnactmsocTi”, "Oco6mBocCTi
HimeuunHa 3actocyBaHHs", "lMepeno3ysaHHA",
"Mob6iyHi peakuii”. 3a3HavyeHe
BUNPaB/IEHHs Bignosigae marepiasiam
peecTpaLiiHoro AocheE.
98. | KBETUKCO/1 | Tabnetku, BKpUTI 3AT NutoBcbka KOHTPO/Ib SKOCTI, HimeuunHa BHECEHHS 3MiH 0 peecTpavLinHmx 3a - UA/19569/01/05
XR NNiBKOBOO «Papmira» Pecny6nika nepBuHHE Ta BTOPUHHE marepianis: TeXHiYHa NoMunka (3rifHo peyenmom
060/10HKOIO, nakyBaHHS, BUMYCK cepil: Hakady MO3 Big 23.07.2015 Ne 460).

NPOJIOHroBaHoI Aji, Mepkne 'v6X, BvinpaBneHo TexHi4YHy MOMUKY
no 400 wmr, rno 10 HimeuuunHa; (nyHKTyaUiiiHi Ta opchorpadpiuHi
Tabnetok y 6nictepi; BMPOGHMLTBO NOMWJIKW) B IHCTPYKLIT 4719 MEANYHOro
no 3 6nictepu B Hepo3dacoBaHol 3aCTOCYBaHHS NikapcbKoro 3acoby B
KapTOHHIM nayui NpoAyKLUii: posginax "®apmMakosnorivHi
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
Mepkne M'méX , BnactusocTi", "Oco6nmnBoCTI
HimeuunHa 3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6iyHi peakuji”. 3azHaueHe
BMNPaB/ieHHs BignoBigae marepiaiam
PEECTPALLHOIO AOCHE.
99. | KETO NntoC LwamnyHb Mo 60 mn "neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpavyinHmx 6e3 - UA/10142/01/01
abo no 150 mny dapmacboT dapmacboTukans Jta,. mMartepianis: 3MiHu | TNy - 3MiHK 3 peyenma
donakoHi; no 1 nkans Jitg. AKOCTI. [0TOBWUIA Nikapcbkuii 3acib.
chnakoHy B KOHTpO/b roTOBOrO MiKapCbKoro
KapTOHHI KOpooLi 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTumMmx
MeX roTOBOr0 /likapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBUM
NoKa3HUKOM 3 BifNOBIAHNM METOAOM
BMNPO6GYBaHHS) AOMNOBHEHHS
cneumdikauii N3 3a napameTpom
«MikpobionoriyHa uncrtora»
nokasHukom «Burkholderia cepacia
complex» 3 Bi4NOBIAHNM METOAO0M
BMNpOoGYBaHHS, BiANOBIAHO A0 BUMOT
USP.
100. | KNAPUTPOMI | TabneTtku, BKpUTI MpAT Ykpaina MpAT "dapmaLeBTuiHa YkpaiHa BHECEHHS 3MiH 10 peecTpaviiHnx 3a - UA/0279/01/01
UWH- 060/10HKOH, Mo 250 "®apmaueBT ipma "OapHuus” mMartepianis: 3MiHu | TUny - 3MiHn 3 peuyenmom
OAPHUUA Mr, No 7 TabneTok y n4yHa chipma sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
KOHTYpHili "AapHuus” KOHTpO/1b AONOMDKHUX PEYOBYH.
YapyHKOBIlA 3MiHa y MeTogax BMNpobyBaHHs

ynakosLi; no 2
KOHTYPHIi YapyHKOBI
yNaKkoBKM B naui

[LOMOMDKHOT peYOBUHM (IHLWi 3MiHW Y
MeTofAax BUNpobyBaHHs (BKIt0Haoun
3amiHy abo goaaBaHHs)). CynyTHs
3MiHa- 3MiHu 3 SKOCTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb
LOMOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX /15 AONOMIKHOT
peyoBUHM (iHLWi 3MiHW) BHECEHHS 3MiH
Ha 4ONOMiXHY pPEUYOBUHY
nonietTunenrnikonbs 4000 (Makporon
4000), a came: 3a MOKa3HMKOM
"ETuneHokeng, i giokcaH"
3anpornoHoBaHO BBEAEHHS HOBOI in-
house meTogukn BuNpobyBaHHA X
(oY, 2.2.28), WO € a/ibTepHATUBHOIO
MeToAuL, 3a3Ha4yeHol B MoHorpadii
€ «Macrogols»; BHECEHHSsI
CTUTICTUYHMX Ta pefakLiliHiX NpaBok,
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

6e3 3MiH BCTAHOB/IEHNX KpUTEPIlt
NPUAHSATHOCTI 38 JaHUM MOKa3HMKOM
AKOCTi. 3MiHM | TUMY - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/TE-
cepTuddikaT BiANoBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadii. 3MiHu,
noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS
Y BigNoBigHICTb A0 MoHorpadii AdY
abo E€sponelicbkoi hapmakonei, abo
iHLWOT HauioHasTbHOT thapmakonei
aepxasu €C (3miHa y cneuudikauii
HechapmakoneiiHoro A®| ans
npuBeeHHs Yy BiANOBIAHICTb A0 BUMOT
[dY abo €sponelicbkoi hapmakonel,
abo iHWOI HauioHasIbHOT hapmakonel
fepxasu €C) - lonomixHa
peyoBuHa/BUXIQHWIA MaTepian Ans
BMpOOHULTBa A®I. MNprBEeeHHS
cneumdikauii Ta METOZIB KOHTPO/HO
SKOCTi Ha JONOMKHY PeqyoBUHY
nosnietTunenrnikons 4000 (Makporon
4000) o B1MOr Ajitoyoi MoHorpadii
"Macrogols" €Bponeiicbkoi
$apmakonei, BiANOBIAHO 40 p.
3.2.P.4.1. Cneundikauii Ta 3.2.P.4.2.
AHaNITUYHI METOANKN BHECEHO
HaCTynHi 3MiHK: A0 n. "lgeHTudikauis",
"Mpo30picTb po3unHy", "KonbopoBicTb
po3uuHy”, "KncnoTHicTb abo
NyXHICTL", "l APOKCUIbHE Yncno”,
"BigHoBNOOYI peyoBUHK" Ta
"®dopmanbgerig” - aHaniT4Hi MeToam
KOHTPOJII0 3a/IMLLNNCE 6E3 3MiH,
BHECEHI pefakLiliHi npasku, Lo
ochopmeHi BigNOBiAHO A0
pekomeHAaLili Ta cTunictukm AdY; n.
"KiHemaTtuyHa B'a3kicTb", "AnHamiyHa
B'AI3KICTb" - aHaNNITUYHI METOANKN
KOHTPOJII0 3a/1LLEHI 6e3 3MiH,
BHECEHO pejakLiiiHi npasku,
BiAMOBIAHO A0 Aitoyoi MOHorpadii
"Macrogols" €BponeiicbKoi
dapmakonei BU3HaYEHHSI NOKa3HUKIB
"KiHemaTtunyHa B'A3kicTb" i "[MHaMi4yHa
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

B'A3KICTb" NPOBOANTLCA B paMKax
TecTy "B'AsKicTb". TakoX yTOUHEHO
3HaYEeHHS NyCTUHW, WO
BUKOPVCTOBYETLCA [151 PO3PaXxyHKy
OVHaMIYHOT B'A3KOCTI; N. "PO3UMHHICTL"
- BignoBigHo go Bumor AdY 1.4,
"MoHorpadii" gaHuii NokasHUK Mae
pekoMeHAaauiiHUX XapakTep, Ha Lji
nigcrasi, BAMOIM f0 PO34YMHHOCTI
cy6CTaHLii nepeHeceHo A0 3arasibHuNX
BacTBOCTEN
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMUX MEX AN AONOMDKHOT
pPeyoBUHM (BUNYYEHHS 3i cneumdikawii
He3HaYyHOro nokasHuka (Hanpvkniag,
3acTapifioro nokasHuka))
BWyYEHHS 3i cneyudikauii Ha
[OMOMiXXHY PEYOBUHY
nosnietTunenrnikons 4000 (Makporon
4000) nokasHuKa SKOCTi «Badkki
MeTanm», BignosigHo Ao Bumor ICH
Q3D Guideline for Elemental
Impurities. 3miHn | TUny - 3miHK 3
AKoCTi. [0TOBWIA Nikapcbkunii 3acib.
KOHTPO/b [ONOMDKHUX PEHOBUH.
3miHa napameTpis cneuudikawlii
Ta/abo fonycTMMUX Mex Ans
[L0MOMDKHOT peYOBUHM (iHLLI
3MiHN)CynyTHA 3MiHa
- 3MiHM 3 AKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. KOHTpOo/ib AONOMIKHUX
peyoBuH. 3MiHa y meTodax
BUNPOOYBaHHA [OMOMIKHOI PEHOBUHM
(He3HauHi 3MiHW Y 3aTBEPKEHNX
MeTofax BMNPO6yBaHb) BHECEHHS
3MiH Jo creumdikauii Ta MeTogiB
KOHTPOJIH0 SIKOCTi Ha AONOMDKHY
peyoBUHy nonietTuneHrnikonb 4000
(makporon 4000) 3a NOKa3HWUKOM
"Mikpo6ionoriyHa uncrora” -
npuBeLeHWin BigNoBigHO o Bumor €

2.6.12,5.1.4
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
101. | KNNAPUTPOMI | TabneTku, BKpUTI MpAT Ykpaina MpAT "dapmaLeBTU4Ha YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a - UA/0279/01/02
LUWNH- 06010HKOt0, N0 500 "®apmauesT ipma "AapHuug" marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
AAPHUNUA Mr, no 7 TabneTok y n4yHa thipma AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
KOHTYPHili "fapHuus" KOHTPO/b AOMNOMDKHUX PEYOBUH.
YapyHKOBIl 3MiHa y meToAax BMNpobyBaHHSA

ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
yMakoBKM B mauLi

L0MNOMIXHOT peqoBUHU (iHLWi 3MiHK Y
MeTofax BUNpo6yBaHHA (BK/IOUa0UN
3amiHy abo gogasaHHs)). CynyTHs
3MiHa- 3MiHu 3 AKoCTi. [oToBWMI
nikapcbkuii 3aci6. KoHTpob
[OMNOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX A1 LONOMDKHOT
peyoBUHM (iHLLI 3MiHM) BHECEHHS 3MiH
Ha [OMOMDKHY peYOBUHY
nonietTunenrnikons 4000 (Makporon
4000), a came: 3a NOKa3HMKOM
"ETUNeHoKcug, i giokcan"
3anpornoHoBaHoO BBeAEHHS HOBOT in-
house meToavkn BunpobysaHHs X
(A®Y, 2.2.28), W0 € anbTEPHATNBHOO
MeToAuLi, 3a3Ha4YeHoi B MOHorpadii
€ «Macrogols»; BHECEHHSsI
CTUMICTUYHMX Ta pefakLiliHiX NpaBok,
6e3 3MiH BCTAHOB/IEHWX KpUTEPIlt
NPUAHSATHOCTI 38 JaHUM MOKa3HMKOM
AKOCTi. 3MiHM | TUMY - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTuddikaT BifgMNoBIgHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadii. 3MiHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS
Y BigNoBigHICTb A0 MoHorpadii DY
abo E€sponelicbkoi hapmakonei, abo
iHLWOT HauioHasTbHOT thapmakonei
Aepxasu €C (3miHa y cneuudikauii
HechapmakoneiiHoro A®| ans
npuBeaeHHs Yy BiANOBIAHICTb 40 BUMOT
[dY abo €sponelicbkoi hapmakonel,
abo iHWOI HauioHasIbHOT hapmakonet
fepxasu €C) - lonomixHa
peyoBuHa/BUXIQHWIA MaTepian Ans
BMpOoGHULTBa A®I. MNprBeeHHS
cneumdikauii Ta METOZIB KOHTPO/O
SKOCTi Ha AONOMiDKHY PEYOBUHY
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

nonietTunenrnikons 4000 (Makporon
4000) o B1MOr Ajitoyoi MoHorpadii
"Macrogols" €Bponeiicbkoi
$apmakonei, BiANOBIAHO 40 p.
3.2.P.4.1. Cneundikauii Ta 3.2.P.4.2.
AHaNITUYHI METOANKN BHECEHO
HaCTynHi 3MiHK: A0 n. "lgeHTudikauis",
"Mpo30picTb po3unHy", "KoNbopoBicTb
po3unHy”, "KncnoTHicTb abo
NyXHICTL", "l APOKCUIbHE Yncno”,
"BigHoBNIOOYI peyoBUHK" Ta
"®dopmanbgerig” - aHaniT4Hi MeToam
KOHTPOJII0 3a/IMLLNANCE 6E3 3MiH,
BHECEHI pefakLiliHi npasku, Lo
ochopmeHi BigNOBIAHO A0
pekomeHAaLili Ta cTunictukm AdY; n.
"KiHemaTtuyHa B'a3kicTb", "AnHamiyHa
B'AA3KICTb" - aHaNNITUYHI METOANKN
KOHTPO/II0 3a/1LLEHI 6e3 3MiH,
BHECEHO pefakLiiiHi npasku,
BiAMOBIAHO A0 Aitoyoi MOHorpadii
"Macrogols" €BponeiicbKoi
dapmakonei BU3HaYEHHSI NOKa3HUKIB
"KiHemaTtunyHa B'A3kicTb" i "[MHaMiuHa
B'A3KICTb" NPOBOANTLCA B paMKax
TecTy "B'A3KicTb". Takox yTOUHEHO
3HaYEeHHS NyCTUHW, WO
BUKOPVCTOBYETLCA [151 PO3PaXxyHKy
OVHaMIYHOT B'A3KOCTI; N. "PO3UMHHICTL"
- BignoBigHo go Bumor AdY 1.4,
"MoHorpadii" gaHuii NoKasHUK Mae
pekomMeHAaauiiHNX XapakTep, Ha Lji
nigcrasi, BAMOIM J0 PO34YMHHOCTI
cy6CTaHLii nepeHeceHo Ao 3arasibHu1X
BacTBOCTEN
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpob
[OMOMDKHMUX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMUX MEX AN LONOMDKHOT
pPeyoBUHM (BUNYYEHHS 3i cneumdikawiil
He3HaYyHOro nokasHuka (Hanpvknag,
3acTapifioro nokasHuka))
BWyYEHHS 3i cneyudikauii Ha
[AOMOMiXHY PEYOBUHY
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

nonietTunenrnikons 4000 (Makporon
4000) nokasHuKa SKOCTi «Badkki
MeTann», BignosigHo Ao Bumor ICH
Q3D Guideline for Elemental
Impurities. 3miHn | TUny - 3miHK 3
AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
KOHTPO/b [ONOMDKHUX PEHOBUH.
3miHa napameTpis cneuudikawlii
Ta/abo fonycTMMUX Mex Ans
[L0MOMDKHOT peYOBUHM (iHLLI
3MiHN)CynyTHA 3MiHa
- 3MiHM 3 AKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KoOHTposib AONOMIKHUX
peyoBuH. 3MiHa y meTodax
BUNPOOYBaHHA [OMOMIKHOI PEHOBUHM
(He3HauHi 3MiHW Y 3aTBEPKEHNX
MeTofAax BMNPO6yBaHb) BHECEHHS
3MiH Jo creumdikalii Ta MeTogiB
KOHTPOJIH0 SIKOCTi Ha AONOMDKHY
peyoBuUHy nonietTuneHrnikonb 4000
(makporon 4000) 3a NOKa3HWUKOM
"Mikpo6ionoriyHa uncrora” -
npuBeLeHWin BignoBigHoO o Bumor €
2.6.12,5.1.4

102.

KAIHAAMILN
HY

raPOX/IOPU
a

MOPOLLIOK
(cy6eTaHuis) y
NoABINHMX
nonieTMNeHoBux
nakeTax gns
chapmaueBTUYHOro
3acTocyBaHHs

NAT
«MoHdapm»

YkpaiHa

UxeussaH TaHTal
dapmacstoTikan Ko.,
nra

Kutaii

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TURY -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (B/1aCHMKaA peecTpaviiHoro
noceifyeHHs). 3MiHa agpecu
3asnBHMKa (BNacHuka peectpauiiHoro
nocsigyeHHs). TepmiH BBEEHHS 3MiH -
npoTArom 6 micAuis nicns
3aTBEPKEHHS.

UA/6192/01/01

103.

KNOCTUNBE
rT®

Tabnetku no 50 mr;
no 10 TabneTok y
chnakoHi; no 1
hnakoHy B
KapTOHHIA ynakoBLi

3AT
dapmavuesT
WYHWIA 3aBO[,

EFIC

YropuwuHa

3AT dapmaueBTUYHWUIA
3asopg ElC

YropuwmHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTtepianis: 3MiHu Il Tuny - 3miHn 3
akocTi. A®I. (iHLi 3MiHK) 3MiHK
BHOCATbCS 40 MaTtepianis
peecTpaLiiHOro Aockbe Ha Nikapcbkuii
3aci6 y 3B’s3ky 3 OHOB/ieHHAM DMF Big
3aTBEPAKEHOro BUPOGHMKa AdI
KnomicpeHy umtpaty Egis
Pharmaceuticals PLC. [litoya Bepcisi:
ASMF AP: Egis/Clomifene
citrate/AP/01.2/15-05-2021;

3a
peyenmom

UA/4600/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
MponoHoBaHa Bepcis: ASMF AP:
Egis/Clomifene citrate/AP/02.0/13-12-
2021.
104. | KNNODENIH- Tabnetku no 0,15 MpAT Ykpaina MpAT "dapmaLeBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpavjiinHmx 3a - UA/6594/01/01
AAPHUNLUA mr, no 10 TabneTok "®apmauesT ipma "AapHuus" marepianis: 3MiHu | TUny - 3MiHKM Woao | peyenmom
Y KOHTYpHili M4yHa chipma 6e3nekn/edheKkT1BHOCTI Ta
YapyHKoBIli "NapHuus" thapmakoHarnagy (iHwi 3miHu) -
ynakosLi; no 5 OHOBEHHSA TEKCTY MapKyBaHHA
KOHTYPHUX ynaKkoBKM MikapCbKoro 3acoby, a came
YapyHKOBUX [ojaBaHHs iHopmauii Wwoao
yMakoBOK B mayLli HaHeceHHA QR-Kofy Ha BTOPUHHY
YyNaKkoBKy Ta BUTyYEHHS TEKCTY, AKWiA
HaHeCEeHWin PoCiliCbKo MOBOH).
TepMmiH BBELlEHHS 3MiH NPOTArom 6
MicSAUIB NicNsA 3aTBEPAKEHHS
105. | KOPBAJNNIO/I® | kpanni opasbHi No AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 - UA/3684/01/01
H 25 My donakoHi 3 "dbapmak” mMaTtepianis: 3MiHu | TUny - 3MiHN 3 peyenma

npo6kot-
KpanenbHuLeto; no 1
hnakoHy B nauui 3
KapToHy

aKocTi. A®l. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3MiHM napameTpiB cneungikawi
Ta/abo fonyCTUMUX MEX, 3a3HaYEHNX
y cneuucpikauisx, gns
6e3nocepegHbOi ynakoBku Ad|
(BUTyYEHHSI HE3HAYHOTO MOKa3HUKa
cneuudikavii (Hanpuknag, BUyYeHHs
3acTapifioro NokasHuka)) amiHun 4o
peecTpadiiiHoro gocke N3
KopBanon® H, kpanni opasibHi,
NOB’A3aHi 3 BHECEHHAM 3MiH f0 ADI|
ETunoswuii ecpip a-
6pomizoBaniepiaHOBOT KUCIOTH, p.
3.2.S.6. Cucrema
KOHTeliHep/3akynopoBasibHWiA 3aci6, a
came 3i cneumdikauii Ha pnakoH 3
0paHXeBoro ck/ia 3 LUMAiHAPUYHUM
KOpPMycOoM, KOHYCHOH FOp/I0BUHOI Ta
NpUTEPTOL0 NPOGKOID, MPOMNOHYETHLCSA
BWTYYUTMN MOKA3HVKM: PO3MIpK
chnakoHa Ta po3Mipu npobkw, T. 5.
3a3HayeHi NOKa3HUKN € HEKPUTUYHUMM
i He BN/IMBatOTb Ha SKiCTb AdI.
Martepian chnakoHiB Ta Npo6ok
3a/IMLIAETLCA HE3MIHHUM. 3MiHN | TUNY
- 3miHu 3 sKocTi. A®Il. Cuctema
KOHTeliHep/3aKynoptoBasibHUI 3aci6.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

3MiHM napamMeTpiB cneuudikadlii
Ta/abo [onyCTUMUX MEX, 3a3HaYEeHUX
y cneuudikauyisix, gns
6e3nocepeHbOI ynakosku Ad|
(BWTyYEHHSI HE3HAYHOTO MOKa3HMKa
cneuudikayii (Hanpuknag BUIyYeHHs
3acTapifioro NokasHuka)) amiHu 4o
peecTpaujinHoro gocbe M3
Kopanon® H, kpanni opabHi,
NnoB’A3aHi 3 BHECEHHAM 3MiH f0 ADI|
Onis xmento, piguHa (cybctaHuis) y
chnakoHax (6yTenb) 3 TEMHOrO ckfa Ta
npuTepTolo Npobkoto, p. 3.2.S.6.
Cucrema
KOHTeliHep/3aKynopoBasibHWiA 3aci6, a
came 3i cneundikauii Ha donakoHn Ta
NPOGKN NPONOHYETHLCS BUYUUTH
nokasHuku: Po3mipy doiakoHa,
Po3mipu npobku, MapkyBaHHs,
YnakoBKy, YMOBW 36epiraHHs, Tak sk
3a3HayeHi NOKa3HUKN € HEKPUTUYHUMK
i He BN/IMBatOTb Ha SKICTb ADI.
Martepian chnakoHis Ta Npo6ok
3a/IMLIAETLCA HE3MIHHUM. 3MiHu | TUNY
- 3MiHu 3 sKocTi. A®l. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6.
3MiHM napameTpiB cneuudikawii
Ta/abo [onycTUMUX MeX, 3a3HaYeHnx
y cneyudpikauisx, gns
6e3nocepeaHbol ynakoBku Ad|
(oonoBHeEHHS cneumdikaLii HOBUM
NoKa3HUKOM Ta BifMoBigHMM METOL0M
BMNPOGYBaHHS) 3MiH 40
peecTpadiiHoro gocke 13 NoB’si3aHi
3 BHECEHHSAM 3MiH go p. 3.2.S.6.
Cucrema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
ana A®l Etunosuii edip o-
6pomizoBanepiaHoOBOI KNC/IOTK, a
came BHECEHHS nokasHuka
«lMoBepxHeBa rigponiTuyHa CTiliKiCTb»
y cneuudikauiio A5 BXiZHOTO
KOHTPO/I0 Ha (D/1aKOH 3 OpaHXeBOoro
cKna 3 UIiHAPUYHMM KOPyCOoM,
KOHYCHOI rOpP/I0BMHOI Ta NPUTEPTOID
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

Npo6Koto, 3rigHO 3arasibHOT CTaTTi
3.2.1. CknsHi KOHTelHepu Ans
dhapmaL,eBTUYHOr0 3acTOCyBaHHs,
Loy,
3Mminn | TMRYy - 3MiHK 3 sKocTi. API.
Cucrema
KOHTeliHep/3akKyrnopoBasibHUi 3aci6.
3MiHn napameTpiB cneuudikawin
Ta/abo fONyCTUMMNX MEX, 3a3HAUEHNX
y cneuudpikauisx, ans
6e3nocepegHboi ynakosku Ad|
(monoBHeHHs cnevmdikalii HoBUM
NOKa3HMKOM Ta BiANOBIAHMM METOLOM
BMNPOGYBaHHSA) 3MiHW 4,0
peecTpadiiHoro gocke 13 noB’s3aHi
3 BHECEHHSIM 3MiH 10 p. 3.2.S.6.
Cucrema
KOHTelHep/3aKynoploBasibHUIA 3aci6
ana A®l ETunoswii edip o-
6pomizoBasIepiaHOBOT KMCIOTH, a
came BHEeCEHHS nokasHuka
«ponyckaHHs cBiTNa» A0
cneumdikauii 41 BXiAHOrO KOHTPOSI0
Ha dh1aKkoH 3 OpaHXeBOoro ckna 3
LMNIHAPUYHUM KOPMYCOM, KOHYCHOLO
rOpP/IOBMHOIO Ta NPUTEPTOK NPOBKOI,
3rigHo 3arasnibHoil cTaTTi 3.2.1. CknsHi
KOHTeliHepn Ansa dhapmaLleBTUYHOro
3acTocyBaHHs, JPY.
3MmiHu | TUNY - 3MiHK 3 SKocTi. AdI.
Cucrema
KOHTeliHep/3akKyrnopoBasibHWii 3aci6.
3MiHu napameTpiB cneuudikawii
Ta/abo [onyCcTUMUX MeX, 3a3HaYeHnx
y cneyudpikauisx, gns
6e3nocepeaHbol ynakoBku Ad|
(oonoBHeEHHS cneumdikaLii HOBUM
NoKa3HUKOM Ta BifMoBigHMM METOL0M
BMNPOGYBaHHS) 3MiH 40
peecTpadiiHoro gocke 13 NoB’si3aHi
3 BHECEHHSAM 3MiH go p. 3.2.S.6.
Cucrema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
ana A®l Onia xvento, a came
BHECEHHS NokasHuka «IponyckaHHs
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Ymosu

Pexknamys

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

BionyckKy

aHHs*

peecmpayjitiHo2o

nocBi04€eHHs

cBiTNa» A0 cneundikauii Ana BXigHOro

KOHTPOI0 Ha Ha dhnakoH (byTens) 3

TEMHOro Ckna Ta npuTepTor I'Ip06K0}0,

3rifHo 3arasibHoil cTaTTi 3.2.1. CKNsHi
KOHTeliHepy AnsA dhapmaueBTUYHOro
3actocyBaHHs, AdPY. 3MiHu | Tuny -
3MiHu 3 akocTi. A®l. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6.
3MiHM napameTpiB cneuudikawii
Ta/abo [onycTUMUX MeX, 3a3HaYeHnx
y cneyudpikauisx, gns
6e3nocepeaHbol ynakoBku Ad|
(oonoBHeEHHS cneumdikaLii HOBUM
NoKa3HUKOM Ta BifMoBigHMM METOL0M
BMNPOGYBaHHS) 3MiH 40
peecTpadiiiHoro gocke 13 NoB’si3aHi
3 BHECEHHSAM 3MiH go p. 3.2.S.6.
Cucrema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
ana A®l Onia xvento, a came
BHECEHHS nokasHuka «losepxHeBa
rigponiTMYHa CTIfKICTb» Y
cneumdikaLito AN BXiZHOro KOHTPOIO
Ha thriakoH (6yTenb) 3 TEMHOrO ckna
Ta NpuUTEPTOI0 NPOBKOHO, 3rigHO
3aranbHoi cTartTi 3.2.1. CkasHi
KOHTeliHepy Ans dpapMaLeBTUYHOro
3acTocyBaHHs, JdY.

3a

UA/12202/01/01

106.

KYBAH®

TabneTky po3unHHI
no 100 wmr; no 30
abo no 120
Tabnetok y
nonieTnneHoBoMy
donakoHi; no 1
donakoHy y
KapTOHHIA KopoobLi

BioMapuH
IHTEpHeLUHN
NimiTen

IpnaHgis

BMPOGHMLTBO
Hepo3acoBaHol
NPOAYKLUii, NepBUHHE
nakyBaHHs y do1lakoHn
Ta KOHTPO/1b SAKOCTI
niKapcbKoro 3acoby:
Ekcenna N'm6X eHpg, Ko.
K, HimevuunHa;
KOHTPO/b AKOCTI
nikapcbKoro 3acoby
(MikpobHe TecTyBaHHS):
Nab6op JIC CE eHg Ko.
KI, HimeyunHa a6o CIr'C
IHCTUTYT ®PpeseHiyc
M6X, HimeyunHa,;
MapKyBaHHsi dh/1aKoHiB

Himeuunna/
Ipnangis

Ta BTOPUHHE NaKyBaHHA:

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHK Y npoLieci
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro
3aco6y, BK/IKOUYAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA Mpw
BMPOOHWLTBI FOTOBOIO /iKapCbKOro
3acoby (He3Ha4Ha 3MiHa y npoLeci
BMPO6HMLTBA) - He3HauyHa 3MiHa B
npoueci BupobHuuTea /13, a came:
BK/IIOYEHHS AOAATKOBOT cTajii
npocitoBaHHsA ans Adl 3
BUKOPVCTaHHAM CUTa 3 HEepPXaBito4oi
ctani 35 mesh (0.5 mm) nepeg
3MiLllyBaHHAM Y BUPO6HMLTBI /13 Ha
BUPOGHMUI AinbHULi Ekcenna TmeX

peyerimom
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

MinnmayHT Xenckeap
Nta, Ipnangis abo
BioMapwvH IHTepHeLwH
Nimites, lpnaHgis;
BiANOBIAa/IbHUI 3a
BMMYyCK cepii: BioMapuH
IHTepHeLwHN MlimiTes,
IpnaHgjs

eHp Ko. K, HimewuunHa 3 pegakuiiiHoo
3MiHOW o p.3.2.P.7.1.3 Cneuudikauis
NS KaHICTPK 3 OCyLLyBayeM, a cave:
BUAAIEHHS iHCbopMaLii Npo ToBapHWiA
3HaK «Sorb_[t®» ansa kaHicTpu 3
ocyLuyBayeM, sika NoMILLaeTbCa Ha
KOXHWIA chnakoH ans MN3; 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa
y TepMiHax npuaaTHOCTI a6o ymoBax
36epiraHHs rOTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHK) - BuganeHHs
NOCWNaHHS Ha BUNPOBYBaHHS
LLIOPIYHMX cepiii i3 p.3.2.P.8.2 ans
"3, OCKiNbKV BBaXKAKOTLCA NNLLE
BUMOroro GMP; 3MiHu | Tuny - 3miHn 3
AKOCTi. [0TOBWIA Nikapcbkuit 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb a60 A0NYCTUMUX MEX,
BCTaHOBNEHNX Y cneuudikauisx, nig,
yac BMPOOHWLTBA FOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHA abo
3amiHa BUNpobyBaHHs B NPOLECi
BMPOGHMLTBA 3a pe3ysibTatamm
nocnigpkeHb 3 6e3neky abo AKOCTI) -
Mepernsg KOHTPOsIO B NPOLECi
BMpo6HULTBA (IPC) Ha KinbKicHWiA
BMICT canponTepuHy aurigpoxaopuay,
a came NPOMOHYETLCA 3aMiHUTK Lieit
KOHTPO/b B NpOLLeCi BUPOGHMLTBA,
BUMIipsiHWIA ansa 300 mr i3
KOMMO3MTHOro 3pa3ka mMacoto 1,
B3ATOTO 3 LIeHTPY HaniBKOHYCHOrO
3MillyBaya, Ha O4HOPIAHICTL CyMiLli Ha
3paskax no 300wmr, B35TKX i3 10 micLb
Nno BCbOMY 06’eMy 3MillyBaya

107.

NAMIKTAN

Tabnetku no 25 mr;
no 15 TabneTtok y
6nictepi 3
nonisiHinxnopua/an
IOMiHIEBOI (hoNbIK i3
CUCTEMOIO 3aXUCTY
Bif AiTeld; no 2
6nictepu B
KapPTOHHI KOpooOLyi

nakcoCmit
Knsiin
Excnopt
NimiTen

Benwvka
BpuTtaHis

Oendhapm Mo3HaHb C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akKyrnopoBaibHWii 3aci6.
3MiHa y NepBUHHII ynakoBLi r0OTOBOro
niKapcbKoro 3acoby (iHwWi 3MiHu) -
BHeceHHs 3MiH fo maTepianis
peecTpadiiiHoro gocbe /13 Jlamiktan,

3a
peyenmom

He
nidnsieae

UA/0452/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

Tabnetkv no 25 mr, no 50 Mr Ta no
100 mr, a came 3MiHa chopmarty
6nictepa 3 10 TabneTok y 6sicTepi Ha
15 TabneTok y 6nictepi 6€3 3MiHn
3aTBEPMKEHUX MaTepiasis Ans
BUrOTOBJIEHHS MEPBUHHOI YNaKoBK
N3, BTOpUHHOT ynaxkosku M3,
KiNIbKOCTi OAMHWLb NiKapCbKOro 3acoby
B ynakoBui (Ne30), 3 BignoBigHMu
3MiHaMK y p. «YnakoBka». 3MiHK
BHECEHO B iHCTPYKLIO0 4518 MEANYHOIO
3aCTOCYBaHHS iKapCbKoro 3acoby y
po3ain «YnakoBka» 3 BiANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHS
YMaKoBKM MiKapcbKoro 3acoby.
BBeneHHs 3MiH NpoTAroM 6-Tu micsuis
nicns 3aTBepAkeHHs

108.

NAMIKTAN

TabneTku no 50 mr;
no 15 ta6neTtok y
6nictepi 3
nonisiHinxaopua/an
IOMiHIEBOIT
onbru/nanepy i3
CUCTEMOIO 3aXUCTY
Bif AiTeld; no 2
6nictepn y
KapTOHHIA KopoobLi

nakcoCmit
Knsiin
Ekcnopt
Nimiteq

Benuka
BpuTaHis

Oendapm Mo3HaHb C.A.

Monba

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
Cucrtema
KOHTeliHep/3akKyrnopoBasibHWiA 3aci6.
3MiHa y NepBUHHIN ynakoBsL,i roOTOBOro
nikapcbKoro 3acoby (iHWi 3MiHu) -
BHeceHHs 3MiH [0 maTepianis
peecTpauiinHoro gocbe N3 Slamikran,
Tabnetku no 25 mr, no 50 Mr Ta no
100 wmr, a came 3MiHa chopmarty
6nictepa 3 10 TabneTok y 61icTepi Ha
15 Tabnetok y 6nictepi 6e3 3miHn
3aTBEpAXEHMX MaTepianis Ans
BUrOTOB/IEHHA NEPBUHHOT YNaKoBKK
'N3, BTOPVHHOI ynakosku 13,
KiNbKOCTI OAUHMWL JiKapPCbKOro 3acoby
B ynakosuj (Ne30), 3 BignoBigH1MK
3MiHamMu y p. «YnakoBka». 3MiHN
BHECEHO B iHCTPYKLl0 415 MELUYHOrO
3aCcTOCYyBaHHSA NikapCcbkoro 3acoby y
po34in «YnakoBkax» 3 BiANOBIAHUMY
3MiHaMW y TEKCTi MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepKeHHs

3a
peyenmom

He
nionsieae

UA/0452/02/02

109.

NAMIKTAN

Tabnetku no 100 wr;
no 15 TabneTtok y

nakcoCwmit
Knsiin

Benvka
BputaHis

Lendapm MosHaHb C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpaliiHnX
Marepianis: 3miHu | Tuny - 3MiHu 3

3a
peyenmom

He
nionsicae

UA/0452/02/03
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
6nictepi 3 Ekcnopt sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
nonisiHinxnopug/an Niviteq Cucrema
IOMiHIEBOT KOHTeliHep/3akKyrnopoBanbHWii 3acib.
onbru/nanepy i3 3MiHa Y NepBUHHIli yNakoBLji roTOBOro
CUCTEMOIO 3axXUCTY nNikapcbKoro 3acoby (iHLwi 3MiHu) -
Big AiTeit; no 2 BHeceHHs 3MiH f0 mMaTepianis
6nictepn y peecTpadiiiHoro gocke N3 Mlamikran,
KapTOHHI/ Kopoo6Li Tabnetkv no 25 mr, no 50 Mr Ta no
100 wr, a came 3MiHa dhopmarty
6nictepa 3 10 TabneTok y 6nicTepi Ha
15 TabneTok y 6nictepi 6e3 3miHn
3aTBEpMXEHUX MaTepiasiiB Ans
BUrOTOB/IEHHSI MEPBUHHOI YNaKOBKY
N3, BTOpUHHOT ynakosku M3,
KiNIbKOCTi 0AMHWLb NiKapCbKOro 3acoby
B ynakosLi (Ne30), 3 BignosigHUMM
3MiHaMK y p. «Ynakoska». 3MiHu
BHECEHO B iHCTPYKLt0 415 MEAUYHOrO
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ain «Ynakoska» 3 BiANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs
110. | NAMIKTAN Tabnetku no 25 mr; nakcoCwmit Benvka Oendhapm MosHaHb C.A. MonbLa BHECEHHS 3MiH 0 peecTpaviinHmx 3a - UA/0452/02/01
no 15 tabnetok y Knsiin BpuTtaHis marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
6nictepi 3 Ekcnopt akocTi. A®l. BupobHMUTBO. 3MiHa
nonisiHinxnopua/an NimiTen BMPOBHMKA BMXiAHOrO/NMPOMIXXHOrO

IOMiHIEBOI (hoNbIK i3
CUCTEMOIO 3aXUCTY
Bif AiTeld; no 2
6nictepu B
KapTOHHIA KopoobLi

nNpoayKTy/peareHTy, LWo
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKIOvatoun, fie HeobXxigHo, micue
nNpoBefieHHA KOHTPO0 AKocTi) A®I (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONenchbkili
dhapmakonei y 3aTBepKeHOMy [0CbE)
(iHWi 3miHW) - 3amiHa
3apeecTpoBaHOro BUPOGHMKa
BUXIZAHOrO MaTepiany amiHoryaHignHy
GikapboHaTy, sIKu1li BUKOPUCTOBYHOTb
AN BUPOBHMLTBA Ait040i peYOBUHN
namoTpuxunHy, Hebei Smart
Chemicals Co., Ltd, KuTaii, Ha HoBOro
nocTavasnbHvKa AaHoro NPOMKHOro
npoaykty Gulang Hailun Fine
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

Chemical Co. Ltd., Kutaii, 6e3 3MiH y
BMPOGHMYOMY NpoLiecy Ta
cneuudikauisix MPOMiIXXHOTO KOHTPOJTHO
AKOCTI. Knacudpikauis 3miHu, sk
Henepeg6ayeHoi 06ymoBneHa TUM,
LL|0 3anponoHOBaHa HoOBa BUPOGHMYA
[iNbHULSA He HaNeXWTb [0 TiEl X rpynu
KOMMaHIl, WO Ii 3apeecTpoBaHuii
BVMPOGHWK, SKWIA 3aMpONoHOBaHWi 40
BUIyYEHHS

111.

NAMIKTAN

Tabnetku no 50 mr;
no 15 tabnetok y
6nictepi 3
nonisiHinxnopua/an
IOMiHiEBOT
donbru/nanepy i3
CMCTEMOIO 3aXUCTY
Big, AiTeid; no 2
6nictepn y
KapTOHHI Kopoo6Li

nakcoCmit
KnsaiiH
ExcnopTt
Niviteq

Benvka
BpuTaHis

Lendapm MosHaHb C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOr0/NPOMKHOTO
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci Adl, abo 3miHa BUpoOHMKa
(BrIrovatoum, fie HeobXigHo, Micue
npoBeAeHHA KOHTPOso AkocTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBponeiichbkili
chapmakonei y 3aTBepAKeHOMY [0CbE)
(iHWi 3miHK) - 3amiHa
3apeECcTPoBaHOro BUPO6HMKa
BUXIAHOrO MaTepiany amiHoryaHiguHy
6ikapboHaTy, SKuii BUKOPUCTOBYHOTb
AN BUPOBHMLTBA Ai040i peYOBUHM
namoTpuxuHy, Hebei Smart
Chemicals Co., Ltd, KuTaii, Ha HoBOro
noctadyasibH1Ka AaHoro NPOMiKHOro
npogykty Gulang Hailun Fine
Chemical Co. Ltd., Kutaii, 6e3 3MiH y
BMPOBGHMNYOMY MpoLiecy Ta
cneungikaLisx NPOMKHOI0 KOHTPO/IHO
AkocTi. Knacudikauis 3miHu, Sk
Henepefb6ayeHoi 06yMoBieHa THM,
LL|0 3anponoHoBaHa HOBa BUPOGHMYA
OiNbHULA He HaNeXuTb A0 Tiel X rpynum
KOMMaHilA, Lo Ii 3apeecTpoBaHuii
BMPOGHWK, SKMiA 3aNponoHOBaHuii 40
BUJTYY4EHHS

3a
peyerimom

UA/0452/02/02

112.

NAMIKTAN

Tabnetku no 100 wmr;
no 15 ta6netok y
6nictepi 3
nonisiHisixnopua/an

nakcoCmit
Knsii
Ekcnopt
JNimiTen

Benuka
BputaHis

Oendhapm Mo3HaHb C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
SKOCTi. A®l. BUpo6GHMLTBO. 3MiHa
BMPO6GHMKA BMXiAHOTO/NMPOMIXHOro

3a
peyenmom

UA/0452/02/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

IOMiHIEBOT
honbru/nanepy i3
CUCTEMOIO 3aXUCTY
Bif AiTeld; no 2
6nictepn y
KapTOHHIA KopooLi

NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y BUPOBHNYOMY
npoueci Adl, abo 3miHa BUpoOHMKa
(BKNtOYatoumn, ae HeobxigHO, Micue

npoBefeHHs KOHTPOsIo skocTi) AP (3a

BiICYTHOCTI cepTudikata

BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepKeHOMY [,0CHE)
(iHWi 3miHKW) - 3amiHa
3apeECTPOBaHOro BUPO6HMKa
BMXi4HOrO Matepiany amMiHoryaHiguHy
6ikapboHaTy, SKu1ii BUKOPUCTOBYHOTb
0151 BUPOOHULTBA Ait04OI peYOBUHN
namoTtpumxunHy, Hebei Smart
Chemicals Co., Ltd, KuTaii, Ha HoBOro
noctayanbH1Ka AaHoro NPOMiKHOro
npogykty Gulang Hailun Fine
Chemical Co. Ltd., Kutaii, 6e3 3MiH y
BMPOGHMYOMY MpoLiecy Ta
cneumdikaLissx MPOMiIXXHOIO KOHTPO/IHO
AkocTi. Knacudikauis 3miHu, Sk
Henepea6ayeHoi 06ymMoBneHa TUM,
LLIO 3anponoHoBaHa HoBa BMPOGHMYA
AiNbHULA He HaNeXnTb [0 TiET X rpynu
KOMMaHilA, LWo i 3apeecTpoBaHuii
BMPOGHWK, KW 3aNpONoHOBaHWi A0
BUJIyYEHHS

113.

NAMIKTAN

TabneTtku, Wo
AncnepryrTbes, no
5 wmr; no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KopoobLi
abo no 30 TabneTok
y hnakoHi; no 1
donakoHy B
KapTOHHI KOpooLi

nakcoCmit
Knsiin
Excnopt
NimiTen

Benwvka
BpuTtaHis

Oendhapm Mo3HaHb C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. BupobHMUTBO. 3MiHa
BMPOBHMKA BUXiAHOrO/NMPOMIXHOrO
npoayKTy/peareHTy, LWo
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKA
(BKIOvatoun, fie HeobXxigHo, micue
nNpoBefieHHA KOHTPO0 AKocTi) APl (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONenchbkili
dhapmakonei y 3aTBepKeHOMy [0CbE)
(iHWi 3miHW) - 3amiHa
3apeecTpoBaHOro BUPOGHMKa
BUXIZAHOrO MaTepiany amiHoryaHignHy
GikapboHaTy, sIKu1ii BUKOPUCTOBYHOTb
AN BUPOBHMLTBA Ail040i peYOBUHN
namMoTpumknHy, Hebei Smart

3a
peyenmom

UA/0452/01/01
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Ymosu

Pexknamys

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

BionyckKy

aHHs*

peecmpayjitiHo2o

nocBi04€eHHs

Chemicals Co., Ltd, KuTaii, Ha HoBOro
noctayasibH1Ka AaHoro nNpPoMiXKHOro
npoaykty Gulang Hailun Fine
Chemical Co. Ltd., Kutaii, 6e3 3MiH y
BMPOGHMYOMY NpoLiecy Ta
cneuudikauisix MPOMiIXXHOTO KOHTPOJTHO
AKOCTI. Knacudpikauisi 3miHu, sk
Henepeg6ayeHoi 06ymoBneHa TUM,
LL|0 3anponoHOBaHa HoBa BUPOGHMYA
[INbHULSA He HaNeXWTb [0 TiEl X rpynu
KOMMaHil, Lo Ii 3apeecTpoBaHuii
BVMPOGHWK, SKWIA 3aMpONoHOBaHWi 40
BUIyYEHHS

3a

UA/0452/01/03

114.

NAMIKTAN

TabneTtku, Wwo
[AVCnepryTbes, no
50 mr; no 14
TabneTtok y 6nicrepi;
no 2 6nictepu B
KapTOHHIA KopooLi

nakcoCmit
KnsaiiH
ExcnopTt
Niviteq

Benvka
BpuTaHis

Lendapm MosHaHb C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOr0/NPOMIKHOTO
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHLCS Y BUPOOHNYOMY
npoueci Adl, abo 3miHa BUpoOHMKa
(BrIrovatoum, fie HeobXigHo, Micue
npoBeAeHHA KOHTPOso AkocTi) APl (3a
BifICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili
chapmakonei y 3aTBepAKeHOMY [0CbE)
(iHWi 3miHK) - 3amiHa
3apeECcTPoBaHOro BUPO6HMKa
BUXIAHOrO MaTepiany amiHoryaHiguHy
6ikapboHaTy, SKuii BUKOPUCTOBYHOTb
AN BUPOBGHMLTBA Ai040i peYOBUHM
namoTpuxuHy, Hebei Smart
Chemicals Co., Ltd, KuTaii, Ha HoBOro
noctadyasibH1Ka AaHoro NPOMiKHOro
npogykty Gulang Hailun Fine
Chemical Co. Ltd., Kutaii, 6e3 3MiH y
BMPOGHMYOMY MpoLiecy Ta
cneungikaLisix NPOMKHOIo KOHTPO/IKO
AakocTi. Knacudikauis 3miHu, Sk
Henepefb6ayeHoi 06yMoBeHa THM,
LL|0 3anponoHOBaHa HOBa BUPOGHMYA
OiNbHULA He HaNeXuTb A0 TiEl X rpynum
KOMMaHilA, Lo Ii 3apeecTpoBaHuii
BMPOGHWK, SKMiA 3anponoHOBaHui 40
BUJTYY4EHHS

peyerimom

UA/0452/01/04

115.

NAMIKTAN

TabneTtku, o

nakcoCmit

Benvka

MonbLa

Hendpapm MosHaHb C.A.

BHECEHHS 3MiH 10 peecTpaLiiHNX

3a
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

AncnepryoTbes, No
100 wmr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI/ Kopoo6Li

KnsiiH
Excnopt
NimiTen

BpuTaHis

mMartepianis: 3MiHu | TNy - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MmiHa
BMPOGHMKA BUXIAHOr0/NPOMKHOTO
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y BUPOBHNYOMY
npoueci Adl, a6o 3miHa BUpoOHMKa
(BKNtOYatoumn, ae HeobxigHoO, Micue
npoBefeHHs KOHTPOsIo skocTi) AP (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepKeHOMY [,0CLE)
(iHWi 3miHW) - 3amiHa
3apeECTPOBaHOro BUPO6HMKa
BMXi4HOrO Matepiany amMiHoryaHiguHy
6ikapboHaTy, SKu1ii BUKOPUCTOBYHOTb
0151 BUPOOHULTBA Ait04OI peHOBUHN
namoTtpumxunHy, Hebei Smart
Chemicals Co., Ltd, KuTaii, Ha HoBOro
noctayanbH1Ka AaHoro NPOMiKHOro
npogykty Gulang Hailun Fine
Chemical Co. Ltd., Kutaii, 6e3 3MiH y
BMPOGHMYOMY MpoLiecy Ta
cneumdikaLissx MPOMiIXXHOIO KOHTPOSTHO
AkocTi. Knacudikauis 3miHu, Sk
Henepea6ayeHoi 06ymMoBneHa TUM,
LLIO 3anponoHoBaHa HoBa BMPOGHMYA
AINbHNLA He HaNeXxuTb [0 TiET X rpynu
KOMMaHilA, LWo i 3apeecTpoBaHuii
BVMPOGHWK, KW 3anpONoHOBaHWi A0
BUJIyYEHHS

peyenmom

116.

NAMOTPUH
100

Tabnetku no 100 wr,
no 10 TabneTtok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHIM nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKocTi. CepTudikaT BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkiin
thapmakonei/MmoHorpadoii. MogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTugikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHoro
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; 4N ONOMIXHOT
peyvyoBuHK (cepTudcpikaT BigNOBIAHOCTI

3a
peyenmom

UA/2112/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

€Bponelicbkilt hapmakonei) - Howii
cepTtudikaT Bif, HOBOro BUPOGHMKa
(3amiHa abo [OMOBHEHHS)

noJaHHsa HoBOro cepTtucpikata
BIANOBIAHOCTI EBPONENChbkili

chapmakonei Ne R1-CEP 2013-066 -

Rev 01 ana A®| namoTpuaxuHy Big

HOBOTO a/lbTEPHATMBHOTO BUPOGHUKA

I0OL Chemicals and Pharmaceuticals

Ltd., India.

117.

NAMOTPUH
25

Tabnetku no 25 mr,
no 10 TabneTok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHIM navi

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma CrapTt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
aKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudikaT BiANoBIgHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignNoBIigHOCTI
€poneiicbkiii hapmakonei: ana Adl;
LA BUXigHOro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hosuia
cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo AONOBHEHHS)
noJaHHsa HOBOro cepTtucpikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei Ne R1-CEP 2013-066 -
Rev 01 ana A®I namoTpuakuHy Big
HOBOTO a/lbTEPHATVBHOIO BUPOGHUKA
IOL Chemicals and Pharmaceuticals
Ltd., India.

3a
peyerimom

UA/2112/01/03

118.

NAMOTPUH
50

Tabnetku no 50 mr,
no 10 TabneTtok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHI nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | TUny - 3MiHK 3
sKocTi. CepTudpikaT BignoBigHOCTI/lE-
cepTuqikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBNIEHOro cepTudikata
BIAANOBIAHOCTI 260 BUNYyYEHHS
cepTugikaTa BignoBigHOCTI
€Bponeiickkiin dhapmakonei: ans Adl;

3a
peyenmom

UA/2112/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponelicbkii hapmakonei) - Houii
cepTudgikar Bif HOBOro BUpOBOHUKaA
(3amiHa abo [OMNOBHEHHS)
NnoAaHHA HOBOrO cepTudikata
BiANOBIAHOCTI EBpONeichbkili
chapmakonei Ne R1-CEP 2013-066 -
Rev 01 ana A®I namoTpumkuHy Big
HOBOTrO a/lbTEPHATVBHOIO BUPOGHUKA
IOL Chemicals and Pharmaceuticals
Ltd., India.
119. | NATAHOMPO | piauHa (cy6cTaHuisn) Yemo IcnaHis IHaycTpiane Kimika, ITania BHECEHHS 3MiH 0 peecTpaviinHmx - - UA/12626/01/01
CT Y CKIAHUX |6epika, C.A. c.p.n. mMarepianis: 3miHu Il Tuny - 3MiHn 3
dhnakoHax ans AKoCTi. A®I. (iHLi 3MiHX) OHOB/IEHHSA
BMpPOBGHULTBA DMF Ha A®| naTtaHonpocTy Bif
CTepUIbHUX Ta 3aTBEpMAKEHOro BMpobHuka Industriale
HecTepusbHUX Chimica, S.R.L, ITanif. 3aTBepmkeHo:
nikapcbknx hopm DMF Bepcis 2021/06/04.
3anponoHoBaHo: DMF Bepcis
2022/10/14
BHacnigok oHoBneHHs DM F,
BiAOYyIMCS 3MiHN B METOAj KOHTPO/HO
3a NOKa3HMKOM «[oMilika H», a Takox
B pO3/iNi «YnakoBka.
120. | IEBO®JZIOKC | nopoLuok Yemo IcnaHis Kimika CiHTeTika, C.A. Icnanis BHECEHHS 3MiH 40 peecTpaliiHnX - - UA/14592/01/01
AUNHY (cy6eTaHuis) y 16epika, C.A. MaTtepianis: 3MiHu Il Tuny - 3miHn 3
FEMITIAPAT noABiHNX aKkocTi. A®L. (iHwi 3miHK). MNMogaHHa
noslieTUIEHOBMX oHoBneHoro AM® Bepcisi: LC-QS3-
nakeTtax gnsa ED.O1-E-EP-MARCH 2022
hapmaLeBTUYHOTO (nonepepnHs Bepcis LV-QS2-ED.07-E-
3aCTOCYBaHHs EP-OCTOBER 2020)
121. | NEMTPAZA KOHUeHTpaT ons TOB Ykpaina BTOpuHHE nakyBaHHSA, BEJIMKA BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/17376/01/01
pO34UMHYy AN "CaHodpi- MapKyBaHHs, 36epiraHHa | BPUTAHIA/ marepianis: 3miHu | Tuny - 3miHu 3 peyenmom nionsi2ae
iHcpysiii no 12 mr/1,2 ABeHTIC "'N3 Ta Bunyck cepii: IpnaHgis/ sKocTi. FoToBMIA Nnikapcbkuii 3aci6.
m; Ne 1: no 1,2 mn YkpaiHa" FOPOEWTMIAW FOKEW HimeyunHa CT1abifibHICTb. 3MiHa Y TepMiHax

y hnakoHi, no 1

chnakoHy y
KapTOHHiA KopooLi

NIMITEA, BENUKA
BPUTAHIA
BTopuHHe nakysBaHHs,
MapKyBaHHS, 36epiraHHs
'N3 Ta Bunyck cepii:
[xeH3aiim lpnaHg

npuaaTtHocTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby
(36inbLUEHHSA TepMiHY NpUAATHOCTI
roToBOro NikapcbKoro 3acoby) -
36i/bLIeHHS TEPMiHY NpuAaTHOCTI
niKkapcbKoro 3acoby
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
Nimiten, IpnaHgis 6ionoriyHoro/iMyHo0r4YHOro
BMPOGHMLTBO MOXOPKEHHSA HA OCHOBI pe3y/bTarTiB
(fill-finish/nepBuHHe JocnigpkeHb cTabinbHOCTI,
nakyBaHHs1) KOHTPO/1b npoBeeHuX BifnoBigHO A0
SKOCTi (B npoueci 3aTBepPAXEHOro NPOTOKOSTY.
BVMPOGHMLTBA, KOHTPO/b 36i/bLUeHHS TEPMiHY NpuAaTHOCTI
AKocTi 13, BKIYaum roTOBOrO J1iKapCbKOro 3acoby
TecTyBaHHSA 415 OLLiHKN 3arBepmkeHo: 3 poKu.
CTEepPUNLHOCTI | BMICTY 3anponoHoBaHo: 4 poku. 3MiHu
MiKpOOpraHi3miB), TeCTu BHECEHO B IHCTPYKLi0 AN MeauyHoro
Ha CTabiNbHICTb): 3acTOCYyBaHHSA NikapCbKoro 3acoby y
BepiHrep IHrenbxaim po3ain «TepMiH NpUAATHOCTI».
dapma 'm6X i Ko. KI, BBeneHHs1 3MiH NpoTAroM 6-Tu micsauis
Himeuunna nicns 3aTBepKeHHs.
TeCTyBaHHS A/19 OLLiHKM
CTepWIbHOCTI | BMICTY
MiKpOOpraHi3mis
(anbTepHaTMBHA
na6oparopis):
Ec Oxi Ec IHcTUTYT
®peseHiyc Mm6X,
HimeyunHa
122. | NETPAM KOHLeHTpaT Ans Acnipo IHAiA Acnipo ®apwma flimiteq IHAiA BHECEHHS 3MiH 0 peecTpavLinHmx 3a He UA/17233/01/01
pPO3UMHy AN dapma mMartepianis: 3mMiHu | TNy - 3MiHW WOA0 | peyernmom niossieae
iHcpysiid, 100 mr/mn; NimiTen 6e3nekn/edheKTUBHOCTI Ta

no 5 mn (500 mr) y
chnakoHi, no 1 abo
no 10 donakoHiB y
Kopoo6ui

hapmakoHarnsigy. 3miHu y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHMX
nNiKapcbKunx 3acobiB Nic/isi BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaflaHHA XOLHMX HOBMX [A0AATKOBUX
AaHvX). 3MiHV BHECEHI [0 iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA
nNiKapcbkoro 3acoby y po3aimn
"Moka3aHHs" (YTOUYHEHHS iHchopmaLii),
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaa0”, "3aartHicTb
BNAMBATU Ha WBWAKICTb peakLiii npu
KepyBaHHi aBTOTpaHCNopToM abo
iHLWUMK MexaHismammn®, "Cnoci6
3acTocyBaHHA Ta gosn”, "Aitn"
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

(peparyBaHHs), "INo6IYHI peakwui”
3rigHO 3 iHhopmavieto Wwoao
MeAMYHOro 3acTOCyBaHHSA
pedrepeHTHOrOo /iKkapcbKoro 3acoby
(Keppra® 100 mg/ml (500 mg/5ml),
concentrate for solution for infusion).
BBefeHHs 3MiHM NPOTAroM 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS.

123.

NINCTEP

Kpem 5% no 5ry
Ty6i; no 1 Ty6i y
nauuj 3 KapToHy

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
akocTi. A®l. KoHTponb AdL. 3miHa y
mMeToJax BUNpobyBaHHs AdD| abo
BUXIAHOIO MaTepiany/npoMixXHOro
nNpoayKTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLIECI
BUPO6HMLTBA AD| (HE3HAYHI 3MiHM Y
3aTBEPMAKEHNX MeTogax
BMNPOGYBaHHS)
3MiHM B MeToZi BunpobyBaHHs AdPI
BMPO6HMKa /13 33 NOKa3HUKOM
«AumeTtunamin» (APY, €, 2.2.29,
2.2.46). 3MiHn | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyueHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKUM
LinbHULi ans A®l, npoMiXHOro
NpoAyKTy abo roTOBOro NiKapcbKoro
3aco6y, AiNbHULI ANS NPoBeAEeHHS
nakyBaHHs1, BUPOGHMKa,
BiANOBIAA/IbHOrO 3a BMUNYCK Cepii,
MicLLe MpOBeAEHHS KOHTPO/IIO cepii)
abo noctavasibHMKa BUXIAHOMO
marepiany, peareHTy abo AONOMIKHOT
PEYOBVHM (SKLLO 3a3HAYEHO Y [OCHE) -
BUyYeHHs BUpo6HMKa APl Quimica
Sintetica, S.A., Spain. 3a/MwaeTbCA
iHLWNI 3aTBEPAKEHNI BUPOGHIK ADI —
Hetero Drugs Limited, IHajis.

6e3
peyenma

UA/1325/01/01

124.

NIPA®

PO34MH OpasibHUA,
100 mr/mn; no 30 mn
a6o 60 mny
donakoHi; no 1
donakoHy pasom 3i
Lnpuuem-
[03aTopoM Y nauuj 3
KapToHy

AT
"®apmak”

YkpaiHa

AT "®dapmak"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaliiHnX
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa y ckiagi
(8onomikHMX pevyoBrHax) roToBOro
nikapcbkoro 3acoby (cMakoBi f06aBku
abo 6apBHUKK) - [logaBaHHs,
BU/TyYEHHs1 a60 3aMiHa. 3MiHa

3a
peyenmom

He
nionsieae

UA/13370/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

CMakoBOi f06aBKW: apoMaTun3arop
xapuosuin «[MonyHuus 653, 665»
3aMiHIOETLCA Ha apomaTu3aTop
«[onyHnUs», BUPOGHULTBA KOMNaHi|
JAR Aromaty Sp. z.0.0. Sp.k,
MonbLa, 6e3 3MiHN KiNIbKICHOro BMICTY
[aHoi ONOMDKHOT peqyoBUHN Y
npenapari.
3MiHU BHECEHI B iIHCTPYKLit0 An1s
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
3acoby y po3gin "Cknag" (4onomikHi
peYoBUHM) 3 BiANOBIAHMMYN 3MiHAMU B
TEKCTi MapkyBaHHS YNakoBOK.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHI B TEKCT MapKyBaHHS Ha
NepBUHHI Ta BTOPUHHII ynakoBsLi
NiKapcbKoro 3acoby LWOoA0 BUIYYEHHS
TEKCTY POCIliCbKOK MOBOIO Ta A0AAHHSA
Ha3BY Ail040I PEYOBUHU YKPATHCHKO
MOBOIO.
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKEeHHS.

125.

NOMEKCUH®

Kancynu BariHasibHi
M’siki no 600 mr; no 1
abo no 2 kancynuy
6nictepi, no 1
6nictepy B
KapTOHHIA KopooLi

Pekopgari
Aineng NTp,

IpnaHgis

KaTaneHT Itani C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b AOMOMDKHUX PEYOBWH.
3miHa napameTpiB cneuudikawliii
Ta/abo fonycTMMUX MexX A5
[OMNOMDKHOT peyoBuHM (y pasi
BiJCYTHOCTi MOHOrpadii Ha AOMOMKHY
peyoBuHy y ®Y, EBponeiicbkiii
thapmakonei abo iHLWi HauioHaNbHIl
hapmakonei gepxasu €C, 3MiHa
BHYTPILUHLOT cneundikavii Ha
MoHorpadito HeodiLiHoT hapmakonel
abo chapmakonei TpeTbOoi KpaiHu)
OHOBNEHHSA creundikaLii, meToais
KOHTpO/I0, Banigavii MeToamk Ta
06I'pyHTYBaHHA cnevudikauii ans
[0NOMDKHOT peyoBvHU "JTelnTuH
COEBMIN" 3 BHYTPILIHBbOI MOHOTrpadii 40
MoHorpaddii USP. 3miHu | Tuny - 3MiHn

6e3
peuenma

UA/6094/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili

thapmakonei/MoHorpadii. 3MiHu,
noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS
Y BigNoBigHICTb A0 MoHorpadii DY
abo E€sponelicbkoi hapmakonei, abo
iHLWOT HauioHasTbHOT thapmakonei
aepxasu €C (3miHa y cneuudikauii
HechapmakoneiiHoro A®| ans
npuBeeHHs Yy BiANOBIAHICTb A0 BUMOT
[dY abo €sponelicbkoi hapmakonel,
abo iHWOI HauioHasIbHOT hapmakonet
fepxasu €C) - lonomixHa
peyoBuHa/BUXIQHWIA MaTepian Ans
BMpo6HUUTBa AP . MNprBeaeHHs
cneumdikaLii 4ONOMIXHOI pe4OBUHM
"MapadiH 6inuniA, M'aknin" go airoyoi
pefakuii Esponeiicbkoi dpapmakonei.

126.

NOPHAJLO

niodpinizar gns
PO34UHY A5 iH'EKL
no 8 mr; no 8 mr
niodpinizaty ans
PO34UHY A5 iH'EKLLA
y thnakoHi B
KOMMAEKTi 3 2 MN
po3unHHKKa (Boga
Ans iH'ekuUili) B
amnyni; 1 dpnakoH 3
niodpinizatom A
PO3YUHY A5 iH'EKLLlA
Ta 1l amnyna
PO34MHHVKA B
KapTOHHI Kopobuyj;
3 dhnakoHu 3
niodpinizatom A4
PO3YUHY A5 iH'EKLLlA
Ta 3 amnynu
PO34MHHVKA B
KOHTYPHili
YapyHKOBIl
ynakosui, 1
KOHTYpHa YapyHkoBa
ynakoBka B
KapPTOHHI KOpooOLyi

TOB
"YOPN[,
MEANLIH"

Ykpaina

Medpap Inau CaH. A.LL.

TypeuunHa

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (Bk1oYatouy dianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby
(36inblueHHs go 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIPOM)
36iNbLUEHHS po3Mmipy cepii /13
3arBepmkeHo: 12 51 3anpornoHoBaHo:
115 n (76 666 hnakoHiB)

3a
peyerimom

UA/18503/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
127. | NO®I-500 TabneTtku, BKPUTI Inka IHAis Inka Na6opatopi3 IHais BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a - UA/16367/01/01
NNiBKOBOIO NabopaTtopi3 Niviteq mMartepianis: 3miHu | Tuny - 3MiHn peyenmom
060/10HKOH0, Mo 500 NimiTen woAao 6e3nekn/edreKTMBHOCTI Ta
Mr no 5 TabneTtok y hapmakoHarnagy. BeegeHHs abo
6nictepi; no 1 3MiHW A0 y3arasibHEHUX AaHuX npo
6nictepy B cmcTemy chapmakoHarnsgy (BBefeHHS
KapTOHHIiA KOpo6Li y3arasibHeHUX faHvx Npo cucTemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANLHOI 3a 3filiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
dhapmakoHarnsgy 3asBHuka ans
3[iiCHEHHS1 hapMakoHarsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 3filiCHEHHS
thapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) 3miHa KOHTaKTHOI
0Cco6W 3as1BHMKA, BignoBigasibHOI 3a
3[iiCHEHHS1 hapMakoHarsay B
YkpaiHi. [jitoua pegakuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pepakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a
3[iiCHEeHHs hapmakoHarnsay B
YKpaiHi
128. | MATHIKO PO3YUH O151 iH'EKLLNA, MpAT Ykpaina MpAT "dapmaLeBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a - UA/6095/01/02
CYNb®AT - 250 mr/mn; no 5 mn "®apmauesT ipma "AapHuus" marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
OAPHNUA B amnyni; no 5 n4yHa chipma sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
amnys y KOHTYpPHIiA "NapHuus" 3MiHM Y BUPOBHULTBI. 3MiHa po3Mmipy
YapyHKOBIl cepii (BkIOYaOUN gianasoH po3mipy
ynakosLi; no 2 cepii) roToBOro NikapcbKoro 3acoby
KOHTYPHIi YapyHKOBI (iHWi 3MiHW) BHECEHHS 3MiH 40 po34iny
yNakoBKM B Nadi; no 3.2.P.3.2 Cknag Ha cepito gna M3, a
10 mn B amnyni; no came B HanumcaHHi KifibKOCTi Aito4oTi
5 aMnyn y KOHTYpHiii peyoBuHM Ha 06'em cepii 1700 n -
YapyHKOBIl KiNbKicTb 425,5 Kr BUNpaBneHo Ha
ynakosLi; no 2 425,0 kr.
KOHTYPHIi YapyHKOBI
yMakoBKM B mayLi
129. | MENTOKCUK PO34MH ANS iH'EKLIN, dapmauesT Monbla dapmMaLeBTUYHWIA Monblia BHECEHHS 3MiH 10 peecTpaLiiHNX 3a He UA/13584/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

15 mr/1,5 mn; no 1,5
M B amnysi; no 3
abo 5 amnyn B
KapTOHHIM nayi

NYHWI
3aBop,
«Monbapm
a» C. A.

3aBog «[lMonbhapma» C.

mMartepianis: 3MiHu | Tuny - 3MiHW WoA0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifmkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iKEHD,
npoBefieHVX BignoBigHO A0 NnaHy
neajatpnyHux gocnigpxkeHns (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO [0 iHCTPYKLii 418 MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ziny "3acTocyBaHHSA y nepios
BariTHOCTi abo rogyBaHHs rpyaat”
BifnoBiAHO A0 pekomeHgauii CMDh

peyenmom

nionsieae

130.

METUNYPAL,
mna3
MIPAMICTUH
OM

Masb no 15 r aéo 30
ry Ty6i; no 1 Ty6i B
navui

MpAT
"®apmauesT
M4yHa chipma

"fNapHuus"

YkpaiHa

MpAT "dapmaueBTuyHa

ipma "AapHuus"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKocTi. CepTudikaT BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkiin
thapmakonei/MoHorpadii. 3MiHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BiAnNoBigHICTb A0 MoHorpadii APY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
Aepxasun €C (iHLWi 3MiHN) BHECEHHS
3MiH [0 creundikauii Ta MeToais
KOHTPO/O AONOMDKHOT pe4OBUHN
nonietTuneHrnikosab 400 (makporon
400), a came BiANOBIAHO A0 BUMOT
AdY, 1.4 «MoHorpadii» NokasHuK
«PO3UMHHICTb» Mae pekomeHaauiliHui
XapakTep, Ha Uiii niactasi, BUMOrv oo
PO34YMHHOCTI NepeHeceHo [0
3araslbHUX BNacTUBOCTEN; B
nokasHunkax «laeHTudikauis»,
«KNCNOTHICTb abo NyXHICTb» Ta
«BigHOBNIOOYI PEeUOBUHMN
HOpPMYBaHHS 3aLeHi 6e3 3MiH,

6e3
peuyenma

UA/1750/01/01




125

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
BHECEHI pefakLiliHi npasku, Lo

0hOpM/IEHHI BiANOBIAHO J0
pekomeHAaLiin Ta ctunictukn 4oY.
3MiHu | TUNY - 3MiHK 3 siKkoCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX PEYOBUH. 3MiHa Y
mMeToAax BUNPOBYBaHHA [OMNOMIKHOI
PeyvoBUHM (iHLWI 3MiHK Y MeToAax
BMNPOGYBaHHS (BK/THOHAKUN 3aMiHY
abo fofaBaHHs))

BHECEHHS 3MiH Ha AOMOMiXKHY
peyoBuUHyY nosieTuneHriikonb 400
(makporon 400), a came: 3a
nokasHukom "EtuneHokcung, i giokcan"
3anporoHoBaHoO BBe/EHHs HOBOT in-
house meToaukn BunpobyBaHHA MX
(oY, 2.2.28), W0 € a/ibTEpPHATVBHO
MeToAuLj, 3a3Ha4yeHoi B MOHorpadii
€ «Macrogols»; BHECEHHs
CTUMICTUYHMX Ta pefakLiliHiX NpaBok,
6e3 3MiH BCTAHOB/IEHWX KpUTEPIl
NPUAHATHOCTI 3a JaHUM NOKa3HUKOM
akocTi CynyTHSA 3MiHa - 3MiHM 3 AKOCTI.
loToBMIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
OONYCTUMUX MEX AJ151 AONOMIXHOT
peyoBUHY (iHWi 3MiHM) 3MiHK | THNY -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KOHTposib AOMOMDKHUX
peyoBUH. 3MiHa NapameTpis
cneumdikauin Ta/abo gonyctumMmx
MeX A1 AOMOMDKHOT peqoBUHM (iHLLi
3MiHW) BHECEHHS 3MiH A0 crneundikauii

Ta MeTO/iB KOHTPO/II0 AKOCTI Ha
[OMOMiXXHY PEYOBUHY
nonietuneHrnikosas 400 (makporon
400) 3a noka3Hukom "MikpobionoriuHa
yucToTa" - NpUBEAEHWIA BiANOBIAHO A0
Bumor €® 2.6.12, 5.1.4. CynyTHsa
3MiHa - 3MiHM 3 AKocTi. [oToBMiA
nikapcbknii 3aci6. KoHTponb
[L0MOMDKHUX pevoBUH. 3MiHa Yy
MeTofax BUNPO6YBaHHSA AOMNOMDKHOI

PEYOBUHM (HE3HAYHI 3MiHW Y
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

3aTBEPAKEHNX METOAAX
BMNPOOyBaHb)

131.

MINIICTAH
FAPSIYUIN
YA 31

CMAKOM
NVMOHA

NOPOLLIOK A/1A
OpasIbHOTO PO34UHY,
no 6 ry nakeTuky;
no 10 nakeTukiB y
KapTOHHIA KOopooLi

Mini
Xenckepe
Niviteq

Benuka
BpuTaHis

IkcEnb NlabopaTopiec
MeT. NiTA.

IHAja

BHECEHHS 3MiH 40 peecTpavyiinHmx
MaTtepianis: TexHiyHa noMunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460)
BvinpaBneHo TexHiYHY NMOMUIKY Y
TeKCTi MapKyBaHHS1 BTOPUHHOT
yMakoBKM fikapcbKoro 3acoby, a came
y po3gini 11 "HAUMEHYBAHHSA |
MICLUE3HAXOAXXKEHHA
BNPOBHWKA TA/ABO 3AABHUKA
00 aApecu BUPO6HUKa
(3aTBEpmXeHo - EkcT. (Mxatan);
3anponoHoBaHo - EkcTH. (Mxatan)) Ta
y po3gini 7. "IHWI OCOBVBI
3ACTEPEXXEHHA" wopao npasonucy
(3aTBEpPAXKEHO -
"NapaueTamosioBMiCHAMM",
3anpornoHoOBaHo -
napaueTamosiBMiCHUMUK".

6e3
peyenma

UA/2368/01/01

132.

MOBIKCUKA
M® oAT

Tabnetku, LWo
AMcnepryoTbes B
POTOBIi MOPOXXHUHI,
no 15 wmr; no 10
Tabnetok y 6nictepi,
no 1 a6o 2 no
6nictepu y
KapTOHHI nauui

Mosi Xenc
meX

LLiBeiiuapis

MoBHWIA LMK
BMPOGHMLTBA:
Annekc ®apma CA,
LLiBeiiuapis

MepBuHHE Ta BTOPUHHE

naKkyBaHHs:
Namn CaH Npocnepo
C.n.A, ltania

LLiBeiiuapisi/
ITanisa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpauiiHoro
nocBigYeHHs) - 3miHa agpecun
3asBHUKa (B1aCHNKa peecTpauiiHoro
noceifyeHHs). 3MiHN BHECEHI B
IHCTPYKL,il0 AN MeguyYHoro
3aCTOCYBaHHS ikapcbKoro 3acoby y
po3gin "Micue3HaxomKeHHs 3asaBHMKA"
3 BIAMOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepAKeHHs; 3MiHn | Tuny -
3MiHu wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHI B TEKCT MapKyBaHHsHa Ha
BTOPWHHI ynakoBLji /likapcbKoro
3acoby y n. 8 "[lata 3aKiH4eHHs
TepMiHy npugartHocTi". TepMiH
BBEJEHHS 3MiH - MPOTAroM 6 micAuis
nicns 3aTBepKeHHs

3a
peyenmom

He
nionsieae

UA/13585/01/01

133.

MOBIKCUKA
M@ oAT

TabneTtku, Wwo
ANCNepryrThes B

MoBi Xenc
mM6X

LLiBeiuapis

[MOBHMWIA UMKN
BMPOGHMLTBA:

LLseriuapis/
ITanisa

BHECEHHS 3MiH 0 peecTpalinHmx
mMartepianis: 3MiHu | Tuny -

3a
peyenmom

He
nionsicae

UA/13585/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

POTOBI NOPOXHWHI,
no 7,5 mr; no 10
Tabnetok y 6nictepi,
no 2 6nicrepu y
KapTOHHIM nayui

Annekc ®apma CA,
LLiseiuapis
MepBUHHE Ta BTOPVHHE
nakyBaHHs:
Jlamn CaH MNpocnepo
C.n.A, Itania

AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHvka peecTpauiiHoro
noceig4eHHs) - 3miHa agpecu
3as1BHMKa (B/1aCHMKa peecTpaviiHoro
nocBigyeHHs). 3MiHM BHECEHI B
IHCTPYKLi0 ANA Meau4HOro
3acTOCYyBaHHSA NikapCbkoro 3acoby y
po3gin "Micue3HaxomKeHHs 3asBHMKA"
3 BIANOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBoK. TepMiH
BBE/IEHHS 3MiH - MPOTArom 6 micsuis
nicns 3aTBepKeHHs; 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHKn
BHECEHI B TEKCT MapKyBaHHsHa Ha
BTOPWHHII ynakoBLi /likapCbKOro
3acoby y n. 8 "[lata 3aKiH4eHHs
TepMiHy npugartHocTi". TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsiuis
nicns 3aTBepKeHHs

134.

MOBIHA3A®-
10 MI’

TabneTtku, BKPUTI
060/10HKOIO,
KMLUKOBOPO3YMHHI N0
10 mr, no 10
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepu
B KapTOHHIi KopobLi

Mosi Xenc
rmeX

LLiBeiiuapis

Casa Xesickea /114,
IHais
Megiton
dapmacstoTikan NTa,.,
YropLmHa

IHais/
YropLmHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (B/1aCHMKaA peecTpaLiiHoro
noceigueHHs). 3MiHa agpecu 3asBHUKa
(BnacHuka peecTpauiiiHoro
noceigyeHHs). 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3gin "Micue3HaxomKeHHs 3as8BHMKA"
3 BignNoBigHNMN 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepapkeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHn
BHECEHi B TEKCT MapKyBaHHS Ha
BTOPWHHII ynakoBLji NikapcbKoro
3acoby y n. 8. "[aTa 3aKiH4eHHsi
TepMiHy npugartHocTi”. TepMiH
BBEJEHHS 3MiH - MPOTAroM 6 micALiB
nicns 3aTBepAKeHHS.

3a
peyenmom

He
nidnsieae

UA/11619/01/01

135.

MOBIHA3A®-

TabneTkn, BKPUTI

Mosi Xenc

LLiBeliLapis

CaBa Xenckea /114,

IHais/

BHECEHHS 3MiH 10 peecTpaLiiHNX

3a

He

UA/11619/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
20 MIr 060/10HKOH0, 6X IHais YropwumHa martepianis: 3miHu | TUny - peuyenmom nionsieae
KMLLKOBOPO3UMHHI NO Megiton ALMIHICTpaTMBHI 3MiHW. 3MiHa
20 mr, no 10 dapmacbtoTikan N174., HalimeHyBaHHs Ta/abo agpecu
Tabnetok y 6nictepi; YropwumHa 3asBHMKa (BNacHyKa peecTpauiiHoro
no 1 a6o 3 6nictepu nocsigyeHHs). 3mMiHa agpecu 3asBHYKa
B KAQpPTOHHI kopo6Li (BnacHvka peecTpaujiiHoro
nocBif4YeHHs1). 3MiHWN BHECEHI B
IHCTPYKLiO 415 MeanyHOro
3aCTOCYBaHHS /iKapCbKoro 3acoby y
po3ain "Micue3Haxo4KeHHs 3asaBHUKa"
3 Bi4NOBIAHNMMN 3MiHAMMN B TEKCTI
MapKyBaHHS yNakoBOK. TepMiH
BBEJEHHS 3MiH - MPOTAroM 6 micALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn). 3MiHn
BHECEHI B TEKCT MapKyBaHHs Ha
BTOPWHHII ynakoBLji /likapcbKoro
3acoby y n. 8. "[arta 3akiH4eHHs
TepMiHy npugatHocTi". TepmiH
BBE/IEHHS 3MiH - MPOTArom 6 micsuis
nicns 3aTBepKeHHS.
136. | MOMETA30H | nopoLuok Yemo Icnanis IHgycTpiane Kimika, ITanisa BHECEHHS 3MiH 0 peecTpavLinHmx - - UA/15441/01/01
Y ®YPOAT (cybeTaHuis) y 16epika, C.A. c.p.n. mMartepianis: 3miHu Il Tuny - 3MiHu 3
noagiiHMX AKocTi. A®I. (iHWi 3miHW) MNMogaHHsA
nosieTuIEeHoBMX oHoBneHoro AM® Bepcisti: 2022/10/07
naketax gns (nonepepnHs Bepcis 2021/06/22).
hapMaLeBTUYHOIO 3pilicHeHo 3MiHK B po3ginax DMF:
3acTocyBaHHs 3.2.S5.2.1 Manufacture (s): po3gin
OHOBJIEHO Yepes3 akTyaslizalilo gaHux
LI0A10 KOHTaKTHOI ocobu; 3.2.S.3.2
Impurities: po3gin oHOBNEHO LLOAO
o6roBopeHHss Me-PTS (methyl p-
Toluenesulfonic acid) Ta PTS (p-
Toluenesulfonic acid); MepernsHyTo
06roBOPEHHS 3aUTULLKOBUX
PO3UYMHHWKIB Ta FEHOTOKCUYHUX
nomiwok; 3.2.S.7.1 Stability summary
and conclusion: nepiog NepekoHTPO0
36iNbLUMBCA 3 2 POKIB 40 5 pokiB
BiANOBIAHO [0 OHOBMEHMX AAHUX
LLI0A0 CTabi/IbHOCTI.
137. | MOMETA3O0H | nopoLuok Yemo Icnanis IHpycTpiane Kimika, ITanisa BHECEHHS 3MiH 10 peecTpaLiiHnx - - UA/13864/01/01
Y ®YPOAT (cybeTaHuin) y 16epika, C.A. c.p.n. mMartepianis: 3miHu Il Tuny - 3MiHu 3
MOHOrIgrPA NoABINHMX AkocTi. A®I. (iHwi 3miHK) MNMogaHHs
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

T

nonieTuneHoBUx
nakeTtax asis
chapMaLeBTUYHOTO
3acTocyBaHHs

oHoBneHoro AM® Bepcisi 2022/02/18
(nonepepgHs Bepcisa 2020/11/13) y
3B’A3KY 3 MPVBEAEHHAM Y
Bi4NOBIAHICTb A0 Aitoyoro
BMPOGHMLTBA Ta Cy4yacHUX BUMOT
oo AkocTi: y p.3.2.S.2.1 BupobHuku
aKTyanisiuis 4aHuX WoA0 KOHTaKTHOT
ocobu; y p.3.2.5.2.2 Onuc
BMPOGHNYOrO NpoLecy Ta KOHTPOSO
npouecy cxema CMHTe3y 6inbLu
AeTanizoBaHa LWoAo BMXigHOT
CMPOBUHY; Y p.3.2.S.3.2 [loMiLLKK
OHOBJ/IEHO OMWC AOMILLOK, OHOBNEHA
OLjiHKa FeHOTOKCMYHMX LOMILLIOK,
fofaHa oLiHKa N-ToNyoncynboHoBOT
kucnoti (PTSA), fogaHa ouiHka Me-
PTS (meTnn n-tonyoncynbtoHOBOI
KNCNOTU), AOAAHO OLHKY 6EH30/1y K
noTeHLiliHoro 3abpyaHioBaya
BMKOPUCTaHMX PO3YMHHWMKIB, AOoAaHa
OLliHKa pM3KKy HITPO3aMiHiB; y
p.3.2.S.4.4 AHani3 cepiii gofaHi 1o p.
[Bi OCTaHHI cepii; y p.3.2.5.4.5
O6rpyHTyBaHHS cneuudikauii po3ain
OHOBJIEHO BIAMNOBIAHO A0
nepersaHyTol CXeMN CUHTESY; Y
p.3.2.S.5 CtaHgapTHi 3pa3ku 1a
npenaparun OHOBJ/IEHI pedepeHCHi
cTtaHfgapTy; p.3.2.S.6 Cuctema
KOHTelHep/3aKynoploBasibHUIA 3aci6
OHOBJIEHO GiflbLU feTaNlbHUM ONUCOM
LLI0A10 NaKyBaHHA Cy6CTaHLil.

138.

HAMPOKCEH
-340POB'A

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKOt0, N0 550
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
2 6nictepn y
KOpOOGLii 3 KapTOHY

ToBapucteo
3
obmexeHoro
Bignosiganb
HiCTIO
"®apmauesT
nyHa
KOMNaHis
"3p0pos'a"

YkpaiHa

ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
"PapmaueBTuyHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavyjinHmx
mMaTtepianis: 3miHu | TUNy - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pe3ysibTar OLiHKM 3BITY 3 AOC/IIKEHD,

3a
peyenmom

He
nionsieae

UA/17414/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

npoBefieHVX Bi4NoBiAHO A0 NnaHy
negjatpnyHux gocnigpkeHs (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHU BHECEHO [0 IHCTpYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA /TiKapCbKOro
3acoby A0 po3ainy "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaat” Wwoao 6e3nekn 3acTocyBaHHs
[il040T PEYOBUHM HAMPOKCEH HATPIlO
BiANOBIAHO A0 pekomeHAauin PRAC.
CynyTHS 3miHa - 3MiHM Woa0
6e3nekun/edheKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHss abo
3MiHa(n) fo 3060B'A3aHb Ta YyMOB
BUAAui peecTpauiliHoro nocBigYeHHs,
BKOYatoun MnaH ynpasniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOrOKEHNI 3 KOMNETEHTHUM
opraHom) 3MiHM BHECEHO A0 YacTuH: |
«3arasibHa iHdhopmadis», |l
"Cneumdikauia 3 6esnekn”, V "3axoam
3 MiHimi3auii pusukis", VI "Pesiome
nnaHy ynpasniHHA pusukamun” Ta VI
"fofaTtkn" Ha OCHOBI OHOBJ/IEHOT
iHchopmawii 3 6e3neku gjtoyoi
PEYOBVHM.

139.

HUPKOBWIA
YA

nncta, no 50 ry
naykax 3 BHyTpPILLHIM
naketom; no 1,5ry
inbTp-nakeTi; no
20 chinbTp-nakeTiB y
nayui; no1,5ry
inbTp-nakeTi; no
20 chinbTp-nakeTiB y
nadui 3 BHYTPILLHIM
naxkeTom

MpAT
"MikTpasn"

YkpaiHa

MpAT "MiktpaBn"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasibHUI 3aci6
(iHLWi 3MiHW) BHECEHHSA 3MiH A0
crneundikaLii 3 KOHTPO/IO NEPBUHHOIO
nakyBasibHoro matepiany (Manip
hinbTpyBasibHWUiA), a came
[IONOBHEHHS NOKa3HUKa
«lpgeHTudikalis (30BHILLHI 03HaKN)»
BK/TOYEHHAM [04aTKOBUX O3HaK A/1A
Bi3ya/IbHOr0 KOHTPO/0 «6) Konip».

6e3
peyenma

UA/5874/01/01

140.

HOPMAKC

Kpansi O4Hi/BYLLHi
0,3%no5mny
nnacTKoBoMy
doNakoHi-
KpanesbHuLi abo

Inka
NabopaTopis
Nimiten

IHgis

AnkoH MapeHTepanc (1)

Nimitep

IHais

BHECEHHS 3MiH [0 peecTpaliiHnX
mMartepianis: 3miHu | TUNy - 3MiHn
Loao 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo

3MiHM A0 y3araJibHEHUX aHWX Mpo

3a
peyenmom

UA/4980/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

CKNSAHOMY (pr1akoHi 3
KpanensbHuueto; no 1
chnakoHy B
KapTOHHIM nayi

cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0co6M,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuka ans
3[iiCHEeHHs hapmakoHarnsay B
YkpaiHi, AKL0 BOHA BiAMIHHA BiJ
YNOBHOB&XEHOT 0co6M,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS
hapmakoHarnsgy (Bk4aoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-haitna cuctemm
thapmakoHarnsgy) 3miHa KOHTakKTHOI
0cobu 3as1BHKKA, BiAnoBigasibHOT 3a
3[iiCHEeHHs hapmakoHarnsay B
YkpaiHi. [itoua pegakuyis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHosaHa pegakuis: Dr. Daniel
Thadani / g-p TxapaHi [aHienb. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
3asBHWKa, BIANOBIAA/ILHOI 3a
3[iiCHEeHHSs hapMakoHarsay B
YKpaiHi.

141.

HYPO®EH®

TabneTku, BKPUTI
060n10HKO0, Mo 200
Mr; Mo 6 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopobuyj;
no 8 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI kopo6Lyj;
no 12 tabnetok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIA KopoobLi

PekkiTT
BeHkizep
Xerckep

IHTEepHeLwHN

Nimiteq

Benvka
BpuTaHis

PekkiTT BeHkizep
Xenckep IHTepHeLLHN
Nimitep

Benvka
BpuTaHis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMarepianis: 3MiHu | Tuny - 3miHW Woao
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IIKEHD,
npoBeAeHVX BignoBigHO 40 nnaHy
negiatpnyHmx gocnimxkers (PIP) (iHwwi
3MiHUM) - 3MiHN BHECEHO A0 IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao posainy
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHA rpyaat” BignosigHo Ao

6e3
peuenma

nidnsieae

UA/6313/02/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
pekomeHaauii CMDh. TepMmiH
BBE/IEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBepKeHHs
142. | OMHIMNAK PO34UH ANs1 iH'EKLiA, Dxwml Hopseris xunl Xenckea lpnaHgis Ipnangis BHECEHHS 3MiH 0 peecTpavjiinHmx 3a He UA/2688/01/03
300 wmr inogy/mn, no Xenckea AC Nimviteq marepianis: 3miHu Il Tuny - 3MiHKn peyenmom nionsizae
50 mn a6o no 100 oo 6e3nekn/edreKTMBHOCTI Ta
My thnakoHi; no 10 thapmakoHarnagy. 3MiHU y KOPOTKili
onakoHiB y XapakTepucTuui nikapcbkoro 3acoby,
KapTOHHIA KopoobLi TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBVMW JaHUMK 3 SIKOCTI,
LOKNIHIYHUMU, KNIHIYHAMW JaHUMK Ta
LaHumu 3 dhapmakoHarnsgy - 3miHu
BHECEHO A0 IHCTPYKUiT 4nA MeanyHoro
3aCTOCyBaHHS /ikapcbkoro 3acoby Ao
po3ainis "Ocob6nnBoCTI
3acToCcyBaHHA", "3acToCyBaHHSA Y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar”, "Mo6iyHi peakyii" BigNoBigHO
[0 MaTepianiB peecTpawiiHoro gocChbe.
BBeeHHs 3MiH NpoTAroM 3-x Micsiuis
nicns 3aTBepKeHHs
143. | OMHINAK PO34MH ONs iH KL, xul Hopgeris xunl Xenckea lpnaxgis Ipnangis BHECEHHS 3MiH [0 peecTpaliiHnX 3a He UA/2688/01/04
350 wmr iiogy/mn, no Xenckea AC Nimitep MaTepianis: 3miHu Il TUnYy - 3MiHK peyenmom niosnsieae
50 mn a6o 100 mn, Loao 6e3snekn/edeKTMBHOCTI Ta
a6o 200 mn, abo hapMakoHarnsigy. 3miHun y KOpoTkii
500 My dhNakoHi; XapakTepucTuLi nikapcbkoro 3acoby,
no 10 chnakoHis y TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
KapTOHHI KOpoOLj MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMU JaHUMU 3 AKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHuMK Ta
LaHuMK 3 dhapmakoHarnsgy - 3mMiHu
BHECEHO [0 IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
posginis "Ocob6anBoCTI
3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaar”, "Mo6iyHi peakyii" BignoBigHoO
[0 MaTepianiB peecTpauiiHoro foche.
BBefieHHs1 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepKeHHs
144. | OCTEOrEHO | TabneTku, BKpUTI M'ep ®abp PpaHuis Mep ®abp MeamkameHT PpaHuis BHECEHHS 3MiH 0 peecTpaviinHmx 3a - UA/2977/01/01
H NNiBKOBOO MegnkameH MNpoaakwH martepianis: 3miHu | Tuny - peyenmom
o6onoHkoto, no 10 T AZMiHICTpaTMBHI 3MiHK. 3MiHa

TabneTok y 6nicrepi;

HalilMeHyBaHHsi Ta/abo agpecu
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

no 4 6nictepu B
KapTOHHI ynakosL,i

3asBHUKa (B1aCHNKa peecTpauiiiHoro
noceigueHHs) - 3miHa agpecu
3asBHMKa (BNacHvka peecTpauiiHoro
noceig4eHHs); 3MiHu | Tuny - 3miHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0co6MU,
BiANOBiAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
thapmMakoHarnsay 3asBHuKa onsi
3[iiCHEeHHs1 hapMakoHarisay B
YKpaiHi, SIKLLO BOHa BiAMIHHA Bif
YNOBHOBaXXEHOT 0Co6MU,
BiANOBIAA/IbHOT 3@ 3AiICHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLeHHI MacTep-chaiina cuctemm
thapmakoHarnagy) - 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M
3as1BHMKA, BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
MicLie3HaxXoKeHHS MacTep-gdaina
cuctemu chapmakoHarnagy. 3miHa
MicLf 3AiACHEHHA OCHOBHOI [isiSIbHOCTI
3 hapmakoHarnsgy

145.

MEMETPEKC
EJ - BICTA
COonMoT

KOHLieHTpaT Ans
NpUroTyBaHHs
pO3UnHy Ans

iHdpysiii no 25 mr/mn;
no 4 mn (100 mr)
a6o no 20 mn (500
Mr), a6o no 40 mn
(1000 mr) y
donakoHi; no 1

donakoHy y
KapTOHHIA KOpooLi

MicTtpan
Kenitan
MeHemxmeH
T NlimiTeq,

AHrnisA

Brpo6HMLTBO,
nepBUHHE NaKyBaHHS,
KOHTPO/Tb SIKOCTI:
OHKOME[, MaHyaKTOpiHr
a.c., Yecbka
Pecny6nika KoHTposnb
SAKOCTI, BUMYCK cepii:
CiHTOH XicnaHisi, C.J1.,
Icnanis
KOHTposb AKOCTi, BUNYCK
cepii:

CiHTOH c.p.o., Yecbka
Pecny6nika
BTOpyHHE NakyBaHHS:
[xi | ®apmacbioTikasnic
Jita, Bonrapis

Yecbka
Pecny6nika/
Icnanis/
Bonrapis/
Uexist

BHECEHHS 3MiH 40 peecTpavyiinHmx
mMaTtepianis: 3miHu | TUNy - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA
reHepuyHUX/ribpuaHnx/6ionoibHmx
NiKapcbKnx 3aco6biB Nic/isi BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWi
npenapart (3miHa He noTpebye
HaZaHHs XOAHUX HOBUX [0AATKOBUX
AaHunx) 3MiHW BHECEHI [0 iHCTPYKLT
NS MeAMYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby y po3ginm
"MNokaszaHHsa" (pegaryBaHHs),

3a
peyenmom

He
nionsieae

UA/18044/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
KoHTpOsb sKoCTi "Oco611BOCTi 3aCTOCyBaHHA" 3rigHO 3
(hi3UKO-XiMiYHWIA): iHchopMmaLieto Wwoa0 MegnuyHoro
KBiHTa-AHaniTika c.p.o., 3acTocyBaHHS pedhepeHTHOro
Yecbka Pecny6nika nikapcbkoro 3acoby (AJ1IMTA,
KOHTPO/b AKOCTI nioghinisaT 4519 NPUrOTyBaHHA PO3UMHY
(6ionoriyHwni, Ons iHdy3ill). BBefeHHs 3MiH
MiKpOGIONOriYHWIA): NpOTAroM 6-Tu MicAuiB nicas
ITECT nntoc, c.p.o., 3aTBepKEHHSA
Yecbka Pecnyb6nika
BTOpvHHE NakyBaHHS:
CBYC dapma a.c.,
Yexis
146. | NMPEBEHAP® | cycneHsis gns Mdpaiizep CWA Mdpaiizep Benbrisi/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/15864/01/01
13/ iH'ekuili; no 1 posi Eiiy.Ci.Mi. MeHtodhekuypuHr IpnaHgjs marepianis: 3MiHu | TURY - peyenmom nionsizae
PREVENAR® | (0,5wmn)y Kopnopeiiw Benbria HB, Benbris AJMiHICTpaTVBHI 3MiHW. 3MiHa
13 BAKUMHA | nonepefHbo H Mdcpaiizep IpneHs, HalilMeHyBaHHs Ta/abo agpecu micus
MHEBMOKOK | HanosBHeHoMy dapmaceyTuKasic, NPOBa)KEHHS AiSNIbHOCTI
OBA wnpuyi; no 1 Ipnangis BMPO6HMKa/iMnopTepa rotoBoro
MONICAXAP nornepeaHsL0 niKkapcbKoro 3acoby, BKIYaum
NAHA HanoBHEHOMY AinbHULI BUNYCKy cepii abo micue
KOH’FOFOBA LUNpULY Ta OAHii NnpoBeAeHHSA KOHTPOJIHO AKOCTI.
HA BiflOKpEM/IEHIN ronui (AisnbHICTB, 3a Ky BignoBifae
(TPUHAOUAT | B iHAMBIAyaIbHOMY BMPOGHMK/IMNOpTEp, BKIOYAOUM
MBANEHTHA | 4yoxniy 3akputomy BUMYCK cepiid) - 3miHa agpecu
AACOPBOBA | nnactukoBomy BUPOBHMYOT AiNbHUL BigNOBIAaNbHOT
HA) KOHTeliHepi; no 1 3a BUPOGHMLTBO NPOAyKTY Y hopmi in
nnacTMKoBOMY bulk, HanoBHEHHSA WNPULB, BTOPUHHE
KOHTEliHepy y nakyBaHHs Ta BUNYCK cepii 6e3 3MiHn
KapTOHHI Kopoo6Li MiCLii MPOBaKEHHS AISNbHOCTI.
TepMiH BBEEHHSA 3MiH - 12 MicauiB
nicns 3aTBepKeHHs
147. | NPErABIO® Kancynu no 25 wmr; KPKA, a.4., CnoBeHis BMPOGHULTBO "in bulk”, CnoBeHisi BHECEHHS 3MiH [0 peecTpaliiHnX 3a He UA/16153/01/01
no 14 kancyny HoBo mecTo nepBuHHE Ta BTOPUHHE mMartepianis: 3miHu | TUNy - 3MiHn peyenmom niosnsieae

6nictepi; no 1, 2 abo
6 6nictepiB y
KapTOHHiA Kopoo6Li

nakyBaHHs, KOHTPO/1b
cepii Ta BUMyCK cepii:

KPKA, a.4., HoBo mecTo,

CnoseHis
KOHTPO/b Cepil:

KPKA, a.4., HoBo mecTo,

CnoBeHis
nepBMHHE Ta BTOPVHHE
nakyBaHHs:
Mapwucpapm g.0.0.,
CnoBeHisi

Loao 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3miHn
BHECEHO [0 IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
posginis "Ocob6anBoCTI
3actocyBaHHs", "lNob6iuHi peakujii”
BiAnoBiAHO [0 pekomeHpauil PRAC
EMA w040 MOXMBOrO BUHUKHEHHSA
TSKKMX LUKIPHUX NOBIYHMX peakuiid.
BBefieHHs1 3MiH NpOTArom 6-T1 MicALIB
nicnsa 3aTBepKeHHs.
3MiHK | TMny - 3MiHK Woa0
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHVX BiANOBIAHO 4O NnaHy
negiatpuyHmx gocnimxkers (PIP) (iHwwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLiT
AN MeAnyHOro 3acToCyBaHHSA
nikapcbKoro 3acoby Ao posainy
"Mo6iuHi peakuyii" BigNoBigHO A0
iHchbopmawii 3 6e3neku Ajto4oi
PeYOoBUHM.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicnsa 3aTBepKEHHS.

148.

NMPErABIO®

kancynu no 300 mr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHI KopoobLi

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BMPO6HULTBO "in bulk",
NepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
cepii Ta BUNYycK cepii:
KPKA, 4.4., HoBo mecTo,
CroseHis
KOHTPO/b Ccepil:
KPKA, 4.4., HoBo mecTo,
CroseHis

CnoseHis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | TRy - 3MiHK
oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHO A0 IHCTPYKUii A4ns MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "Oco6anBoCTI
3actocyBaHHs", "lNo6iyHI peakuii”
BiAnoBiAHO A0 pekomeHpauii PRAC
EMA 010 MOX/IMBOTO BUHUKHEHHSA
TSOKKMX LLKIPHUX MOBIYHMX peakuii.
BBefeHHs 3MiH NpoTAroM 6-Tu micsauis
nicnsa 3aTBepKeHHS.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHA Ha NnigcTasi
perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepioa, a6o sk

3a
peyenmom

He
nidnsieae

UA/16153/01/08
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
nepiatpnyHux gocnigpkensb (PIP) (iHwi
3MiHK) 3MiHM BHECEHO A0 IHCTPYKUT
ANs MeAnYHOro 3acToCyBaHHS
nikapcbKoro 3acoby Ao po3giny
"Mo6iyHI peakuii” BigNOBIgHO A0
iHchopmawii 3 6e3neku gjtoyoi
PeyoBUHN.

BBeneHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKild
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHMx/6ionoaibHMX
NiKapCbKNX 3ac06iB Mic1s BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHNA
npenapar (3miHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX
naHnx) 3MiHVM BHECEHO A0 IHCTpyKU;i
ANs MeAnYHOro 3acToCyBaHHS
nikapcbKoro 3acoby Ao po3giny
"®apmMakonoriyHi BnactusocTi*
BiANOBIAHO A0 iHdopMmaLii
pedhepeHTHOro slikapcbkoro 3acoby
(Nipuka, kancynu no 50 wr, 75 mr, 150
Mr a6o 300 mr). BBegeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHSA. 3MiHN | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpmuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaflaHHs XOLHMX HOBMX [04aTKOBUX
OaHnx) 3MiHU BHECEHO A0 IHCTpyKL,i
AN MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3ginis
"Oc06/1MBOCTI 3aCTOCYyBaHHA",
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
"3acTocyBaHHSA y nepiof BariTHOCTI

abo rogyBaHHs rpyaa0" BignosigHoO 4o
iHchopmawii pedhepeHTHOro
nikapcbKoro 3acoby (Nlipuka, kancynu
no 50 wmr, 75 wmr, 150 mr a6o 300 mr).
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKeHHs.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKild
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyYHUX/ribpuaHMXx/6ionoaibHMX
NiKapCbKNX 3ac06iB Mics BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX
naHnx) 3MiHVM BHECEHO A0 IHCTpyKU;i
AN MeMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHI peakwyji" wopao iHdopmadii
npo CMMMNTOMM BigMiHM BiANOBIAHO A0
iHbopmawii pechepeHTHOro
nikapcbKkoro 3acoby (/lipuka, kancynm
no 50 wr, 75 wmr, 150 mr a6o 300 mr).
BBeneHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKild
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHMx/6ionoai6HMX
NiKapCbKNX 3ac06iB Mic1s BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX
naHnx) 3MiHVM BHECEHO A0 IHCTpyKU;i
AN MeMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHI peakwyji" wopao iHdopmadii
npo cyiunaasbHi AyMKU BignoBigHoO A0
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
iHhopmawii pechepeHTHOro

nikapcbKoro 3acoby (/lipuka, kancynm

no 50 wr, 75 wmr, 150 mr a6o 300 mr).

BBeneHHs 3MiH NpoTAroM 6-Tu Micsuis

nicns 3aTBepAkKeHHs.
149. | NPErABIO® Kancynu no 75 mr; KPKA, a.4a., CnoBseHig BMPO6HULTBO “in bulk", CnoseHis/ BHECEHHS 3MiH 0 peecTpavyinHmx 3a He UA/16153/01/03
no 14 kancyny HoBo mecTo nepBuHHE Ta BTOPVHHE Kutaii mMaTtepianis: 3miHu | TUNy - 3MiHn peyenmom nionsieae

6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHI KOpooLi

nakyBaHHs!, KOHTPO/1b
cepii Ta BUNYyCK cepii:
KPKA, a.4., Hoso mecTo,
CnoBeHis
KOHTPO/b Cepil:
KPKA, a.4., HoBo mecTo,
CnoBeHis
nepBrHHEe Ta BTOPUHHE
nakyBaHHs:
Mapwudpapm g.0.0.,
CroseHis
BMPO6HULTBO "in bulk™:
Hinr6o MeHoBo TiaHkaHr
dapmacbkroTukasic Ko.,
Nra., Kntaii

oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acTOCyBaHHS MikapCbKoro 3acoby Ao
po3ginis "OcobnnBoCTi
3acTtocyBaHHs", "lMo6iuHI peakuii”
BiANOBiAHO f0 pekomeHgauii PRAC
EMA 1040 MOXMBOrO BUHUKHEHHSA
TSOKKMX LUKIPHUX NOBIYHMX peakuiid.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB
nicnsa 3aTBepKeHHs.
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANoOBIAHO A0 NnaHy
negiatpnyHux gocnigpkers (PIP) (iHwi
3MiHN) 3MiHW BHECEHO A0 IHCTPYKUT
NS MeAMYHOro 3acToCyBaHHSA
nikapcbKkoro 3acoby o posginy
"Mo6iyHi peakuyii" BignoBigHO A0
iHhopmawii 3 6e3neku airoyoi
peyoBUHN.

BBefeHHs 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOT0 3aCTOCYBaHHS
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
reHepuyHUX/ribpmuaHnx/6ionodibHmx

NiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaflaHHs XOLHMX HOBMX [04aTKOBUX
OaHnx) 3MiHU BHECEHO A0 IHCTpyKL,i
AN MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby o posgainy
"®apmakonoriyHi B1acTmBocTi"
BiANOBIAHO A0 iHGopMaLi
pedyepeHTHOrO /likapCbKoro 3acoby
(Nipvka, kancynu no 50 wmr, 75 wmr, 150
Mr aéo 300 mr). BBeAeHHs 3MiH
npoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TUMny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KOpoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMXx/6ionoaibHNX
niKapcbkunx 3acobiB Nic/isi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOLHMX HOBKX [0AATKOBUX
AaHnx) 3MiHU BHECEHO A0 IHCTpyKL,i
4N MeAnyHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3zinis
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTI

iHdhopmalii pecbepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynm
no 50 mr, 75 mr, 150 mMr a6o 300 mr).

nicnsa 3aTBepKeHHs.

3MiHu | TUnNYy - 3MiHK Woao

6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHMX/ribpmuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/isi BHECEHHS

abo rogyBaHHA rpyaa" BignoBigHoO 40

BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB

Tiei caMoi 3MiHM Ha pedoepeHTHUIA
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Ymosu

Pexknamys

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

BionyckKy

aHHs*

peecmpayjitiHo2o

nocBi04€eHHs

npenapar (3MiHa He noTpebye
HaflaHHs XOLHMX HOBMX [04aTKOBUX
OaHnx) 3MiHU BHECEHO A0 IHCTpyKL,i
AN MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3ginis
"Oco6nMBOCTI 3acTOCyBaHHS",
"Mo6iuHI peakuii" Wwoao iHdopmawii
npo CMMMNTOMM BigMiHM BiANOBIAHO [0
iHchopmawii pedhepeHTHOro
nikapcbKoro 3acoby (Nlipuka, kancynu
no 50 wmr, 75 wmr, 150 mr a6o 300 mr).
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpmuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapart (3MiHa He noTpebye
HaflaHHs XOLHMX HOBMX [04aTKOBUX
OaHnx) 3MiHU BHECEHO A0 IHCTpyKL,i
AN MeAnYHOro 3acTocyBaHHA
nikapcbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6iuHI peakuii" Wwoao iHdopmauii
npo cyiunganbHi 4yMKX BigNoBIAHO J0
iHchopmawii pedhepeHTHOro
nikapcbKoro 3acoby (/lipuka, kancynu
no 50 wmr, 75 wmr, 150 mr a6o 300 mr).
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKEHHS.

He

UA/16153/01/04

150.

MPErABIO®

Kancynu no 100 wmr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHIA KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHULTBO "in bulk",
nepBUHHe Ta BTOPVHHE
nakyBaHHSsl, KOHTPO b
cepii Ta BUMNYCK cepii:

KPKA, a.4., HoBo mecTo,

CnoseHis
KOHTPO/b cepii:

KPKA, a.4., HoBo mecTo,

CnoseHis

CnoBeHis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHKn
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
posginis "Ocob6anBoCTI
3actocyBaHHs", "lNMobiuHi peakujii”
BiANoBiAHO A0 pekomeHaauii PRAC
EMA LL040 MOX/IMBOTO BUHVUKHEHHSA

TSKKUX LUKIPHMX NOGIYHMX peaKLLiid.

3a
peyerimom

nionsieae
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BBeneHHs 3MiH NpoTAroM 6-Tu Micsuis
nicns 3aTBepKeHHs.
3MmiHu | TURY - 3MiHK Woao
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHVX BiANOBIAHO A0 NnaHy
negiatpuyHmx gocnimxkers (PIP) (iHwwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLiT
4N MeAnyHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao posgainy
"Mo6iuHi peakuyii" BigNoBigHO A0
iHchopmawii 3 6e3neku Ajtoyoi
PeYOoBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

151.

MPErABIO®

Kancynu no 150 mr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHI Kopoo6Li

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BMPO6HULTBO "in bulk",
NepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
cepii Ta BUNYycK cepii:
KPKA, 4.4., HoBo mecTo,
CroseHis
KOHTPO/b Ccepil:
KPKA, 4.4., HoBo mecTo,
CroseHis
nepBrHHE Ta BTOPUHHE
nakyBaHHs:
Mapwudcbapm £.0.0.,
CnoseHis
BMPO6HULTBO "in bulk™:
HiHr6o MeHoBO TiaHKaHr
®apmacbroTukasc Ko.,
Nra., Kntaii

CnoseHis/
Kutan

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHN
oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO A0 IHCTPYKUii A4ns MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "Ocob6anBoCTI
3acTocyBaHHs", "lNo6iyHI peakuii”
BiANoBiAHO A0 pekomeHaauii PRAC
EMA 010 MOX/IMBOTO BUHUKHEHHSA
TSKKMX LLKIPHUX MOBIYHMX peakuii.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis
nicns 3aTBeppkKeHHs.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha nifcTasi
perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo

3a
peyenmom

He
nidnsieae

UA/16153/01/05
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

pocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKkoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
nepiatpnyHux gocnigpkens (PIP) (iHwi
3MiHK) 3MiHM BHECEHO A0 IHCTPYKUT
ANA MeAnYHOro 3acToCcyBaHHS
nikapcbKoro 3acoby Ao po3giny
"Mo6iyHI peakui” BigNoOBIgHO A0
iHchopmawii 3 6e3neku gitoyoi
PeYoBUHN.

BBeneHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKild
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMx/6ionoaibHMX
NiKapCbKNX 3ac06iB Mics BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafJaHHSA XOHVX HOBMX AOAATKOBUX
naHnx) 3MiHVM BHECEHO A0 IHCTpyKU;i
ANA MeAnYHOro 3acToCcyBaHHS
nikapcbKoro 3acoby Ao po3giny
"®apmMakonoriyHi BnactusocTi*
BiANOBIAHO A0 iHdopMmaLii
pedhepeHTHOro slikapcbkoro 3acoby
(Nipuka, kancynu no 50 wr, 75 mr, 150
Mr a6o 300 mr). BBegeHHs 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEePMKEHHSA. 3MiHM | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpmuaHnx/6ionodibHmX
NiKapcbKnx 3acobiB Nic/is BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3MiHa He noTpebye
HaflaHHs XOLHMX HOBMX [04aTKOBUX
naHnx) 3MiHM BHECEHO A0 IHCTpyKU;i
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
NS MeAnyYHOro 3acToCyBaHHS

nikapcbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaa0" BignosigHoO 4o
iHchopmawii pedhepeHTHOro
nikapcbKoro 3acoby (Nlipuka, kancynu
no 50 wmr, 75 wmr, 150 mr a6o 300 mr).
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKeHHs.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKild
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHMx/6ionoaibHMX
NiKapCbKNX 3ac06iB Mic1s BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHNA
npenapar (3miHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX
naHnx) 3MiHVM BHECEHO A0 IHCTpyKU;i
AN MeMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco61BOCTI 3aCTOCyBaHHA",
"Mo6iuHI peakwyji" wopao iHdopmadii
npo CMMNTOMM BigMiHM BiANOBIAHO A0
iHbopmawii pechepeHTHOro
nikapcbKoro 3acoby (/lipuka, kancynm
no 50 wr, 75 wmr, 150 mr a6o 300 mr).
BBeneHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsay. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMx/6ionoaibHMX
NiKapCbKNX 3ac06iB Mic1s BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafJaHHA XOHVX HOBMX AOAATKOBUX
naHnx) 3MiHVM BHECEHO A0 IHCTpyKU;i
AN MeMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHI peakwyji" wopao iHdopmadii
npo cyiungansHi AyMK/ BifnNoBiAHO 40
iHhopmalii pechepeHTHOro
nikapcbKoro 3acoby (/lipuka, kancynm
no 50 wr, 75 wmr, 150 mr a6o 300 mr).
BBeneHHs1 3MiH NpoTAroM 6-Tu micsuis
nicns 3aTBepAkKeHHs.
152. | MPErABIO® Kancynu no 50 mr; KPKA, a.4a., CnoBseHig BMPO6HULTBO “in bulk", CnoseHis BHECEHHS 3MiH 0 peecTpavyinHmx 3a He UA/16153/01/02
no 14 kancyny HoBo mecTo nepBuHHE Ta BTOPUHHE mMaTtepianis: 3miHu | TUNy - 3MiHK peyenmom nionsieae

6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHIA KopooLi

nakyBaHHs!, KOHTPO/Tb
cepii Ta BUNYyCK cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHis
KOHTPO/b Cepil:
KPKA, a.4., HoBo mecTo,
CnoBeHis

oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acTOCyBaHHS MikapCbKoro 3acoby Ao
po3ginis "OcobnnBoCTi
3acTtocyBaHHs", "lMo6ivHI peakuii”
BiANoBiAHO f0 pekomeHpauii PRAC
EMA 040 MOXIMBOrO BUHUKHEHHSA
TSOKKMX LUKIPHUX NOBIYHMX peakuiid.
BBefeHHs 3MiH NpoTArom 6-Tn MicaLUiB
nicnsa 3aTBepKeHHs.
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnigpkers (PIP) (iHwi
3MiHN) 3MiHW BHECEHO A0 IHCTPYKUT
AN MeAnMYHOro 3acToCyBaHHA
nikapcbKkoro 3acoby o posgainy
"Mo6iyHi peakuyii" BignoBigHO A0
iHchopmawii 3 6e3neku airoyoil
peyoBUHN.

BBefeHHs 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
hapMakoHarnsiay. 3miHn y KOpoTKii
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpmuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/is BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaflaHHs XOLHMX HOBMX [04AaTKOBUX
OaHnx) 3MiHU BHECEHO A0 IHCTpyKL,i
AN MeAnYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby o posgainy
"®apmakonorivHi B1acTuBocTi"
BiANOBIAHO A0 iHGopMaLii
pedhepeHTHOrO /likapCbKoro 3acoby
(Nipvka, kancynu no 50 wmr, 75 wmr, 150
Mr aéo 300 mr). BBeeHHs 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TuMny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHNX
niKapcbkunx 3acobiB Nic/isi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOLHMX HOBKX [40AATKOBUX
AaHnx) 3MiHU BHECEHO A0 IHCTpyKLi
4N MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3zinis
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHA rpyaa” BignoBigHoO A0
iHdhopmalii pecbepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynm
no 50 mr, 75 mr, 150 mMr a6o 300 mr).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicnsa 3aTBepKeHHs.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMNYHOro 3aCTOCYBaHHS
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PeecmpayjiliHa npoyedypa

Ymosu

Pexknamys

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

BionyckKy

aHHs*

peecmpayjitiHo2o

nocBi04€eHHs

reHepuyHUX/ribpmuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaflaHHs XOLHMX HOBMX [04aTKOBUX
OaHnx) 3MiHU BHECEHO A0 IHCTpyKL,i
AN MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3ginis
"Oco6nMBOCTI 3acTOCyBaHHS",
"Mo6iuHI peakuii" Wwoao iHdopmauii
npo CMMMNTOMM BigMiHM BiANOBIAHO [0
iHchopmaii pedhepeHTHOro
nikapcbKoro 3acoby (/lipuka, kancynu
no 50 wmr, 75 wmr, 150 mr a6o 300 mr).
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepKeHHs. 3MiHu | Tvuny -
3MiHn Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKiii
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHmX
NiKapcbKnx 3acobiB Nic/is BHECEHHS
Tiei camoi 3MiHN Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaflaHHs XOLHMX HOBMX [04AaTKOBUX
OaHnx) 3MiHU BHECEHO A0 IHCTpyKL,i
AN MeAnYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6iuHI peakuii" Wwoao iHdopmavii
npo cyiunganbHi 4yMKX BifNoBIAHO J0
iHchopmawii pedhepeHTHOro
nikapcbKoro 3acoby (Nlipuka, kancynu
no 50 wmr, 75 wmr, 150 mr a6o 300 mr).
BBefeHHs1 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKEHHS.

He

UA/16153/01/06

153.

MPErABIO®

Kancynu no 200 wmr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nictepiB y
KapTOHHIA KopoobLi

KPKA, a.4a.,
HoBo mecTo

CnoBeHis

BMPOGHULTBO "in bulk",
nepBuMHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/1b
cepil Ta BUMNYCK cepii:
KPKA, a.4., HoBo mecTo,
CnoseHis
KOHTPO/b cepii:

CnoBeHis

KPKA, a.4., HoBo mecTo,

BHECEHHS 3MiH 40 peecTpalinHmx

mMartepianis: 3miHv | TUny - 3MiHn

oo 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnagy (iHwi 3MiH1) 3MiHKn
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
posginis "Ocob6anBoCTI

3acTocyBaHHs", "lMo6iYHi peakuii”

3a
peyerimom

nionsieae
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

CnoseHisi

BiAnoBiAHO A0 pekomeHpauii PRAC
EMA LW040 MOX/IMBOTO BUHVUKHEHHSA
TSOKKMX LLKIPHUX NOBIYHMX peakuiid.
BBeneHHs 3MiH NpoTAroM 6-Tu Micsuis
nicns 3aTBepKeHHs.
3MmiHu | TURY - 3MiHK Woao
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLli fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
negiatpuyHmx gocnimxkers (PIP) (iHLwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLiT
4N MeAnYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao posgainy
"Mo6iuHi peakuyii" BigNoBigHO A0
iHchbopmawii 3 6e3neku Ajtoyoi
PeYOoBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

154.

MPErABIO®

Kancynu no 225 wr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHI Kopoo6Li

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BMPO6HULTBO "in bulk",
NepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
cepii Ta BUNYycK cepii:
KPKA, 4.4., HoBo mecTo,
CroseHis
KOHTPO/b Ccepil:
KPKA, 4.4., HoBo mecTo,
CroseHis

CnoseHis

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3miHu | TNy - 3MiHK
oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHO A0 IHCTPYKUii A4ns MeanyHoro
3aCTOCyBaHHS /ikapcbkoro 3acoby Ao
po3ginis "Ocob6nnBoCTI
3actocyBaHHs", "lNo6iyHI peakuii”
BiANoBiAHO A0 pekomeHaauii PRAC
EMA 010 MOX/IMBOTO BUHUKHEHHSA
TSOKKMX LLKIPHUX MOBIYHMX peakuii.
BBefeHHs 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBeppkKeHHs.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edpeKkT1BHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuui nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUiT Ans

3a
peyenmom

He
nidnsieae

UA/16153/01/07
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perysisipHO OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

pocnimkeHb 3 6e3nekn 3acToCyBaHHs

nikapcbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy
nepiatpnyHux gocnigpkens (PIP) (iHwi
3MiHK) 3MiHM BHECEHO A0 IHCTPYKUT
ANA MeAnYHOro 3acToCcyBaHHS
nikapcbKoro 3acoby Ao po3giny
"Mo6iyHI peakui” BigNoOBIgHO A0
iHchopmawii 3 6e3neku gjtoyoi
PeYoBUHN.

BBeneHHs 3MiH NpoTAroM 6-Tu micsuis

nicns 3aTBepAkKeHHS.

155.

APEAHI3ON
OH-
AAPHUNLUA

PO34UH ONS iH'EKLLN,
30 mr/mn, no 1 mn B
amnyni; no 3 abo no
5 amnyn y KOHTYPHii
YapyHKoBIli
ynakosLi; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLi
B nauu,

MpAT
"®apmauesT
nyHa thipma

"OapHuus"

YkpaiHa

MpAT "dapmaueBTuyHa

ipma "OapHuua”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3miHu | TNy -
AfMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BU
A®| abo fONOMIKHOI PEeYOBUHU -
Ha3BYy A0NOMDKHOT PeYOBUHU, L0
BXOAWTb A0 CKnady rotToBoro
nikapcbKoro 3acoby, NprBeAeHo y
BIANOBIAHICTb A0 MOHOrpagii
€sponelicbkoi ®apmakonei «Disodium
Phosphate Dodecahydrate», sk
HacnifoK, BHOCATLCA 3MiHW A0
BiANOBIAHMX PO3LiNiB peecTpaviliHoro
nocbe: [litova pefakuis: HaTpus
rmgpodpocdar goaekarnapar.
MponoHoBaHa pegakuis: AuHaTpito
hocchat pgopekarigpat. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudiikaTt BiAMNoBIAHOCTI
€Bponeiicbkili
thapmaxonei/MoHorpadii. 3MiHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS
y BiANOBiAHICTb A0 MoHorpadii 4PY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHasTbHOT thapmakonei
nepxasun €C (iHLWi 3MiHW) BHECEHHS

3a
peyenmom

He
nionsieae

UA/2587/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

3MiH go n. 3.2.P.4.1. Cneuudpikauis(-i)
Ta 3.2.P.4.2. AHaniTM4Hi METOAUKN Ha
[LOMOMDKHY pe4yoBuHY JuHatpito
hocchat foaekarigpar, y 3B'A3Ky 3
NpUBEAEHHSAM A0 BUMOT AjH04O0i
MoHorpadii EP «Disodium Phosphate
Dodecahydrate». 3MiHu | TNy - 3MiHK
3 AKoCTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b [ONOMDKHUX PEHOBUH.
3miHa napamMeTpiB cneuudikadliii
Ta/abo fonycTMMUX Mex A5
[ONOMDKHOT PEYOBUHY (BUTyYEHHS 3i
crneungikaLii He3HaYHOro NoKasHMKa
(Hanpviknag, 3acTapifioro nokasHuka))
BW/yYEHHS 3i cneyudikauii Ha
[OMOMDKHY peqyoBuHy uHaTtpito
occhat gogekarigpart BUNpoGyBaHHs
3a NOKa3HMKOM «ApceH» Ta «Baxki
MeTanu», 3rigHo ICH Q3D Guideline
for Elemental Impurities. 3miHu | Tuny -
3MiHu 3 SKOCTi. FO0TOBUIA NiKapCbKUiA
3aci6. KoHTposib AONOMIKHUX PeYOBUH
(iHWi 3MiHW) 3MiHa A0 po3ainy «YMoBu
36epiraHHsa» Ha AOMOMiXKHY PEYOBUHY
[vHatpito pocdpat goaekarigpart:
[itoya pepakuis: B nnotHo
YKyNOPeHHO Tape npu Temneparype
He Bbllwe 25°C. 3anponoHoBaHa
pefakuis: BignosigHo 4O HOPMATMBHOT
OOKyMeHTauii hipMn-BUpO6HUKA.
3MiHu | TUNY - 3MiHK 3 siKkocCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI (iHLWi 3MiHW) — BHECEHHS
He3HauYHWX 3MiH Ta pefakLiliHnX
yTOUHeHb A0 n. 3.2.P.3.4. KoHTponb
KPUTUYHWX CTagii i NpOMiKHOI

npoaykuii.
156. | MPIOPUKC™ niodpinisar gna nakcoCwmit Benvka nakcoCmiTKNsiH Benbris BHECEHHS 3MiH [0 peecTpauiiHnX 3a - UA/13694/01/01
| PRIORIX™ pPO34MHy AN Knsinx BpuTaHis Bionogxikans C.A. mMartepianis: 3MiHu | TNy - 3MiHK 3 peyenmom
KOMBIHOBA iH'ekyjin; 1 Excnopt aKocTi. CepTudpikaT BignosigHoOCTI/lE-
HA MOHOZ030BUIA Niviteq cepTudikaTt BiANoOBIAHOCTI
BAKUVHA chnakoH (1 gosa) 3 €Bponeiicbkili
ana niodpinizatom y hapmakonei/moHorpadii. MogaHHs
MPO®INAKT KOMMNEKTi 3 HOBOro abo OHOB/IEHOro cepTucpikata

KW KOPY, PO34MHHMKOM (BOAA Bi4NOBIAHOCTI 260 BUTYYEHHS
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
ENIAEMIYHO | ans iH'ekuiit) y cepTugikaTa BignNoBigHOCTI
ro nonepegHL0 €poneiicbkini hapmakonei: ana Ad®l;
NAPOTUTY HanoBHeHOMY ONs BUXiQHOTO
TA Lnpuui Ta ABoma mMatepiany/peareHTy/npoMiXHOro
KPACHYXWU rosikamy B KapTOHHii NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
Kopo6ui; 100 BMPOGHMLTBI A®I; ANS [ONOMIXHOT
MOHO,030BUX (1 peyoBuHu (CE-cepTudikat
[03a) h1aKoHIB 3 BIANOBIAHOCTI EBPONENChbkili
niodpinizatom y hapmakonei ana A®l/BuxigHoro
KOMMNEKTI 3 mMatepiany/peareHTy/npoMiXHOro
PO3YMHHMKOM (BOAA npoaykTy abo AONOMiIXHOT pevyoBUNHN) -
ONs iH'eKUii) B OHoBneHwWit cepTuddikaT Big BXe
amnynax Ne 100 B 3aTBEPAKEHOr0 BUPOBHUMKA.
oKpeMmili ynakoBuyj; 1 OHoBrEHHS cepTudikaTty
MyNbTUA030BUIA BiANOBIAHOCTI E€BpONEChKOI
donakoH (2 posn) 3 dapmakonei Wwoao ryéyaroi
nioginizatom y eHuecdbanonartii Ha deTanbHy buuavy
KOMM/IEKTI 3 cmposatky (FBS) 3 R1-CEP 2000-211
PO34MHHMKOM (BOAA Rev02 Ha R1-CEP 2000-211 Rev03 y
ONs iH'eKUil) B 3B'AA3KY 3i 3MiHOIO Ha3BU
amnysi; no 100 wTyk noctavasnbHuka 3 GE Healthcare LTD
donakoHiB Ta amnyn Ha Cytiva, HoBa 3enaHgis 6e3 3MiHn
B OKPEMMX KOopobKax afpecy nocta4yanbHuvka.
157. | NPONATAH Kpansi o4Hi, 0,005 CEHTICC IHAjsA CEHTICC ®APMA MNBT. IHAja BHECEHHS 3MiH 0 peecTpavyinHmx 3a He UA/13705/01/01
%; no 2,5mny PAPMA nTAa. martepianis: 3mMiHu | Tuny - 3MiHK WOA0 | peyenmom nionsieae
donakoHi 3 NnBT. NTA. 6e3nekn/edhekTVBHOCTI Ta
KpanesnbHuueto; no 1 thapmakoHarnagy. 3MiHa y KopoTkiii
donakoHy B XapakTepucTuLi nikapcbkoro 3acoby,

KapTOHHIM nayi

TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha NiacTasi
perynspHo OHOB/IHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANOBIAHO A0 NnaHy
neajatpnyHux gocnigxeHs (PIP)
(3MiHY Y3rofpKEHO 3 KOMMNETEHTHUM
YNOBHOB&XKEHUM OpPraHoMm) - 3MiHu
BHECEHO A0 IHCTPYKUii A4ns MeanyHoro
3aCTOCyBaHHS /ikapcbkoro 3acoby Ao
po3ainy "Mo6iyHi peakuji” BiANOBIAHO
00 iHdhopMmalLii 3 6e3nekun giroyoi
peYOBUHM
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

158.

NMPOCTAME/

Tabnetku; no 60,
abo no 120, a6o no
200 TabneTok y Ty6i;
no 1 1y6i B
KapTOHHI/ Kopoo6Li

AnbneH
dapma
veX

HimeuunHa

[Op. M'yctaB KnsiiH Tm6X

& Ko. KI

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHa 3asBHuka /13
(MIBIM) (BnacHuka peecTpay,iiiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460): 3MmiHn | TUny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy (BefeHHs
y3arasibHeHUX faHvx Npo cucTemy
hapmakoHarnsgy, smiHa
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANILHOI 32 3filicCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
dhapmakoHarnsgy 3asBHuka ans
3[iiCHEHHS1 hapMakoHarsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 3filiCHEHHS
hapmakoHarnagy (Bkiovaroun
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6u
3as1BHVIKa, BignoBiganbHOI 3a
3fiicHeHHs hapmakoHarnsgy. 3miHa
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: BoiiTeHko AHTOH
leopriioBuy. MponoHoBaHa pefakuis:
Byask Onekcangpa CepriiHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaini. 3miHa
Micusi 34iACHEHHSA OCHOBHOI Aisi/TbHOCTI
3 thapmakoHarnsgy. 3miHa
MicLie3HaxXoKeHHS MacTep-gdaiina
cuctemu chapmakoHarnsgy Ta ioro
Homepa.

6e3
peyenma

UA/6931/01/01

159.

NYNbMIKOPT

cycneHsia ans
posnuneHHs, 0,5
Mr/mMA; No 2 M B
KOHTeliHepi; no 5
KOHTeliHepiB y

AcTpa3eHek
a Ab

LLsewis

B1MpO6HMLTBO, KOHTPOSIb
AKOCTI Ta BUMYCK cepii:
AcTpa3eHeka Ab,
LLsewjis
KOHTpO/1b AKOCTI:

LLisewjs

BHECEHHS 3MiH 0 peecTpavLinHmx
MaTepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaMKEHHS AISNbHOCTI

3a
peyerimom

He
nionsieae

UA/5552/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
KOHBepTi; no 4 AcTtpa3eHeka Ab, BMpOOGHUKa/iMnopTepa rotoBoro
KOHBEPTW Y LLsewjis nikapcbKoro 3acoby, BkIYaum

KapTOHHIA KopooLi

AinbHULI BUNYyCKy cepii abo micue
NPOBEeEHHA KOHTPOJIIO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae

BMPOGHMK/iMNOpTEp, BKIOYaYM

BUMYCK Cepiil) AgMiHICTpaTUBHa 3MiHa
MOLUTOBOTO iHAEKCY 6€e3 3MiHK
(haKTUYHOTO MiCLLe3HaXOKEHHS
BMpobHuka M3 AstraZeneca AB
(Forskargatan 18).
3MiHN BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3acTOCYBaHHA NiKapCbKoro
3aco6by y po3gin «MicLe3HaxomKeHHS
BMPOGHMKa Ta agpeca Micus

NpOBaMKEHHS MOro AiANbLHOCTI» 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi

MapKyBaHHS YNakoBKV NikapCbKoro

3acoby.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMpPOOGHUKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIUaum
AinbHULI BUNYyCKy cepii abo micue
NPOBeEHHS KOHTPOJIIO SIKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, He BK/IYaym
BUMYCK Cepiil) AgMiHIiCTpaTUBHa 3MiHa
MOLUTOBOTO iHAEKCY 6€e3 3MiHK
(haKTUYHOTO MiCLLe3HaXOKEHHS
BMpobHuka M3 AstraZeneca AB
(Gartunavagen). [laHa npoueaypa He
noTpebye ekcnepTusn B Ynpas/iHHi
eKcrnepTM3n MaTepiasiB Npo MeauyHe
3aCTOCYBaHHS Nikapcbkux 3acobiB Ta
HOMeHKNaTypm.

BBeneHHs 3MiH NpoTAroM 6-Tu micsuis
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHKn)
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNaKoBKM NiKkapCbKOro 3acoby, a came:




153

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o

3acoby ynakoska) nocBi04€eHHs

BHECEHHS peAakLiiHNX NpaBoK.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepKeHHs
160. | NY/IbMIKOPT | cycneHsis gns AcTpa3eHek Llseuis Br1po6HMLTBO, KOHTPO/Ib LLiBeuis BHECEHHS 3MiH 0 peecTpavjiinHmx 3a He UA/5552/01/01
posnunexHs, 0,25 a Ab AKOCTi Ta BUNYCK cepil: marepianis: 3miHu | Tuny - peyenmom nionsizae

Mr/M/T; MO 2 M1 B
KOHTeliHepi; no 5
KOHTeliHepiB Yy
KOHBepTi; no 4
KOHBEpTW y
KapTOHHI KopoobLi

AcTtpa3eHeka Ab,
LLiBeuis
KoHTpornb sikocTi:
AcTtpa3eHeka Ab,
LLseuis

AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaf)KEHHS AiSNIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum
AinbHULI BUNYyCKy cepii abo micue
NpoBefleHHs1 KOHTPOJIO AKOCTI.
(AisnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOpTEp, BKIOYAUM
BUMYCK cepiil) AgMiHICTpaTuBHa 3MiHa
NOLUTOBOrO iHAEKCY 6e3 3MiHn
(haKTUYHOTO MiCLLe3HaXOKEHHS
BMpo6HUuKa 13 AstraZeneca AB
(Forskargatan 18).
3MiHM BHECEHO B iHCTPYKLit0 ANs
Me[NYHOro 3aCTOCYBaHHA NMiKapCbKoro
3aco6by y po3gin «MicLe3HaxomKeHHs
BMpOGHMKa Ta agpeca micus
NPOBaMKEHHS NOro AiANBHOCTI» 3
BiANOBIAHMMU 3MiHAMW Y TEKCTI
MapKyBaHHS! yNakoBKW /ikapCbKoro
3aco0by.

BBefeHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
AJMiHICTpaTBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBa)KEHHS AiSNIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum
AinbHULI BUNYyCKy cepii abo micue
NpoBefleHHs1 KOHTPOJIO AKOCTI.
(aisnbHICTb, 3a SKy BigNoBifae
BVMPOGHMK/IMNOPTEpP, He BKIYaym
BUMYCK cepiil) AgMiHICTpaTuBHa 3MiHa
MOLUTOBOrO iHAEKCY 6e3 3MiHn
(haKTUYHOTO MiCLe3HaXOKEHHS
BMpo6HUuKa 13 AstraZeneca AB
(Gartunavagen). [aHa npouegypa He
noTpebye ekcnepTv3n B YNpasiHHi
eKkcnepTu3u marepianis Npo MegunyHe
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
3acTocyBaHHA Nikapcbkux 3acobiB Ta
HOMEHKNaTypu.
BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn Wwopao 6esnekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHun)
OHOB/EHHA TEKCTY MapKyBaHHSA
yMNakoBKM NikapcbKoro 3acoby, a came:
BHECEHHS pefaKLiiHNX NpaBoK.
BBeneHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepAkeHHs
161. | NY/ZIbMOJIOP | nopoLuok Ans Mosi Xenc LLiBeiuapis CaBa Xesckea /114, IHais/ BHECEHHS 3MiH 0 peecTpavyjinHmx 6e3 - UA/10378/01/01
® OpasIbHOT cycneHsil, 6X IHais YropwumHa martepianis: 3miHu | Tuny - peyenma
1 nnsawka 3 Megiton AOMiHICTpaTMBHI 3MiHW. 3MiHa
MOPOLLKOM ANsi dapmacbtoTikan N174,., HaliMeHyBaHHA Ta/abo agpecu
npuUroTyBaHHs 60 Mn YropLpHa 3asBHUKa (BNacHNKa peecTpauiiiHoro

a6o 100 mn
cycneHsii pasom 3
MipHUM 3ac060M Ha
Kpuweuyw,i 3
nosieTuneny B
KapTOHHI ynakoBL,i

noceigueHHs) - 3miHa agpecu
3asBHUKa (BNnacHUKa peecTpauiiHoro
nocBifyYeHHs1). TepmiH BBEAEHHS 3MiH
npoTarom 6 micsAuis nicns
3aTBePMKEHHN; 3MiHN | TUNy - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
OHOB/IEHHSI TEKCTY MapKyBaHHS
NEepPBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby, a came: ons
BMpOGHMKa «MegiTon dapMachioTika
Nta»: 3miHa y nyHkTax 4. «AATA
3AKIHUEHHA TEPMIHY
MPUOATHOCTI» Ta 6. «IHLE»
(BUNy4YeHHs iHchopmavii Wwoao koay
niueHsii BUpo6HMKa) NepBUHHOT
ynakoBKU, y NyHkTax 8. «JATA
3AKIHUEHHA TEPMIHY
MPUOATHOCTI» Ta 17. «IHLWE»
BTOPUHHOT YMakoBKN (BUTyHEHHS
iHchopMaLii Woao Koay NileHsil
BMPOGHMKA) BTOPUHHOI ynakosku. [ns
BMpo6HMKa «CaBa Xesnckea /ITa»:
3MiHa Y NyHKTi 4. «JATA
3AKIHUEHHA TEPMIHY
MPUOATHOCTI» nepBMHHOT ynakoBKu
Ta y nyHkTi 8. «AATA 3AKIHUEHHA
TEPMIHY NPUOATHOCTI»
BTOPWHHOI yNakoBKWN. TepMiH
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

BBEJEHHS 3MiH NMPOTAroM 6 micsuis
nicns 3aTBepAkeHHs

162.

PANITYC

cupon 30 mMr/5 mn no
120 mn 'y dpnakoHi;
no 1 donakony 3
MipPHVM KOBNAYKoOM Y
KapTOHHI ynakoBLi

Makneopc
dapmacboT
nKanc
Nimiteq

IHAjsA

Makneopc
PapmacboTuKanc
Nimviteq

IHAja

BHECEHHS 3MiH 40 peecTpavyiinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKoro 3acoby (3MiHa B
ymoBax 36epiraHHs roToBoro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHSA/BIAHOBMEHHS) 3MiHA B
ymoBax 36epiraHHs M13.
3aTBepaKeHo: YMOBU 36epiraHHs.
36epirati npu TemnepaTtypi He BuLLe
30 °C. 3anponoHoBaHo: YMOBU
36epiraHHs.
36epirati npu TemnepaTtypi He BuLLe
25 °C. 3MiHn BHeCeHi B po3gin "Ymosu
36epiraHHA" B iIHCTPYKL,it0 ANns
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3aco0y, K HacnigokK - BiANOBIAHI 3MiHU
y TEKCTi MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby.

3a
peyenmom

He
nionsieae

UA/6153/01/01

163.

PEMEHC®

TabneTku no 12
Tabnetok y 6nictepi;
nol,2,3a6o4
6nictepu y
KapTOHHIiA KOpo6L

Pixapa
BiTTHep Al

ABCTpis

Pixapg bitTHep Al

ABCTpis

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
AKOCTIi. [OTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOSIO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa
abo fofaBaHHA AiNbHULI, Ha SAKIRA
3[iiCHI0ETLCSA
KOHTpO/b/BUNPOGYBaHHS cepil)
[ofasaHHA A0 maTepianis
peecTpaL,iiniHOro AoCbe, po3ainy
3.2.P.3.1. BUpo6GHWK(1) AinbHULI, Ha
AKIA 34ICHI0ETLCA MIKPOBIONOTIUHWIA
KOHTPO/b/TECTYBAHHS NapTili rOTOBOrO
nikapcbkoro 3acoby MPL
Mikrobiologisches Pruflabor GmbH,
Grabenweg 68 6020 Innsbruck,
Austria.

6e3
peyenma

UA/10052/01/01

164.

PEHIANIH

Tabnetku no 10
Tabnetok y 6nictepi;
no 2 6nictepu y

TOB
"Martepia
Meguka-

Ykpaina

3AT CaHTOoHiKa

NntBa

BHECEHHS 3MiH 10 peecTpaLifiHnx
marepianis: 3miHu Il Tuny - 3miHK 3
AKOCTi. A®l. KoHTposib A®I (iHwi

6e3
peuyenma

UA/17860/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
KapTOHHIA KOpooLi YkpaiHa" 3MiHM) - 3MiHa 4ONYCTUMUX MEX 3a

NOKasHUKOM «laeHTudikayis»,
BM3HA4YeHOro y cneyudikauii Ha
BUXiAHWI NPOAYKT «AHTUTINA [0
ricTamMiHy agpiHHO ouuLLeHI», Lo

BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HMLUTBa ADI, 06yMOBEeHa

BHECEHHSIM YTOUYHEHHS LLO0A0

MOX/IMBOCTi MOSIBYA CMYTU NPUGAN3HO
81 k[a, Wwo Bignosigae p-cmysi IgM,
nif, Yac BUKOHAHHS METOANKMN
Reducing SDS-PAGE. He3HauHi
pefakLiiiHi npaBkM LLOAO NoKasHMKa
«lpgeHTudpikauis» (metog Non-reducing
SDS-PAGE) cneuudikauii BUXigHOro
NPOAYKTY «AHTUTINA A0 ricTamiHy
ahiHHO OuMLLIEHI», WO

BUKOPVCTOBYETLCA Y NPOLIECI

BMpoOHULTBa A®PI, sKi He TATHYTb 3a
c006010 3MiH, 3asB/1EHI 3 METOID
npuBEeLEHHS Y BiANOBIAHICTL peaakuii
marepianis peecTpauiiHoro f1ocke 3
OOKYMeHTaLielo BUPOOHUKa BUXiZHOIO
npoaykty. 3miHu Il Tuny - 3miHun 3
AKocTi. A®l. KoHTposb A®I (iHLwi
3MiHM) - 3MiHa AONYCTUMUX MEX 3a
NOKa3HUKOM «YHucToTa», BU3HAYEHOro
y cneuudikauii Ha BUXigHWI NPOAYKT
«AHTWTINA 40 ricTaMiHy achiHHO
OUVILLIEHI», L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTea AdI,
06yMOB/IeHa BHECEHHAM YTOUHEHHSA
LLOAI0 MOX/IMBOCTI MOSIBM CMYTW
npuénunsHo 81 kfa, o Bignosigae p-
cmysi IgM, nig Yac BUKOHaHHSA
meToaukm Reducing SDS-PAGE.
Hes3HauHi pegakLiiiHi npaBku Woa0
nokasHuka «4Yucrtota» (Mmetog Non-
reducing SDS-PAGE) cneuundikauii
BMXIZAHOrO NPOAYKTY «AHTUTINA A0
ricTamMiHy atpiHHO ouuLLieHI», Lo

BUKOPVCTOBYETLCA Y NPOLIECI

BMpoOHULTBa API, sKi He TATHYTb 3a
c006010 3MiH, 3asB/1EHI 3 METOID
npuBeAeHHs Y BigNOBIAHICTb peaakuil
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n/n

JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

165.

marepianis peecTpauiiiHoro f1ocke 3
OOKYMeHTaLielo BUPOOHUKa BUXiZHOIO
npoaykTy. 3miHu Il Tuny - 3miHun 3
AKocTi. A®l. KoHTposb A®I (iHLi
3MiHM) - 3MiHa AONYCTUMUX MEX 3a
noKasHUKOM «laeHTudikauis»,
BM3HAYEHOro y cnewmdikauii Ha
BUXiAHWI NPOAYKT «AHTUTINA [0
6paavKiHiHy adiHHO OYULLEHI», L0
BUKOPVCTOBYETLCA Y NPOLLECI
BMPOGHUMLTBA ADI, 06ymOBIEHa
BHECEHHSM YTOYHEHHS LLIOAO
MOX/IMBOCTi MOSIBY CMY NPUGAN3HO
81 k/[a, wo signosigae p-cmysi IgM,
nifi 4ac BUKOHAHHSA METOAVKN
Reducing SDS-PAGE. He3HauHi
peAakuiiHi npaBku LWOA0 NEBHUX
nokasHuKiB cneuudikauii BUXigHoro
NPOAYKTY «AHTUTINA [0 6pafnKiHIHY
ahiHHO OuMLLIEHI», WO
BUKOPVCTOBYETLCA Y NPOLIECI
BMpoOHULTBa API, sKi He TATHYTb 3a
C006010 3MiH, 3asB/1EHI 3 METOID
npuBEeLEHHS Y BiANOBIAHICTL peaakuii
marepianis peecTpauiiiHoro f1ocke 3
OOKYMeHTaLielo BUPOOHUKa BUXiZHOIO
NPOAYKTY.

PELITA-10

TabneTtku, BKPUTI
NNiBKOBOO
o060s10HKot0 no 10
Mmr, no 14 TabneTok
y 6nicTepi, no 2
6nictepu y
KapTOHHIM nayi

Inka
NabopaTtopi3
Nimiteq

IHais

Inka Na6opatopi3
Nimviteq

IHais

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/edheKkT1BHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV A0 y3araslbHEHUX AaHWX Mpo
cucTemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHVX faHnx npo cuctemy
hapmakoHarnsgy, smiHa
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 34iliCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnagy 3asBHUKa gn1s
3[iiCHEHHS1 hapMakoHarisay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 34iliCHEHHS
hapmakoHarnagy (Bkiovarun
KOHTaKTHIi fiaHi) Ta/abo 3MiHM y

3a
peyenmom

UA/15158/01/02
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Ymosu

Pexknamys

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

BionyckKy

aHHs*

peecmpayjitiHo2o
nocsio4eHHs

PO3MiLLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa KOHTakTHOI
0Cco6W 3as1BHMKA, BignoBigasibHOI 3a
3[iiCHEHHs1 hapMakoHarsay B
YkpaiHi. [jitoua pegakuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pepakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a
3[iiCHeHHs hapmakoHarnsay B
YKpaiHi.

UA/15158/01/03

166.

PELITA-20

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKo0 No 20
Mmr; no 14 TabneTok
y 6nicTepi, no 2
6nictepu y
KapTOHHI naui

Inka
NabopaTtopi3
Nimiten

IHais

Inka Na6opatopi3
Nimviteq

IHais

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/edheKkT1BHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHV A0 y3ara/ibHEHUX AaHWX Mpo
cucTemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 3ilicCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnagy 3asBHUKa gn1s
3[jiCHEHHs1 hapMakoHarsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 34iliCHEHHS
thapmakoHarnagy (Bkiovarun
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa KOHTakTHOI
0Cco6Y 3as1BHMKA, BignoBigasibHOI 3a
3[iiCHEHHs1 hapMakoHarisay B
YkpaiHi. [jitoua pegakuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pegakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a
3[iiCHeHHs hapMakoHarnsay B
YkpaiHi.

3a
peyenmom

UA/15158/01/01

167.

PELIITA-5

TabneTku, BKPUTI
NAIBKOBOIO

Inka
NabopaTtopi3

060/10HKOK N0 5 Mr,

JNimiTen

IHais

Inka Na6opatopi3
Niviteq

IHais

BHECEHHS 3MiH 10 peecTpaLiiHnx
mMartepianis: 3MiHu | Tuny - 3mMiHM WoA0

6e3nekn/edeKTMBHOCTI Ta

3a
peyenmom
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

no 14 tTabneTtok y
6nicTtepi, no 2
6nictepu y
KapTOHHIM nayi

hapmakoHarnagy. BeegeHHs a6o
3MiHW A0 y3arasibHEHUX AaHuX npo
cuctemy thapmakoHarnagy (eBefeHHs
y3arasibHeHUX AaHyX Npo cucTemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANLHOI 3a 3filiCHEHHS
hapmakoHarnsagy; KOHTakTHoOi ocobu 3
dhapmakoHarnsgy 3asBHuka ans
3[iiCHEHHSI hapMakoHarisay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANILHOI 32 3filicCHEHHS
thapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa KOHTakTHOI
0Cco6W 3as1BHMKA, BignoBigasibHOI 3a
3[iiCHEHHSs1 hapMakoHarisay B
YkpaiHi. [jitoua pegakuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pepakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
3as1BHVIKa, BignoBiganbHOI 3a
3[iiCHEeHHs hapmakoHarnsay B
YKpaiHi.

168.

PIHASAN®

cnpeii HazaslbHUiA,
[o3osaHuii 1,0
mr/mn; no 10 mny
donakoHi, no 1
donakoHy 3
[03YH04YMM HACOCOM
y nauuj

MpAT
"®apmauesT
M4yHa chipma

"fNapHuus"

YkpaiHa

MpAT "dapmaueBTuyHa
ipma "AapHuus"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
KOHTPO/1b AONOMDKHUX peyoBUH (iHLUi
3MiHM) 3MiHa A0 po34iny «YMoBU
36epiraHHs» Ha AOMOMiXKHY PEHOBUHY
[vHatpito pocdat goaekarigpar:
[itoya pepakuis: B nnotHo
YKyNOPEeHHO Tape npw Temneparype
He Bbllwe 25°C. 3anponoHoBaHa
pefakuisi: BignosigHo 4O HOpMATMBHOT
OOKyMeHTauii hipMn-BUPO6HUKA.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbknii 3aci6. KoHTponb
[LOMOMDKHMX peYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX A1 AONOMIDKHOT
peYvoBUHK (BUYYEHHS 3i cneumndikauii

6e3
peyenma

UA/1751/02/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

He3HaYyHOro nokasHuka (Hanpukniag,
3aCTapifnioro NoKasHyKa)) BUYyYEHHS 3i
cneumdikauii Ha JOMOMKHY peyoBUHY

[unHatpito dhocchat goaekarigpat
BUNPO6YBaHHA 3a NOKa3HMKOM
«ApceH» Ta «Baxki meTanu», 3rigHo
ICH Q3D Guideline for Elemental
Impurities. 3miHn | TUny - 3miHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkii
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS

y BiAnoBigHICTb A0 MoHorpadii APY

abo €sponelicbkoi thapmakonei, abo

iHLWOT HauioHasbHOT thapmakonei

Aepxasun €C (iHLWi 3MiHN) BHECEHHS

3MiH Jo creumdikalii Ta MeTogiB
BUNPOGYBaAHHS Ha [ONOMIXHY
peyoBuHy AuHatpito chocdat
pojekarigpart, a came: 3a n. «BigHOBHI
peyYoBUHM», «HaTpito
avrigpodpocchat», «Xnopuans,

«CynbhaTn», «3anizo», «Brpara B

Maci Npy BUCYLLYBaHHi» HOPMYBaHHS

3a1uLweHo 6e3 3MiH, 6y/10 BHECEHO

3MiHV Ta pefakuiiiHi npaBku
BignosigHo fo €® «Disodium
Phosphate Dodecahydrate»; 3a n.
«lpeHTudikayis», «KinbkicHe
BU3HAYEHHS» BYMOTY NpVYBEAEHO [0
Lito4oi MmoHorpacii €E® «Disodium
Phosphate Dodecahydrate»;
iHbopMmaLLito NokasHuka
«PO3UYMHHICTb» BHECEHO B pO3fin
«3arabHi B1acTUBOCTI».

169.

PIHASAN®

cnpeii HazaslbHUiA,
[o3osaHwuii 0,5
mr/mn; no 10 mny
donakoHi, no 1
donakoHy 3
[03YH04YMM HACOCOM
y nauuj

MpAT
"®apmauesT
M4yHa chipma

"fNapHuus"

YkpaiHa

MpAT "dapmaueBTuyHa
ipma "AapHuus"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
KOHTPO/1b AONOMDKHUX peyoBUH (iHLUi
3MiHM) 3MiHa A0 po34iny «YMoBU
36epiraHHs» Ha AOMOMiXKHY PEHOBUHY
[vHatpito pocdat goaekarigpar:
[itoya pepakuis: B nnotHo
YKYNOPEHHO Tape npu TemMneparype

6e3
peyenma

UA/1751/02/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

He Bblle 25°C. 3anpornoHoBaHa
pefakuis: BignosigHo 4O HOPMATMBHOT
OOKyMeHTauii hipMn-BMpoO6bHUKa.
3MiHu | TUNY - 3MiHK 3 siKkoCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX peqyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX A1 AONOMIKHOT
peyvoBUHM (BUNYYEHHS 3i cneuudikauii
He3Ha4yHOro nokasHuka (Hanpukniag,
3aCTapifnioro NoKasHyKa)) BUYyYEHHS 3i
cneumdikauii Ha JOMOMKHY peqyoBUHY
[unHatpito dhocchat goaekarigpat
BUNPO6YBaHHA 3a NMOKa3HMKOM
«ApceH» Ta «Baxki meTanu», 3rigHo
ICH Q3D Guideline for Elemental
Impurities. 3miHn | TUny - 3miHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HeOOXIAHICTIO NPUBEAEHHS
y BiANoBigHICTb A0 MoHorpadii APY
abo €sponelicbkoi thapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
Aepxasun €C (iHLWi 3MiHN) BHECEHHS
3MiH Jo creumdikalii Ta MeTogiB
BUNPOGYBAHHS Ha [LONOMIXHY
peyoBuHy AuHatpito chocdat
pojekarigpart, a came: 3a n. «BigHOBHI
peyYoBUHM», «HaTpito
avrigpodpocchat», «Xnopuans,
«CynbhaTn», «3anizo», «Brpara B
Maci Npy BUCYLLYBaHHi» HOPMYBaHHS
3a1uLweHo 6e3 3MiH, 6y/10 BHECEHO
3MiHV Ta pefakuiiiHi npaBku
BignosigHo fo €® «Disodium
Phosphate Dodecahydrate»; 3a n.
«lpeHTudikayis», «KinbkicHe
BU3HAYEHHS» BYMOTY NpYBEAEHO [0
Lito4oi MmoHorpacii €E® «Disodium
Phosphate Dodecahydrate»;
iHbopMmaLLito NokasHuka
«PO3UYMHHICTb» BHECEHO B pO3fin
«3araibHi B1acTUBOCTI».
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
170. | PO34YMH pO34uH ANs iHgys3il TOB "HOpis- Ykpaina TOB "HOpia-Papm” YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a He UA/0872/01/01
PIHIEP- no 200 mn a6o 400 Papm"” MaTepianis: 3miHu | TNy - peyenmom nionsieae
NAKTATHUIA My NASLWKaxX AIMIHICTpaTUBHI 3MiHW. BunyyeHHs

BUPOGBHMYOT AiNbHULL (BK/THOYAOUN
AinbHUUI ana A®l, npomiXHOro
npoAayKTy abo roToBOro /ikapCbKoro
3aco6y, AiNbHULI ANS NpoBeAEeHHS
nakyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOrO 3a BUMYCK Cepii,
MicLLe MPOBEeAEHHS KOHTPOSIIO cepii)
ab0 nocTavyasibHMKa BUXIAHOIO
marepiany, peareHTy abo AONOMiXHOT
PEYOBVHY (SIKLLO 3a3HAYEHO Y [OCHE)
BUNyYEHHS BMPOOHUka AP Kanito
xnopug «Kirsch Pharma GmbH», 3a
HasiIBHOCTi 3aTBEPAXXEHOI0 BUPOGHMKA
Macco organiques, s.r.o., Yecbka
Pecny6nika. 3miHun | Tuny - 3miHun 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
Onuc Ta cknag, (iHwWi 3mMiHW) 3MiHK B
po3gaini cknag /13, a came: yTOYHEHHS
3HaYeHHS TeOPEeTNYHOT OCMONAPHOCTI
npenapTy, Wo ckiagae 279
MocMonb/n (nonepeaHs pefdakuis: 284
MOCMO/b/N), NpY LibOMY SIKICHWIA Ta
KiNIbKICHWIA cKNag, Nikapcbkoro 3acoby
3UTMLNBCH HE3MIHHVM. 3MiHW BHECEHI
y po3ginu "Cknag” Ta "/likapcbka
hopma'B IHCTPYKLO 418 MEeANYHOro
3aCTOCYBaHHSA Ta B po34in "FAKICHWA i
KinbkicHWIA cknag'ta “flikapcbka
dopma” B KOPOTKY XapaKTepUCTUKY
nikapcbkoro 3acoby. BignosigHi 3miHu
BHECEHI Yy TEKCT MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby. BeefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHA. 3MiHM | TNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuit 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonyctumMmx
MeX roTOBOr0 /likapCbKOro 3acoby
(BMyYEHHS! HE3HAYHOTO NoKasHMKa
(Hanpwvknag 3acTapinioro nokasHuka,
TakKoro sk 3anax Ta cmak, abo
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
iaeHTudiKaLia 6apBHUKIB YN CMaKOBUX

[,06aB0OK)) BUNy4YeHHs 3i cneundikawii
"'N3 3acTapinoro nokasHuka
«AHOMasIbHa TOKCUYHICTb», i3
BiANOBIAHUM METOA0M BUNPOBYBaHHS.
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
niKapcbKoro 3acoby. 3miHa y MeToaax
BUNPOOYBaHHA rOTOBOTO NiKapPCbKOro
3aco6y (iHLWWi 3MiHK Y MeToAax
BMNpobyBaHb (BKIOYaoUM 3amiHy abo
[OMNOBHEHHS)) 3MiHM 32 MOKa3HNKOM
"BakTepianbHi eHA0TOKCUHMN":
MEeTOAMKa aKkTyanizoBaHa, onunc
MeTOAVKM NpeACTaB/IeHO BifNOBIgHO
0o sumor Ph. Eur. 2.6.14., MeTog A,
6e3 3MiH BCTAHOB/IEHNX KpUTEpIi
NPUIAHATHOCTI. CynyTHS 3MiHa - 3MiHK
3 KoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMMX
MEX rOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3MiHW). 3MiHK | TUNY - 3MiHK 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa y MeToaax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHM Yy meTogax
BMNpobyBaHb (BK/OUaoUM 3amMiHy abo
[OMOBHEHHS))
BHECEHHS 3MiH 40 po34iny
«laeHTUdiKaLis» B MeTofax KOHTPOsI0
AKOCTI Ta cneymdikauii M3,
BignosigHo go Ph. Eur.2.3.1.
CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMyCTUMMX MEX roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHN) 3MiHK
| TMINY - 3MiHW 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nNiKapcbKoro 3acoby. 3miHa y MeToaax

BUNPOGYBaHHS rOTOBOrO JiKAPCbKOro
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
3acoby (iHLWWi 3MiHK Y MeToAax

BMNpobyBaHb (BKIOYaoUM 3amiHy abo
[OMNOBHEHHS)) 3MiHM B MeToax
KOHTPONIO Ta cneuudikauii B po3gini
"KinbKicHe BU3HaAYeHHS", 63 3MiH
BCTaHOB/IEHNX BUMOT crneuudikauii:
YHi(hikoBaHO Ha3BYy MOKa3HWKa i3
cneumdikayieto, onuc MeTogis
CTUMICTUYHO HabIMXKEHO A0 BUKIady
mMatepiany Ph. Eur, Ha3Bu peakTusis
HaBefieHi 3 ypaxyBaHHAM BumMor Ph.
Eur. CynyTHS 3miHa - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKapCbKOro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHN) 3MiHK
| TMINY - 3MiHW 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
NiKapcbKoro 3acoby. 3miHa y MeToaax
BUNPOOYBaHHA rOTOBOTO NiKapPCbKOro
3aco6y (iHLWi 3MiHK Y MeToAax
BMNpobyBaHb (BKIOYaoUM 3amMiHy abo
[OOMOBHEHHS))
3MiHM 0 MeToAiB KOHTponto M3 Ta
crneundikavii 3a NOKa3HMKOM
«MexaHi4Hi BKOYEHHS». YMOBU
npoBefeHHs BUNPo6yBaHHA He
3MiHumncsa. Onuc MeToauk
npuBeaeHwii BignosigHo o Ph. Eur.,
2.9.20 ta Ph. Eur. 2.9.19, meTog 1
(3atBepmxeHo: AdY 2.9.20, Y
2.9.19 metog 1).CynyTHA 3MiHa -
3MiHK 3 SIKOCTi. FOTOBUIA NiKapChKUiA
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMKX
MEX FOTOBOr0 NiKapcbKoro 3acoby
(iHWi 3miHW) 3MiHK | TURY - 3MiHK 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa y MeToaax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHM Yy meTogax

BMMNPOO6YBaHb (BKIOYAKUM 3aMiHy abo
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

[ONOBHEHHS)) 3@ NOKAa3HUKOM
«CTepubHICTb» MeToAvKa
BUMPOOYBaHHA akTyanizoBaHa Ta onuc
MeTOAMKM NpeACTaBEHO BifNoBIgHO
o sumor Ph. Eur. 2.6.1. CynyTHsA
3MiHa - 3MiHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMyCTUMMX MEX roTOBOro
nNiKapcbKoro 3acoby (iHLi 3MiHN)
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTpob roToBOro
nNiKapcbKoro 3acoby. 3miHa y MeToaax
BUNPOOYBaHHSA rOTOBOTO NiKapPCbKOro
3aco6y (iHLWi 3MiHK y MeToAax
BMNpobyBaHb (BKIOYaoUM 3amiHy abo
[OMNOBHEHHS)) 3MiHM 32 MOKa3HNKOM
"CTyniHb 3a6apB/ieHHA":
3arBepmkeHo: npenapar AOo/MKeH
ObITb 6ecUBETHbIM UK criabo-
XKENTOro oKpalUnBaHus, He
npesbiLiatoLero atanoH Y7. (4dY
2.2.2. (meTog Il). 3anponoHoBaHo:
npenapar nosuHeH 6yTn 6e36apBHUM
abo 3abapBrieHHs nNpenapary mae
6yTV He IHTEHCUBHILLNM 3a eTasloH Y7.
(Ph. Eur., 2.2.2, MeTog Il). CynyTHs
3MiHa - 3MiHM 3 AKocTi. FoToBMiA
nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuyudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOro
niKapcbKoro 3acoby (iHLi 3MiHKW)

171.

POCYCTAP

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, No 10
mr; no 10 TabneTok
y bnicTepi, no 2 abo
no 3 a6o no 5 a6o
no 6 aéo no 9
6nicTtepiB y kopobui

TOB
«YOPN[,
MEANLH>»

Ykpaina

YOPAA, MEAVLH
INIAY CAH. BE TIX.
AL

TypeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMaTepianis: 3MiHa 3asBHuKa J13
(MIBIM) (BnacHuka peecTpayjiiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460). TepMiH BBEAEHHSA
3MiH - NpOTSArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV A0 y3ara/ibHEHUX AaHWX Mpo
cuctemy hapmakoHarnagy (sBefeHHs

3a
peyerimom

He
nionsieae

UA/18372/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

y3arasibHeHVX faHnx npo cuctemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 3fi/iCHEHHS
hapmakoHarnsagy; KOHTakTHoOi ocobu 3
dhapmakoHarnsgy 3asBHuka ans
3[iiCHEHHS1 hapMakoHarsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAANLHOI 3a 3filiCHEHHS
thapmakoHarnagy (Bkiovarun
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANoBiAa/IbHOT 3a hapMakoHarnsg.
[itoya pepakuis: PycygaH Ecakis /
Rusudan Esakia. MponoHoBaHa
pepakuis: Myano NaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6u
3asBHVIKa, BignoBiganbHOI 3a
thapmakoHarnag. 3miHa micus
3[iAiCHEHHS1 OCHOBHOI AjisiNIbHOCTI 3
hapmakoHarnagy. 3miHa
MicLie3HaxXoKeHHS MacTep-gdaina
cucteMmn dhapmakoHarnsgy.

172.

POCYCTAP

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKOH0, Mo 20
mr; no 10 TabneTok
y 6nicTepi, no 2 abo
no 3 abo no 5 abo
no 6 ao no 9
6nicTepis y kopobuj

TOB
«YOPN[,
MEANLH>»

YkpaiHa

YOPNL, MEAVNLMH
INIAY CAH. BE TIX.
AL

TypeyunHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3mMiHa 3asBHuKa /13
(MIBIM) (BnacHuka peecTpayiiiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). TepmiH BBEAEHHSA
3MiH - NpOTArom 6 MicAuis nicns
3aTBEPMAKEHHS. 3MiHN | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cucTemy thapmakoHarnsagy (BBefeHHs
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0Co6MU,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3iicHeHHs1 dpapMakoHarisay B

3a
peyenmom

He
nidnsieae

UA/18372/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

YKpaiHi, SIKLLO BOHa BiAMIHHA Bif
YNOBHOB&XEHOT 0co6MU,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnagy (Bkioyaouu
KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[Oitoua pepakuin: PycyaaH Ecakis /
Rusudan Esakia. MponoHoBaHa
pepakuisi: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M
3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnsg. 3miHa micusa
3[iACHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLLe3HaX0/PKEHHS MacTep-ghaiina
cmcTeMu dhapmakoHarnagy.

173.

POCYCTAP

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKOH0, M0 40
mr; no 10 TabneTok
y 6nicTepi, no 2 abo
no 3 aéo no 5 a6bo
no 6 aéo no 9
6nicTepiB y KOpobLi

TOB
«YOPN[,
MEANLH>»

YkpaiHa

YOPA, MEAVLH
I7IAY CAH. BE TIDXK.
ALl

TypeyunHa

BHECEHHS 3MiH 40 peecTpavyiinHmx
MaTepianis: 3miHa 3asBHuKa J13
(MIBIM) (BNnacHuka peecTtpawinHoro
noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460). TepMiH BBEAEHHS
3MiH - MpOTAroM 6 Micauis nicns
3aTBePMKEHHA. 3MiHN | TUNy - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHEHUX JaHuX rnpo
cucTemy thapmakoHarnsgy (ssefeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsagy, smiHa
YNOBHOB&XEHOT 0co6U,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsagy 3asisHuka anis
3[iiCHeHHs hapMakoHarnsay B
YKpaiHi, KO0 BOHa BiAMiHHA Bif,
YNOBHOB&XEHOT 0co6U,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkioyaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaitna cuctemm
hapmakoHarnsay). 3miHa

3a
peyenmom

He
nionsieae

UA/18372/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,
[itoya pepakuis: PycynaH Ecakisi /
Rusudan Esakia. NponoHoBaHa
pepakuis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobun
3asBHMKa, BIANOBIAA/ILHOI 3a
thapmakoHarnag. 3miHa micus
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsagy. 3miHa
MicL,e3HaxX0[KEHHS MacTep-ghaiina
cucTeMun dhapmakoHarnsgy.

174.

CAHAIMYH
HEOPAN®

PO34MNH OpasbHUIA,
100 mr/mn no 50 mn
y thnakoHi, no 1
dhnakoHy pasom 3
[03yBa/TbHUM
KOMM/IEKTOM Y
KOpo6Li 3 KapTOHY
nakyBaJIbHOro

HosaprTic
dapma Al

LLiBeiuapis

Lendhapm XtoHiHr C.A.C.

®paHuis

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
AKocTi. A®l. BUpo6HULTBO. 3MiHU B

npoteci Bupo6HuuTea AP (iHLwi

3MiHM) OHOBNEHHSA po3ainy 3.2.S5.2.2.
Onuc BUpPo6HMYOro npovecy Ta ioro
KOHTPO/I0 3 METOI BUNPAaB/EHHSA
He3HauHWX TunorpacivyHNX NOMUIOK.
3MiHu | TNy - 3MiHK 3 aKoCTi. AdI.
KoHTposib A®I. 3miHa y napameTpax
cneumdikauii Ta/abo JonycTUMMX
MeX, BU3HaYeHnX y cneuundikadisx Ha
A®I, ab0 BUXIAHNIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTHCS y NpoLeci

BMPO6HUMLTBA AD| (4ONOBHEHHS

cneumdikavii HOBUM NOKa3HNKOM

SAKOCTi Ta BiANOBIAHUM METOAO0M

BMNPOOYBaHHSA) AOMNOBHEHHS
crneundikayii Ha A®| LMKNOCMNOPUH
HOBWM MOKa3HMKOM SKOCTi Ta
BiANOBIAHUM METOA0M BMNPOBYBaHHS
Benzene by GC Headspace (not more
then 2 ppm).

3a
peyerimom

UA/3165/03/01

175.

CAHAIMYH
HEOPAN®

PO34MH OpasibHUA,
100 mr/mn no 50 mn
y thnakoHi, no 1
chnakoHy pasom 3
[03yBa/TbHUM
KOMM/IEKTOM Y
KOpo6Li 3 KAPTOHY
nakyBaJIbHOro

HoBapTic
dapma Al

LLiseliyapis

Lendhapm XtoHiHr C.A.C.

dpaHuin

BHECEHHS 3MiH 40 peecTpaliiHnX

mMartepianis: 3MiHu | TNy - 3MiHK 3

AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.

Cucrema
KOHTeliHep/3akKyrnopoBasibHWii 3aci6.
3MiHa y NepBUHHIlA ynakoBLi roTOBOro
NiKapcbKoro 3acoby (siKicHWit Ta
KinbKicHWIA cknag) - M'siki Ta

3a
peyenmom

UA/3165/03/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
HecTepw/bHI pPiakKi Nnikapcbki chopmu.
3MiHa 6apBHVKa NEPBUHHOT YNaKkoBKM
roTOBOrO slikapcbkoro 3acoby ( Black
Screw cap YOopHOT NPo6ku Lo
3aKpyyyeTbCs). 3MiHu | Tuny - 3miHn 3
AKocTi. MeguuHi npucTpoi (iHLWi 3mMiHKn)
— BHECEHHSA 3MiH fo p. 3.2.P.7.
Cwuctema koHTenHep/
3aKyrnoproBasibHuWii 3acib, a came
KOpEeKLisi MaslloHKa [03yBaslbHOT0
KomnnekTy 1 mn (BuganeHHs
rpagytoBaHHS HyNbOBOI NiHil, a TaKoX
BUMPaB/IEHHS ONWCY KPOKIB 3rigHO 3
M&UTHOHKOM).
176. | CAHIAAP® pO34MH Ans MpAT Ykpaina MpAT "dapmaLeBTU4Ha YkpaiHa BHECEHHS 3MiH 0 peecTpavyjinHmx 6e3 niossieae UA/18909/01/01
30BHiLLIHBLOIO "®PapmaveBT ipma "OapHuua” mMartepianis: 3miHu | TUny - 3MiHKM 3 peyenma
3acTocyBaHHs, 0,2 nyHa chipma AKOCTI. [0TOBWUIA Nikapcbkuii 3aci6.
mr/mn, no 100 mn, "NapHuus” Cuctema
no 200 mn a6o no KOHTelHep/3aKynoptoBasibHUiA 3aci6
400 mn 'y dhnakoHax; (iHWi 3MiHW) A0 3aTBEPAKEHNX
no 100 mn, no 200 ynakoBok 06’emom 100 mn, 200 mn Ta
M a6o no 400 mny 400 mn y donakoHax, [oaalTbes
hnakoHax i3 ynakoBku o6’emom 100 mn, 200 mn Ta
3aXUCHUM 400 mn y donakoHax, siki
KOBMaYKoOM 3aKPUBAKOTHLCS 3aXVCHUM KOBMAYKOM
(L0 He € NepBMHHUM
3aKynoproBasibHUM 3ac060M), 3
BiANOBIAHMMU 3MiHAMU B PO34in
«Ynakoska» MKSA /13. BBeeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
177. | CEHN JINCTSA | nucTA Ta nogm no MpAT YkpaiHa MpAT "“NliktpaBn" YkpaiHa BHECEHHS 3MiH [0 peecTpaliiHnX 6e3 - UA/2472/01/01
TA nnoaun 50 r y naykax 3 "NikTpasun" mMartepianis: 3miHu | TUny - 3MiHun 3 peyenma

BHYTPILLHIM
naketom; no 2,0ry
inbTp-nakeTi; no
20 chinbTp-nakeTiB y
nadui abo y nauu,i 3
BHYTPILLHIM
naketom; no 2,0ry
inbTP-NakeTi B
iHOUBIgya/ibHOMY
nakeTuky; no 20
inbTP-NakeTiB y
nayui

AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasibHUIA 3aci6
(IHLLi 3MiHW) — BHECEHHSA 3MiH [0
crneungikau,ii 3 KOHTPO/IO NEPBMHHOTO
nakyBanbHOro matepiany (Manip
inbTpyBasbHWMI), a came
[IOMNOBHEHHS NOKa3HUKa
«lpeHTudikauis (30BHILWHI 03HaKW)»
BK/TOYEHHSIM [04ATKOBUX O3HAK A1
Bi3yasIbHOI0 KOHTPOsI0 «6) Kostip».
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
178. | CENTOJIETE NboAsHUKK, 3 Mr/l KPKA, a.4., CnoBeHis BMPO6HULTBO "in bulk”, CnoseHis BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 nionsieae UA/16752/01/01
® TOTAN M, N0 8 NbOASAHVIKIB HoBo mecTO nepBMHHA Ta BTOPUHHA marepianis: 3MiHu |l Tuny - 3MiHN peyenma
NNMOH TA y 6nicTepi, o 1, no yMakoBKa, KOHTPO/1b woAao 6e3nekn/edreKTMBHOCTI Ta
ME/L 2,no 3, no 4 a6o no cepii: KPKA, a.4., HoBo thapmakoHarnagy. 3MiHU y KOPOTKili
5 6nictepiB y mecTo, CnoBeHis; XapakTepucTuLi nikapcbKkoro 3acoby,
Kopoo6Ui KOHTpO/b cepii: TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
KPKA, a.4., HoBo mecTo, MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
COBEHIs; KOHTPO/b Ta HOBUMW JaHVNMM 3 SIKOCTI,
Bunyck cepii: KPKA, OOKAIHIYHUMM, KNIHIYHAMW JaHuMK Ta
4.4., Hoeo mecto, JaHuMu 3 dhapMakoHarnagy. 3MiHu
CnOBEHiIs; KOHTPO/b BHECEHO B iHCTPYKLIO0 4518 MEANYHOIO
cepii: HN30X 3aCTOCYBaHHS NiKapcbKoro 3acoby Ao
(HauioHanbHi po3ainis "®apmakonorivHi
naboparopis 3a 3gpaB'e, BnacTuBocTi", "Mo6iuHI peakui™.
OKOJI€E iH XpaHo), BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
CnoBeHisg nicns 3aTBepKeHHs
179. | CUMBACTAT | kpuctaniyHui ToBapucTBo YkpaiHa XEHAHb TOM®OHA Kutai BHECEHHS 3MiH 0 peecTpaLinHmx - - UA/19255/01/01
NH NOpPOLLOK 3 CKI-TEK KO., NTA. mMartepianis: 3miHu | TUny - 3MiHKn 3
(cybeTaHuin) y 06MEXEHOI aKocTi. CepTudpikaT BignosigHoOCTI/lE-
TPULLIAPOBUX Bignosigaib cepTudiikaTt BiAMNoBIAHOCTI
NaMiHOBaHuX HicTI0 €Bponeiicbkil
naketax gns "®apmaveBT thapmakonei/moHorpadii. MogaHHs
hapMaLeBTUYHOTO nyHa HOBOro abo OHOB/IEHOro cepTucpikata
3acTOCyBaHHSA KOMnaHis BiAMNOBIAHOCTI 260 BUMYYEHHS
"3p0pos'a" cepTudikaTa BignoBigHOCTI

€poneiicbkiii hapmakonei: ana Adl;
LA BUXigHOro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOTO BUPOGHMKA - MogaHHA
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponeiichbkili
apmakonei (R1-CEP 2006-232-Rev
04) Big, BXe 3aTBEpPAKEHOrO
Bupo6Huka HENAN TOPFOND SCI-
TECH CO., LTD., China, y 3B’A3Ky i3
3aMiHOI0 TEPMIHY NpUAATHOCTI
cybcTaHLUii 2 poku (He 6yB BkasaHWii B
CEP R1-CEP 2006-232-Rev 03) Ha
TEPMiH NEePEeKOHTPOI0 cybCTaHuii 4
POKM 3rigHo BkazaHoro B CEP R1-CEP
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
2006-232-Rev 04
180. | COAEPM® PO3UMH HaLLKIPHWIA TOB "MIBE YkpaiHa Mi6e MmeX HimeuunHa BHECEHHS 3MiH 40 peecTpalinHmx 3a - UA/10254/01/01
0,1 %; no 15 mn, 30 YKPAIHA" ApuHaiimiTTens mMarepianis: 3mMiHu | Tuny - 3MiHK WOA0 | peyernmom
M, 50 mn, 100 mny 6e3nekun/edheKTUBHOCTI Ta
chnakoHax 3 thapmakoHarnagy (iHwi 3MiHn).
KpanenbHuLeto; no 1 OHOB/IEHHA TEKCTY MapKyBaHHSA
donakoHy B NepPBUHHOI Ta BTOPUHHOI YNakoBOK
KapTOHHIM nayui nikapcbkoro 3acoby. TepmiH BBEAEHHS
3MiH NPOTArom 6 Micsis nicns
3aTBEPAKEHHS
181. | cony- NOPOLLOK ANs Mdpaiizep CWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpauiiHnX 3a - UA/9873/01/01
KOPTE® PO34UHY A5 iH'EKLLA IHK. MeHtohekyypuHr mMartepianis: 3mMiHu | Tuny - 3MiHK WOA0 | peyernmom
Benbris HB 6e3nekn/edheKTUBHOCTI Ta

no 100 mr; 1 chnakoH
3 MOPOLUKOM Y
KapTOHHI kopobuyj;
25 chnakoHis 3
NOPOLLKOM Y MNigfoHi
ans
TPaHCNOPTYBaHHSA
(6e3 BTOpUHHOI
ynaKkoBKW)

hapmakoHarnsgy (iHwi 3miHn).
BunyyeHHs TeKCTy MapKyBaHHS i3
MeToziB KOHTPOHO SKOCTi (6e3 3MiH
[0 TEKCTY MapKyBaHHs). [itoua
pepakuis: MKA N13. MapkyBaHHS.
HasiBHe MapKyBaHHsi NepPBUHHOT Ta
BTOPWHHOT yNakoBoOK. NponoHoBaHa
pepakuis: MKA N13. MapkyBaHHS.
3rifHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHSA. 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaZKEHHS AiS/IbHOCTI BUPOOHMKA
(BkNtOYaKOUN, 32 HEOOXIAHOCTI, Micue
NpoBefeHHs KOHTPO/IIO AKOCTI), abo
BNacHMKa mactep-goaiinia Ha Adl, abo
nocravyanbHuka A®I/BuxigHoro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCSA Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBpoONeichbkili
hapmakonei y 3aTBepKEHOMY [0ChE,
a60 BUPOGHMKA HOBOT AOMOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE).
3MiHa Ha3BM 3aTBEPAXKEHOT
BUPOBHMYOI Ai/TbHULL 4it0Y0T PeYOBUHN
Pharmacia and Upjohn Company LLC
ANA NPUBEAEHHA Y BiAMNOBIAHICTL [0
Ha3BM 3a3HayeHol Ha cainti US FDA

Drug Establishments Current
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

Registration Site. A TakoX BHECEHHS
peaakuiiHnX 3miH B agpecy
(mnomaBaHHSA NOBHOI dhopMKM A0
abpesiatypu KpaiHm USA sk United
States). BupobHuua ginbHnua Ta yci
BMPOGHWUYI onepauii 3a/mwwaTbCs
He3MiHHUMW. [itoya pefakuis:

Pharmacia and Upjohn Company LLC.

7000 Portage Road Kalamazoo,
Michigan (MI) 49001, USA.
MponoHoBaHa pepakuis: Pharmacia &
Upjohn Company LLC. 7000 Portage
Road Kalamazoo, Michigan (MI)
49001, United States (USA)

182.

CTPENCINC®
IHTEHC/B

cnpeii OpOMYKO3HWIA,
pO34uH 8,75
mr/gosa; no 15 mny
donakoHi; no 1
donakoHy B
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xerickep

IHTEpHeLUHN

NimiTen

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep IHTepHeLwHN
NimiTea, Benuka
BpuTaHia (Bunyck cepii);
PekkiTT BeHkizep
Xerickep
MaHydekuypiHr
(TainaHg) NimiTen,
TainaHg (BUpo6HULTBO,
nakyBaHHA Ta
NepBUHHWIA BUMYCK
roTOBOrO NiKapCbKoro
3acoby)

Benvika
BpuTaHis/
TainaHg,

BHECEHHS 3MiH 0 peecTpavyjinHmx
mMartepianis: 3miHu | TUNy - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 Y3araslbHEHUX AaHuX npo
cucTemy thapmakoHarnsagy (BBefeHHs
y3ara/ibHeHVX AaHunx npo cuctemy
thapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0Co6MU,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3[iiCHEeHHs1 hapMakoHarisay B
YKpaiHi, SKLLLO0 BOHa BifMiHHA Bif
YNOBHOB&XEHOT 0Co6MU,
BiANOBIAA/IbHOI 3@ 3AiICHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-chaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BiANoBigasIbHOT 3a hapMakoHarnsag.
Litova pegakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
Bi4NOBiAa/bHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigasbHOI 3a

6e3
peyenma

UA/15692/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
dhapmakoHarniag B YkpaiHi
183. | CTPENTOUWN | Tabnetkv no 0,5 r no MAT YkpaiHa MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH 40 peecTpalinHmx 3a - UA/7121/01/01
Jil 10 TabneTtok y "MoHdpapm” mMarepianis: 3mMiHu | Tuny - 3MiHK WOA0 | peyernmom
cTpunax abo 6e3nekun/edheKTUBHOCTI Ta
6nictepax; no 10 thapmakoHarnsgy. BeegeHHst abo
TabneTok y cTpuni; 3MiHU [0 y3araslbHEHNX AaHnX Npo
no 2 a6o 10 cTpwvnis cuctemy papmakoHarnsgy (BBefeHHs
y nauui 3 KapToHy; y3arasibHeHVX AaHunx Npo cuctemy
no 10 TabneTok y hapmakoHarnsgy, smiHa
6nicTepi; no 2 abo YNOBHOB&XEHOT 0co6U,
10 6nicTepiB y nauui BiANOBIAA/IbHOI 3@ 34iiCHEHHS
3 KapPTOHY dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHuka ons
3AiiCHeHHs hapmMakoHarnsay B
YKpaiHi, KO0 BOHa BigMiHHA Bif,
YNOBHOB&XXEHOT 0co6U,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (Bkioyaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaitna cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3asIBHYMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[Oitoua pepakuisi: Cosrupa Cepriit
CeprilioBuy. MponoHoBaHa pefakuis:
MacTyweHko IHHa BikTopiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0cobu 3as1BHKKA, BiANoBigasIbHOT 3a
thapmakoHarnisg. 3miHa
MicLLe3HaX0KEHHS MacTep-ghaiina
cucTemn ghapmMakoHarnsgy. 3miHa
MicLf 3A4iACHEHHA OCHOBHOI AisifIbHOCTI
3 hapmakoHarnaay.
184. | CYHITUHIB Kancynu Teepgi no 3eHTiBa,K.C. Yecbka BMPOGHULTBO "in bulk", Kinp/Manbta BHECEHHS 3MiH 10 peecTpaLiiHnx 3a He UA/18466/01/01
3EHTIBA 12,5 mr, no 7 kancyn Pecny6nika nepBMHHE Ta BTOPVHHE mMartepianis: 3mMiHu | TRy - 3MiHK WOAO | peyenmom nidnsieae

y 6nicTepi; no 4
6nicTepn y KPTOHHIl
naui

nakyBaHHA, TECTYBaHHA,

BUMNYCK cepil:
PEMEJIKA NTA, Kinp
BMPO6HMLTBO "in bulk”,
nepBUHHE Ta BTOPVHHE

nakyBaHHA, TECTYBaHHA,

BUNYCK cepil:
dapmakea MNpemiym
NTa, ManbTa

6e3nekun/edheKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans

MeAMYHOro 3acTOCyBaHHS
reHepuyHMX/ribpruagHNx/6ionodibHMX
NiKapCcbKNx 3aco6iB NicNsi BHECEHHS

TiEl camoi 3MiHU Ha pedhepeHTHNI
npenapar (3MiHa He noTpebye

HafJaHHA XOHWX HOBMX A0AATKOBUX
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

OaHux) - 3MiHVM BHeCeHi A0 IHCTPYKLi
AN MeMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:

"®apmakoTepanesTuyHa rpyna. Kog

ATX " (3miHa kogy ATX),
"®apmakonorivyHi BnacTmeocTi”,
"B3aemopis 3 IHWMMUW NiKapCbKUMu
3acobamu Ta iHWi BUAN B3aEmMogiii",
"Oco6nMBOCTI 3acTOCyBaHHS",

"3acTocyBaHHSA y nepiof BariTHOCTI

abo rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta o3n", "TobiuHi
peaxuii” 3rigHo 3 iHthopmalieto LWwoao
MeAMYHOr0 3aCTOCYBaHHS
pedhepeHTHOro slikapcbkoro 3acoby
(CYTEHT, kancynu, no 12,5 mr, 25 mr,

50 mr) BBefeHHst 3MiH NpoTArom 6-tu

MicsILiB nicnsa 3aTBepAKEeHHs!

185.

CYHITUHIB
3EHTIBA

Kancynu TBepai no
25 wmr, no 7 kancyny
6nictepi; no 4
6nicTepun y KPTOHHIi
QECI]

3eHTiBa,K.C.

Yecbka
Pecny6nika

BMPO6HULTBO "in bulk",
NepBrHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS,
BUNYCK cepi:
PEMEJLIKA NTA, Kinp
BMPO6HULTBO “in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHs, TeCTyBaHHS,
BUNYCK cepi:
dapmakea Mpemiym
nta, Manbsta

Kinp/ManbTa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/edheKkT1BHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKild
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/ribpuaHMx/6ionoai6HMX
NiKapCcbKNx 3aco6iB Micnsl BHECEHHS
Tiel camol 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX
AaHux) - 3MiHVM BHeCeHi A0 IHCTPYKLi
ANs MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ginu:
"PapmakoTepanesTuyHa rpyna. Kog
ATX " (3miHa kogy ATX),
"®apmMakonoriyHi BnactTmsocTi”,
"B3aemopis 3 IHWMMKW NiKapCbKUMu
3acob6amu Ta iHWi BUAY B3aemMogiii",
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta o3n", "TobiuHi
peaxuii” 3rigHo 3 iHthopmalieto Lwoao
MeJMNYHOro 3aCTOCYBaHHS
pechepeHTHOro Nikapcbkoro 3acoby

3a
peyenmom

He
nidnsieae

UA/18466/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

(CYTEHT, kancynu, no 12,5 mr, 25 mr,
50 mr) BBefeHHst 3MiH NpoTArom 6-tu
MicsILiB nicnsa 3aTBepAKeHHs!

186.

CYHITUHIB
3EHTIBA

Kancynu TBepai no
50 mr, no 7 kancyny
6nictepi; no 4
6nicTepun y KPTOHHIi
QECI]

3eHTiBa,K.C.

Yecbka
Pecny6nika

BMPO6HULTBO "in bulk",
NepBrHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS,
BUNYCK cepi:
PEMEJLIKA NTA, Kinp
BMPO6HULTBO “in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHs, TECTyBaHHS,
BUNYCK cepii:
dapmakea Mpemiym
nta, Mansta

Kinp/Manbta

BHECEHHS 3MiH 0 peecTpavjiinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/edheKkT1BHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili
XapakTepucTuui nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/ribpuaHMx/6ionoai6HMX
NiKapCcbKNx 3aco6iB Micns1 BHECEHHS
Tiel camoi 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafaHHA XOHVX HOBMX AOAATKOBUX
AaHux) - 3MiHVM BHeCeHi A0 IHCTPyKLi
ANs MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ginu:
"PapmakoTepanesTuyHa rpyna. Koz
ATX " (3miHa kogy ATX),
"®apmMakonoriyHi BnactTmsocTi”,
"B3aemopis 3 IHLWIMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAY B3aemMogiii",
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta o3n", "TobiuHi
peaxuii” 3rigHo 3 iHthopmalieto Lwoao
MeJMYHOro 3aCTOCYBaHHS
pechepeHTHOro Nikapcbkoro 3acoby
(CYTEHT, kancynu, no 12,5 mr, 25 mr,
50 mr) BBefeHHst 3MiH NpoTArom 6-tu
MicSAUIB NicNsA 3aTBEPAKEHHS

3a
peyenmom

He
nidnsieae

UA/18466/01/03

187.

TAKCOTEP®

KOHL,eHTpaT ans
pO34nHy AnA
iHcpysiit, 20 mr/mn;
Ne 1: no 1 mn (20
Mr) y dpoiakoHi; no 1
donakoHy B
KapTOHHiiA Kopo6L;
Ne 1: no 4 mn (80
Mr) y donakoHi; no 1
hakoHy B
KapTOHHI KOpooLj

TOB
"CaHodi-
ABEeHTIC
Ykpaiva"

Ykpaina

CaHodi-ABeHTIC
Loiiunang Mv6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiHnx
mMartepianis: 3miHu | Tuny - 3MiHn 3
AKocTi. CepTudpikaT BignosigHOCTI/lE-
cepTudikaTt BiANoBIgHOCTI
€Bponeicbkiin
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBMEHOro cepTucpikata
Bi4MOBIAHOCTI 260 BUTYYEHHS
cepTugikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l;
ONs BUXIQHOTO
MaTepiany/peareHTy/npomMidKHOro

3a
peyenmom

UA/5488/01/02
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Hassa

3asaBHuUK

Popma surnycky Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuMHY (cepTudiikaTt BifMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2009-343-
Rev 03 (3atBepaxeHo: R1-CEP 2009-
343-Rev 02) gns A®l goueTtakceny
TpUrigpaTty Bif BXe 3aTBEpAKEHOro
BUpo6HMKa SANOFI CHIMIE, France.
188. | TAHTYM rpaHynv ans AsieHge ITanisa AsieHge Kimike PiyHiTe ITanisa BHECEHHS 3MiH 40 peecTpalinHmx 6e3 - UA/4012/01/01
PO3A® BariHasIbHoro Kimike AHXeniHi dpaHyecko mMarepianis: 3MiHu | Tuny - 3miHW Woao peyenma
po3urHy no 500 mr, PiyHiTe AK.P.A.®. C.n.A. 6e3nekn/edheKTUBHOCTI Ta
no 10 cale B AHXeniHi thapmakoHarnagy (iHwi 3MiHn).
KapTOHHI KOpo6Li dpaHyecko OHOB/IEHHA TEKCTY MapKyBaHHSA
AKP.AD. NepBMHHOT YNakoBKKM NiKapCbKoro
C.n.A. 3acoby.
189. | TAPANMEPO | TabneTtku, BKpUTI M'ep ®abp ®paHuis M'ep ®abp MeankameHT ®paHuis BHECEHHS 3MiH 0 peecTpavinHmx 3a - UA/2978/01/01
H 060/10HKOH, MepgnkameH MpoaakLwH mMartepianis: 3miHu | Tuny - peyenmom
NPOIOHrOBaHOI Aji T

no 80 mr, no 10
Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHiA Kopoo6Li

AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpauiiHoro
nocBigYeHHs) - 3miHa agpecun
3aaBHMKa (BNacHvKa peecTpauiiHoro
nocsigyeHHs); 3MiHn | TUny - 3MiHn
of0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHuX npo
cncTemy thapmakoHarnsgy (BBefeHHs
y3ara/jibHeHVX AaHnX Npo cucTemy
thapmakoHarnagy, 3miHa
YMOBHOB&XEHOT 0co6M,
BiANOBIAANbHOI 32 3iliCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHuka anas
3[iiCHEeHHs1 hapMakoHarisay B
YKkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOB&XEHOT 0co6M,
BiANOBIAANLHOI 32 34i/iCHEHHS
hapmakoHarnagy (Bkiovaouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-haiina cuctemm
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

thapmakoHarnagy) - 3MmiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M
3as1BHMKA, BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
MicLie3HaxXoKeHHS MacTep-gdaina
cuctemu chapmakoHarnagy. 3miHa
MicLf 3AiACHEHHA OCHOBHOI [isi/IbHOCTI
3 hapmakoHarnsgy

190.

TEHOYEK®

Tabnetkn 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHI ynakoBL,i

Inka
Nab6opaTtopi3
Niviteq

IHAjsA

Inka J/labopaTopi3
Nimitep

IHAja

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3mMiHu | Tuny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 Y3araslbHEHUX AaHuX npo
cucTemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHVX AaHunx npo cuctemy
thapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0Co6MU,
BiANOBIAA/IbHOI 3@ 3AiICHEHHS
hapmakoHarnsgy; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3[iiCHEeHHs1 hapMakoHarisay B
YKpaiHi, SKLL0 BOHa BiAMiHHA Bif
YNOBHOB&XEHOT 0Co6MU,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLLeHHI MacTep-thaiina cuctemm
hapmakoHarnagy). 3MiHa KOHTaKTHOI
0cobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
3[iiCHEeHHs1 hapMakoHarisay B
YkpaiHi. [itoya pegaxuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pegakuis: Dr. Daniel
Thadani / a-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
3asBHVKa, BiANOBIga/IbHOI 3a
3[iiCHEHHs1 hapMakoHarsay B
YKpaiHi.

3a
peyenmom

UA/8615/01/01

191.

TPABONPOC
T

pigvHa (cybcTaHuis)
Y CKISHUX
chnakoHax gsis
BMPOGHULITBA
CTepu/ibHUX Ta
HecTepuIbHNX

Yemo
16epika, C.A.

Icnanis

IHaycTpiane Kimika,
c.p.n.

ITanisa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu Il Tuny - 3miHK 3
AKOCTi. A®I. (iHWi 3MiHWM) OHOBJ/IEHHS

DMF Ha A®I TpaBonpocTy Bif,
3aTBepAKeHoro BMpo6HuKa Industriale
Chimica, S.R.L, ITanis, 3

UA/12627/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
nikapcbknx hopm Bi4NOBIAHMMM 3MiHaMKN B po3Ainax
CneuudpikaLis Ta XapakrepucTvka
cy6cTaHuii. 3atBepmxeHo: DMF
Bepcia 2021/05/11 3anponoHOBaHoO:
DMF Bepcis 2022/05/27
192. | YHINAT Kpansi O4Hi, po3ynH TOB CnoBaubka TOB "YHimepq ®apma” CnoBaubka BHECEHHS 3MiH 0 peecTpavyinHmx 3a He UA/14038/01/01
50 mkr/mn, no 2,5 "YHimep, Pecny6nika Pecny6nika mMaTtepianis: 3miHu | TUNy - 3MiHn peyenmom nionsieae
My h1aKoHi- dapma" oo 6e3nekn/edeKTMBHOCTI Ta
KpanesnbHuuj; no 1 thapmakoHarnagy. 3MiHa y KopoTkiii
donakoHy- XapakTepucTuLi nikapcbkoro 3acoby,
KpanesnbHuLi B TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KapTOHHIA KopoobLi MeAMYHOro 3acToCyBaHHA Ha niacrasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANoBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP) (iHwi
3MiHN) 3MiHW BHECEHO A0 IHCTPYKUT
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKkoro 3acoby o posgainy
"Mo6iyHi peakuyii" Wwoao 6esnekn
3acTocyBaHHSA AitoU0i pevoBUHM
naraHonpocT BiAMNOBIAHO A0
pekomeHgauin PRAC.
193. | YPOBYTUH Tabnetku, 5 Mr; no Akkopa MonbLa Brpo6HMuTBO IHpis/ BHECEHHS 3MiH 1O peecTpaLiiHnx 3a - UA/19193/01/01
10 Tabnetok y Xenckea NiKapcbKoro 3acooy, Benvka mMartepianis: 3miHu | TUny - 3MiHKn 3 peuyenmom
6nictepi; no 3 Moncka Cn. nepBuHHE Ta BTOPUHHE BpuTanis/ sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
6nictepun y naui 3.0.0. nakyBaHHs1, KOHTPO/1b Yexis 3MiHn y BUPO6HMLTBI. 3amiHa abo
SIKOCTi cepii: BBEJEHHSI 40AATKOBOI Ai/TbHUL
IHTac ®apmacbioTikasc BUPOGHMLITBA A1 YACTMHN ab0 BCbOro
Nimitea, IHaia BMPOGHMYOro MpoLecy rotoBoro
Bupo6HMLTBO nikapcbKoro 3acoby (ginbHuusa ans
nikapcbkoro 3acoby, BTOPVHHOTO NakyBaHHS) f0faBaHHS
nepBrHHE Ta BTOPUHHE anbTepHaTUBHOI AiNbHULI 418
naxkyBaHHs: BTOPUHHOro nakysaHHs AKKOPL
IHTac ®apmacbioTikanc XEJICKEA NIMITEL, ELX®INA
Nimitea, IHaia ABEHIO, HbIOKAC/I-AMOH-TAMH,
KOHTpPO/b SIKOCTI: NE3 3NB, Benuka bputanis/
ACTPOH PECbOPY ACCORD HEALTHCARE LIMITED,
NIMITEA, Benuka EDGEFIELD AVENUE, NEWCASTLE
BpuTaHis UPON TYNE, NE3 3NB, United
KOHTPO/Ib SKOCTi: Kingdom. 3MmiHu | Tuny - 3MiHu 3
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
ANC NABOPATOPIC sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
(FOKEW) NIMITEA, 3MiHn y BUPO6HMLTBI. 3amiHa abo
Benuka bpuTaHis BBE/[EHHS 40AATKOBOI Ai/TbHUL
KoHTposb AKkoCTi: BUPOGHMLITBA A1 YACTWHW abo BCbOro
TOB AJIC Yecbka BMPOGHMYOro MpoLecy roToBoro
Pecny6nika, Yexis nikapcbKoro 3acoby (AinbHuUS ons
KoHTponb skocCTi: NepBMHHOTO NakyBaHHS) f0faBaHHS
TOB AJIC Yecbka anbTepHaTUBHOI AiNbHULI ANs
Pecny6nika, Yexis nepBUHHOro nakyBaHHsa AKKOP[,
[opaTkoBa AinbHUUA 3 XEJICKEA NIMITEL, ELX®INL
NepPBUHHOTO Ta ABEHIO, HbIOKAC/I-AMOH-TAMH,
BTOPWHHOrO NaKyBaHHS: NE3 3NB, Benuka bpuranisi/
AKKOP/, XE/ICKEA ACCORD HEALTHCARE LIMITED,
NIMITEA, Benuka EDGEFIELD AVENUE, NEWCASTLE
BpuTaHis UPON TYNE, NE3 3NB, United
BignoBiganbHuii 3a Kingdom.
BWMNYCK cepil:
AKKOP/[, XE/ICKEA
NIMITEL, Benuka
Bputanis
194. | YTPOXXECTA | kancynu no 100 mr; BeseH Benbris BMPOGHMLTBO PpaHuia/ BHECEHHS 3MiH 40 peecTpavyiinHmx 3a - UA/2651/01/02
H® no 15 kancyny Xenckea CA Hepo3acoBaHol IcnaHis mMartepianis: 3MiHu | TNy - 3MiHK 3 peyenmom

6nictepi, no 2
6nictepu B
KapTOHHIA KOpooLi

npoaykuii: Hekct®apma
Mnoepmens, ®paHuis;
BUPOBHULTBO
Hepo3gacoBaHol
npoayKuii, nepBnHHa Ta
BTOPUHHA YNaKoBkKa,
KOHTPO/Ib SIKOCTi, A03BIN
Ha Bunyck cepii: Cingea
dapma, C/1, IcnaHis

akocTi. CepTtudikaT BignosigHocTI/lE-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudikaTa BigNOBIAHOCTI
€Bponeiicbkilii hbapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; ANna AONOMDKHOT
peyosuHu (FE-cepTudpikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei gna Adl/BuxigHoro
mMartepiany/peareHTy/npoMiKHOro
npoaykTy abo [ONOMDKHOI PeHOBUHM) -
HoBwuii cepTudpikat gnsi BUXigHOro
mMartepiany/peareHTy/npoMiKHOro
npoaykTy abo [ONOMDKHOI PeHOBUHU
Bif, HOBOTO ab0 BXe 3aTBep)KeHoro
BMpO6HUKa. MogaHHa Hosoro ME-
CepTtudoikaty BignoBigHOCTI
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

€Bponelicbkili hbapmakonei Ne R1-
CEP 2001-424-Rev 03 gns
[onomixHoT pevoBuHK Gelatin Big,
HOBOro BMpo6Huka GELITA GROUP.
JonaBaHHA noctavyasibHUKa 418
BMpo6Huka M3 CiHgea ®apma, C/1,
IcnaHis. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BifMnoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTtudikaTa BigNOBIAHOCTI
€poneiicbkilii hapmakonei: ans Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyvosuHu (FE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei gna Adl/BuxigHoro
martepiany/peareHTy/npoMiKHOro
npoAaykTy abo AONOMiXHOT peqoBUHN) -
HoBwuii cepTudpikat anst BUXigHOro
martepiany/peareHTy/npoMiKHOro
npoaykTy abo [ONOMDKHOI PeHOBUHU
Bif, HOBOrO ab0 BXe 3aTBepKeHoro
BMpO6HUKa. MogaHHa Hosoro ME-
CepTucpikaTy BignoBigHOCTI
€Bponelicbkili hapmakonei Ne R1-
CEP 2000-116-Rev 02 gns
[onomixHoOT pevoBuHK Gelatin Big,
HOBOro BMpo6Huka GELITA GROUP.
JonaBaHHA noctavyasibHUKa 418
BMpo6Huka M3 CiHgea ®apma, C/1,
IcnaHis. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BifMnoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBNIEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTtudikaTa BigNoOBIAHOCTI
€Bponeiickkiin doapmakonei: ans Adl;
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyvosuHu (FE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei gna Adl/BuxigHoro
martepiany/peareHTy/npoMiKHOro
npoAaykTy abo AONOMiXHOT peqyoBUHN) -
HoBwuii cepTudpikat anst BUXigHOro
martepiany/peareHTy/npoMiKHOro
npoaykTy abo [ONOMDKHOI PeHOBUHU
Bif, HOBOrO ab0 BXe 3aTBepKeHoro
BMpO6HUKa. MogaHHa Hosoro ME-
cepTudpikaTy BignoBigHOCTI
€Bponelicbkili hapmakonei Ne R1-
CEP 2003-172-Rev 02 gns
[onomixHoT pevoBuHK Gelatin Big,
HOBOro BMpo6Huka GELITA GROUP.
JonaBaHHA nocTavyasibHUKa 418
BMpo6Huka M3 CiHgea ®apma, C/1,
IcnaHis. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BifMnoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTtudpikaTa BigNOBIAHOCTI
€poneiicbkilii hapmakonei: ans Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyvosuHu (FE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei gna Adl/BuxigHoro
martepiany/peareHTy/npoMiKHOro
npoAaykTy abo AONOMiXHOT peqyoBUHN) -
HoBwuii cepTudpikat anst BUXigHOIo
martepiany/peareHTy/npoMiKHOro
npoaykTy abo [ONOMDKHOI PeHOBUHU
Bif, HOBOrO ab0 BXe 3aTBepKeHoro
BMpO6HUKa. MogaHHa Hosoro ME-
CepTudikaty BignoBigHOCTI
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

€Bponelicbkili hbapmakonei Ne R1-
CEP 2000-182-Rev 02 gns
[onomixHoT pevoBuHK Gelatin Big,
HoBoro Bupo6Huka LAPI GELATINE
SPA. [lofaBaHHA noctayasibHuKa ans
BMpo6Huka M3 CiHgea ®apma, C/1,
IcnaHis Ta ons BUpobHUKa
Hepo3chacoBaHOT NPOAYKL,i
Kancymkens MNnoepmens, ®paHuis.
3MiHu | TUNY - 3MiHU 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BifMnoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBNIEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTtudikaTa BigNoOBIAHOCTI
€poneiicbkilii hapmakonei: ana Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponeiicbkiit hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPMAXEHOro BUpobHuMKa. MogaHHA
OHOBJIEHOTO cepTudiikata
BiANOBIAHOCTI EBpONeichbkili
chapmakonei Ne RO-CEP 2017-081 -
Rev 01 (3aTBeppxeHo: RO-CEP 2017-
081 - Rev 00) Ana Ait04oi pevoBUHU
Progesterone Big, BXxe 3aTBEpAKEHOr0
BMpo6HMKa Symbiotec Pharmalab
Private Limited, India (BnacHuk CEP
I.P.S. LTD). 3MiHu | Tuny - 3miHn 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiickbkili hapmakonei: ana Adl;
ANns BUXigHOroO
mMartepiany/peareHTy/npoMiKHOro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuMHY (cepTudiikaTt BifMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBEPAXEHOro BUpo6HUKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
chapmakonei Ne RO-CEP 2017-081 -
Rev 02 ans gjto4oi pevyoBuHU
Progesterone Big, BXe 3aTBEpAKEHOr0
BMpo6HMKa Symbiotec Pharmalab
Private Limited, India. 3miHu | Tuny -
3MiHn 3 aKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTtudpikaTa BigNOBIAHOCTI
€poneiicbkilii hapmakonei: ans Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponeiicbkiit hapmakonei) -
OHOoB/EHWIA cepTUdiKaT Bif yxe
3aTBepKeHOro BUpobHuvka. [ns
Aitoyoi pevoBnHN Progesterone Big
BXe 3aTBep)KeHOro BUpo6HuKa
JIANGSU JIAERKE
HARMACEUTICALS GROUP CORP.,
LTD. B pamkax oHoBsieHoro CEP
Bigbynacs 3miHa B agpeci BUpobHUka
(3aTBepmxeHo: Sanhuangmiao Wujin,
Changzhou China-213 111 Zhenglu,
Jiangsu Province; 3anponoHoBaHo:
N302, Huzhuangtou, Sanhuangmiao
Tianning District, Changzhou City
China-213 111 Zhenglu Town, Jiansu
Province).

195.

YTPOXECTA
H®

Kancynu no 200 mr,
no 7 kancyny
6nictepi, no 2

BeseH
Xernckea CA

Benebris

BUPOBHULTBO
Hepo3dacoBaHol
npoAyKLUii:

PpaHuia/
Icnanis

BHECEHHS 3MiH 0 peecTpaviitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AkocTi. CepTudikar BignosigHocTi/lE-

3a
peyenmom

UA/2651/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
6nictepu B Hekctdapma cepTugikaT BiANOBIAHOCTI
KapTOHHI/ Kopoo6Li Mnoepmens, ®paHuis €Bponeiicbkil
BMPOGHMLTBO thapmakonei/moHorpadii. NMogaHHSA
Hepo3acoBaHol HOBOro abo OHOBMEHOro cepTudpikata
npoAayKLUii, NnepBnHHa Ta Bi4MNOBIAHOCTI ab60 BUYYEHHS
BTOPUHHA YNaKoBKa, cepTudikaTa BignoBigHOCTI

KOHTPO/1b SAKOCTI, 4O3BIN
Ha BUMYCK cepii:
CiHgea ®apwma, C/l,
Icnanis

€Bponeiickbkili hapmakonei: ana Adl;
ANns BUXigHOroO
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN ONOMIXKHOT
peyvoBuHu (FE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY abo AONOMDKHOT peYOBUHM) -
HoBwuii cepTuddikat anst BUXigHOro
marepiany/peareHTy/npomikHOro
npoaykTy abo [ONOMIKHOI PeHOBUHM
BiJ, HOBOrO ab0 BXe 3aTBEPKEHOr0
BMPOGHMKa - MoaaHHA Hosoro [E-
CepTudpikaty BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2001-424-Rev 03 gns
[onomiHOT peyoBuHK Gelatin Big,
HoBOro BMpobHuka GELITA GROUP.
JlofasaHHA noctavanbHUKa gns
Bupo6Huka NN3 CiHgea ®apma, C/1,
Icnanis. 3miHm | TMNY - 3MiHKW 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHOroO
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN ONOMIXKHOT
peyvoBuHu (FE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei ana A®l/BrxigHoro

mMartepiany/peareHTy/npoMiKHOro
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

NPOAYKTY abo AONOMDKHOT peYOBUHM) -
HoBwuii cepTuddikat gnst BUXigHOro
marepiany/peareHTy/npomikHOro

npoaykTy abo [OoNOMIKHOI PeHOBUHM
BiJ, HOBOrO ab0 BXe 3aTBEPKEHOr0
BMPOGHMKa - MoaaHHA Hosoro [E-
CepTudpikaty BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2000-116-Rev 02 gns
[onomiHOT pedoBuHKM Gelatin Big,
HoBOro BMpo6bHuka GELITA GROUP.
JlofasaHHA noctavanbHUKa gns
Bupo6Huka NN3 CiHgea ®apma, C/1,
Icnanis. 3MiHm | TMNYy - 3MiHKU 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHSA

HOBOro abo OHOBMEHOro cepTudpikata

BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiickkili hapmakonei: ana Adl;
ANns BUXigHOroO
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN ONOMIXKHOT
peyvoBuHu (FE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei ana A®l/BrxigHoro
marepiany/peareHTy/npomikHOro

NPOAYKTY abo AONOMDKHOT PeYOBUHM) -
HoBwuii cepTudikart gnst BUXigHOro
marepiany/peareHTy/npomikHOro

npoaykTy abo [OoNOMIKHOI PeHOBUHM
BiJ, HOBOrO ab0 BXe 3aTBEPKEHOr0
BMPOGHMKa - MoaaHHA Hosoro [E-
cepTudikaTy BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2003-172-Rev 02 gns
[onomiHOT peyoBuHKM Gelatin Big,
HoBOro BMpobHuka GELITA GROUP.
JlofasaHHA noctavanbHUKa gns
Bupo6Huka N3 CiHgea ®apma, C/1,
Icnanis. 3miHm | TMNY - 3MiHKW 3 SKOCTI.
CepTudikart BignosigHocTi/l E-
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiickbkili hapmakonei: ana Adl;
ANns BUXigHOroO
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN ONOMIXKHOT
peyvoBuHu (FE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY abo AONOMDKHOT peYOBUHM) -
HoBwuii cepTuddikat anst BUXigHOro
marepiany/peareHTy/npomikHOro
npoaykTy abo [ONOMIKHOI PeHOBUHM
BiJ, HOBOrO ab0 BXe 3aTBEPKEHOr0
BMPOGHMKa - MoaaHHA Hosoro [E-
CepTudpikaty BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2000-182-Rev 02 gns
[onomiHOT peyoBuHK Gelatin Big,
HoBOro BMpo6Huka LAPI GELATINE
SPA. [logaBaHHA nocTtadasibHuKa ans
Bupo6Huka NN3 CiHgea ®apma, C/1,
Icnania Ta a4nsa BUpo6HMKa
Hepo3dacoBaHOT MPOAYKL;i
Kancymxens Mnoepmerns, dpaHuis.
3MiHn | TURY - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHOroO
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN ONOMIXKHOT
peyoBUHY (cepTuddikat BignoBiAHOCTI
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudiikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA - [MogaHHA
OHOBJIEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
chapmakonei Ne RO-CEP 2017-081 -
Rev 01 (3atBepaxeHo: RO-CEP 2017-
081 - Rev 00) Ans Aito4oi pevoBUHN
Progesterone Bif BXe 3aTBepAXeHOro
BMpobHUKa Symbiotec Pharmalab
Private Limited, India (BnacHuk CEP
I.P.S. LTD). 3MiHu | Tuny - 3miHu 3
aKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTuddikaT BiANoBIgHOCTI
€Bponeiicbkil
thapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTucpikata
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTugikaTa BignNoBigHOCTI
€poneiicbkini hapmakonei: ana Ad®l;
ONs BUXiQHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKA - MogaHHA
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2017-081 -
Rev 02 ansa gitoyoi peyoBuHn
Progesterone Bif BXe 3aTBepAXeHOro
BMpobHUKa Symbiotec Pharmalab
Private Limited, India. 3miHn | Tuny -
3MiHn 3 sKocTi. CepTudpikar
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiickbkili hapmakonei: ana Adl;
ANns BUXigHOroO
mMartepiany/peareHTy/npoMiKHOro




Hassa

Popma surnycky

3asaBHuUK

188

n/n

JNliKapcbKo20
3acoby

ynakoska)

(nikapcbka ¢hopma,

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

196.

®EHTAHINT M

TpaHcaepMasibHUi

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuMHY (cepTudiikaTt BifMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBepKEHOro BUpo6HuKa - ins
njitoyoi pevoBuHN Progesterone Big
BXe 3aTBepKeHOro BUpPOGHMKa
JIANGSU JIAERKE
HARMACEUTICALS GROUP CORP.,
LTD. B pamkax oHosfneHoro CEP
BiAbynacs 3MiHa B agpeci BUpobHUka
(3aTBEepmxeHo: Sanhuangmiao Wujin,
Changzhou China-213 111 Zhenglu,
Jiangsu Province; 3anponoHoBaHo:
N302, Huzhuangtou, Sanhuangmiao
Tianning District, Changzhou City
China-213 111 Zhenglu Town, Jiansu
Province).

nocBi04€eHHs

CAH/03®

nnactup, 50 mkr/rog,
no 1 nnactupy B
nakeTuky; no 5
nakeTuKiB y KOpooLi

CaHpo3
dapmacboTi
Kans a.4.

CnoBeHis

Fekcan Al

HimeuunHa

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMMNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayiax, nig
yac BMPOBGHMLTBA FOTOBOMO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BMNpobyBaHHA B NpoLeCi
BMPOGHMLTBA) BUAASIEHHS
BMNPOGYBaHHA Ha KiflbKiCHUIA BMICT
oeHTaHiNy y po3unHi ANns NOKpUTTA 3
eTany A BMPOGHMYOro npoLecy.
OcKiflbk1 BUNPOBYBaHHSA KislbKiCHOTO
BM3HAYEHHS BiAOYyBaETLCA Ha PIBHI
A®I, piBHi namiHaty Ta /13 pusuk
HEBIANOBIAHOCTI pe3ynbTarty oo
BMICTY (peHTaHiny B po3unHi Ans
NOKPUTTS BBXKAETHCA HU3LKVM.
KOHTpOsib BMICTY (heHTaHiNy B NpoLeci
BMPOGHMLITBA Y PO3YMHI 4151 NOKPUTTSA
€ 3aliBMM. FK HacnigoK 3MiHu y
po3ginax 3.2.P.3.3. 1a 3.2.P.3.4. Ta
BUMNPaB/IeHHS pefaKLUiiHOT NOMUKN Y
po3gini 3.2.P.5.2.

3MiHu | TMny - 3MiHK 3 AKOCTI.

3a
peyerimom

UA/10842/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

CepTudpikat BignosigHocTi/TE-
cepTuddikaT BifgMNoBIgHOCTI
€Bponeiicbkil
thapmakonei/MmoHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTucpikata
BiAMNOBIAHOCTI @60 BUMYyYEHHS
cepTugikaTa BignNoBigHOCTI
€poneiicbkiii hapmakonei: ana Ad®l;
ONs BUXiQHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; ANsS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBeHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2005-153 -
Rev 03 (3aTBepgxeHo: R1-CEP 2005-
153 - Rev 02) ansa A®| cheHTaHiny Big,
BXe 3aTBep)KeHOro BUpo6HMKa
Arevipharma GmbH, Germany.

197.

®OEHTAHINT M
CAHAO3®

TpaHCAepPMasIbHUIA
nnactup, 75 mkr/rog,
no 1 nnactupy B
nakeTuky; no 5
nakeTuKIB y KOpobL,i

CaHpo3
dapmacbloTi
Kans3 g.4.

CnoBseHig

lekcan Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHULTBI. 3MiHK
BMNPOGYBaHb a60 AONYCTUMUX MEX,
BCTaHOBNEHNX Y cneuudikauisx, nig,
yac BMPOOHMLTBA FOTOBOTO
niKkapcbKoro 3acoby (BUAyYEHHS
HEeCyTTEBOr0 BUNPOOYBaHHSA B NPOLECI
BUPOGHNLTBA) BUAASIEHHS
BMNPOOYBaHHS Ha KiflbKicCHUIA BMICT
oeHTaHiNy y po3unHi ANns NoKpuTTA 3
eTany A BUPOGHMYOro MpoLiecy.
OcKinbkn BUNpo6yBaHHS KisIbKiCHOr0
BM3HAYEHHS BigOyBa€eTbCsa Ha PiBHI
A®I, piBHIi namiHaty Ta 113 pu3nk
HEBIANOBIAHOCTI pe3ynbTarty oo
BMICTY (heHTaHiny B po3uvHi Ans
MOKPUTTS BBEXKAETLCS HU3bKNM.
KoHTposb BMICTY heHTaHiny B npoLeci
BMPOOHMLUTBA Y PO3UUHI AN151 NOKPUTTSA
€ 3aBUM. SAK HacNigoK 3MiHN Y

3a
peyenmom

UA/10842/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

po3ginax 3.2.P.3.3. T1a 3.2.P.3.4. Ta
BUMNpPaB/IEHHS pefakLiiHOT NOMUKN Y
po3gini 3.2.P.5.2.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BifMnoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTtudikaTa BigNOBIAHOCTI
€poneiicbkili hapmakonei: ans Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponeiicbkiit hapmakonei) -
OHOoB/EHWIA cepTUdiKaT Bif yxe
3aTBEPAXEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJIEHOTO cepTudiikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2005-153 -
Rev 03 (3aTBeppxeHo: R1-CEP 2005-
153 - Rev 02) gns A®I cheHTaHiny Big
BXE 3aTBEPKEHOr0 BUPOOHMKA
Arevipharma GmbH, Germany.

198.

®EHTAHINT M
CAHJ03®

TpaHcaepMasibHUl
nnactup, 100
MmKr/rog, no 1
nnacTupy B
nakeTuky; no 5
nakeTuKiB y KopooLi

CaHpo3
dapmacbioTi
Kans g.4.

CnoBeHis

lekcan Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHK
BMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHMX Y cneumdikauisx, nig
yac BMPOGHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUyYeHHs
HecyTTeBOro BMNpobyBaHHA B NpoOLEC
BUPOOHMLTBA) BUAANEHHS
BMNPOGYBaHHA Ha KiflbKiCHWIA BMICT
eHTaHiNy y po3unHi A8 NOKPUTTA 3
eTany A BUPOGHMYOrO npoLiecy.
OcKiflbk1 BUNPOBYBaHHSA KifTbKiCHOTO
BM3HAYEHHS BifOyBa€eTbCs Ha PiBHi
A®I, piBHi namiHaty Ta 'M13 pu3unk
HEBIANOBIAHOCTI pe3ynbTary Logo
BMICTY (beHTaHiny B po3ynHi ans

3a
peyenmom

UA/10842/01/04




Hassa

Popma surnycky

3asaBHuUK
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n/n

JNliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o

199.

®EHTAHINT M

TpaHcaepMasibHUi

NOKPUTTS BBXKAETHCS HU3bKNM.
KoHTposb BMICTY heHTaHinly B npoueci
BMPOGHMLITBA Y PO3YMHI A/15 NOKPUTTSA

€ 3aliBMM. Sk HacnigoK 3MiHN y
po3ginax 3.2.P.3.3. 1a 3.2.P.3.4. Ta
BUMPaB/IEHHS pefakLUiiHoT NOMUKN Y
po3gini 3.2.P.5.2.
3MiHn | TURY - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTugikaT BiANOBIAHOCTI
€Bponeichbkii
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHOroO
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuMHY (cepTudiikaTt BifMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2005-153 -

Rev 03 (3atBepaxeHo: R1-CEP 2005-

153 - Rev 02) gnsa A®| cheHTaniny Big,

BXe 3aTBep)KeHOro BUpobHuKa
Arevipharma GmbH, Germany.

nocBi04€eHHs

CAH/03®

nnactup, 25 mkr/rog,
no 1 nnactupy B
nakeTuky; no 5
nakeTuKiB y KopooLi

CaHpo3
PapmacboTi
Kans a.4.

CnoBeHis

Fekcan Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpavLinHmx
mMartepianis: 3miHu | TUny - 3MiHKn 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMMNpo6yBaHb abo JOMYCTUMUX MEX,
BCT@HOB/EHMX Y cnevumdikauiax, nig
yac BMPOBGHMLTBA FOTOBOMO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPOGHWLTBA) BUAASIEHHS
BMNPOGYBaHHSA Ha KiflbKiCHUIA BMICT
peHTaHiNy y po3unHi ANns NOKpUTTA 3
eTany A BMPOGHMYOro npoLecy.

OcCKinbk1 BUNpo6YyBaHHS KisIbKiCHOro

3a
peyerimom

UA/10842/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BM3HAYEHHS BiAOYyBaETbCA Ha PiBHI
A®I, piBHi namiHaty Ta 13 pusuk
HeBIAMNOBIAHOCTI pe3ynbTaty Woa0
BMICTY (peHTaHiny B po3unHi Ans
NMOKPUTTSI BBAXKAETHCS HU3bKMM.
KoHTposb BMICTY dheHTaHinly B npoLeci
BMPOGHMLITBA Y PO3YMHI A5 NOKPUTTSA
€ 3aliBMM. FK HacnigoK 3MiHu y
po3ginax 3.2.P.3.3. ta3.2.P.3.4. Ta
BUMNPaB/IeHHs pefaKLUiiHOT NOMUAKN Y
po3gini 3.2.P.5.2.
3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTudpikat signosigHocTi/lE-
cepTuddikaT BiANoBIgHOCTI
€Bponeiicbkil
thapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTucpikata
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTugikaTa BignNoBigHOCTI
€poneiicbkini hapmakonei: ana Ad®l;
ONs BUXiQHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2005-153 -
Rev 03 (3aTBepgxeHo: R1-CEP 2005-
153 - Rev 02) ansa A®| cheHTaHiny Big,
BXe 3aTBep)KeHOro BUpo6HMKa
Arevipharma GmbH, Germany.

200.

®EPBEKC_
NS QITEN

NOPOLLIOK A/1A
OpasIbHOTO PO3YUHY;
8 calle y KapTOHHii
Kopoo6Ui

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuis

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3mMiHu | Tuny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifmkeHb 3 6e3nekn 3acTOCyBaHHs

6e3
peyenma

nionsieae

UA/7600/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

niKkapcbKoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBefieHVX Bi4NoBigHO A0 NnaHy
neajatpnyHux gocnigpxkeHs (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA /iKapCbKoro
3acoby a0 posginis "B3aemopis 3
HLIMMKW NikapcbkMK 3acobamu Ta
iHWi BUAM B3aemogiin”, "Ocob6amBocTi
3acTocyBaHHA" BignoBigHO A0
iHhopmauii Lwopao 6esnekun gjroyoi
pPeYOBUHM NiKApCbKOro 3acoby.
BBeneHHs 3MiH NpoTAroM 6-Tu micsuis
nicns 3aTBepAkeHHs

201.

®EPBEKC
ans
LLOPOC/INX

NOPOLLIOK A/1A
OpasIbHOTO PO3YUHY;
8 calle y KapTOHHii
Kopoo6Ui

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuis

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3mMiHu | Tuny - 3mMiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANoOBIAHO A0 NnaHy
neajatpnyHux gocnigxeHs (PIP)
(3MiHy y3rof»keHo 3 KOMMETEHTHUM
YNOBHOB&XKEHUM OpPraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKLii Ans MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "B3aemogist 3 iHWMMMK
nikapcbkrMmM 3acobamm Ta iHLWi B1uam
B3aemogiii”, "OcobnnBoCTi
3acTocyBaHHS" BignoBigHO A0
iHhopmauii Lwopao 6esnekm gjroyoi
PeyoBMHM NiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepAkeHHs

6e3
peyenma

nionsieae

UA/7741/01/01

202.

PIBIOTEHC®

TabneTkn, BKPUTI

A66OTT

HimeyynHa

BMPOGHULTBO 32 NOBHUM

dpaHuis

BHECEHHS 3MiH 10 peecTpaLiiHNX

3a

UA/0315/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
NNiBKOBOO Nab6opaTtopi3 LMKNOM: mMartepianis: 3MiHu | TNy - 3MiHK 3 peuyenmom
o060n0Hkoto, no 0,2 6X MaiinaH Jlabopatopi3 akocTi. CepTtudikaT BignosigHocTI/lE-
mr; no 14 Tabnetok CAC, ®paHuis cepTuddikaT BiAMnoBigHOCTI

y 6nicTepi; no 1, abo
no 2, abono 7
6nictepiB y
KapTOHHI Kopobuyj;
no 28 TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHI/ Kopoo6Li

€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBNIEHOrO cepTudikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTtudikaTa BigNOBIAHOCTI
€poneiickkilii hapmakonei: ans Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIgHOCTI
€Bponeiicbkiit hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPAXEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJIEHOTO cepTudikaTty
BiANOBIAHOCTI EBpONechkili
thapmakonei CEP Ne R1-CEP 2008-
266-Rev 01) ans A®| MOKCOHIAMHY Bif
3aTBepxeHoro BUpo6Hrka Farmak
A.S., Czech republic (3aTBepmXeHo:
CEP Ne RO-CEP 2008-266-Rev 02);
3MiHU | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BifMnoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTtudpikaTa BigNOBIAHOCTI
€poneiicbkilii hapmakonei: ans Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponeiicbkiit hapmakonei) -
BunyueHHs cepTudikartis (3a
HasBHOCTi My/IbTUMIETHOTO
cepTtudpikata Ha marepian) -
BWUTyYEHHS cepTudikaTy BiANOBIAHOCTI
€sponelicbkin hapmakonei CEP Ne
R1-CEP 2003-139-Rev 00 ans Adl
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

MOKCOHiANHY 3aTBEpAKEHOrO
BMpo6HMKa Boehringer Ingelheim
Pharma GmbH&CO.KG, HimeuunHa;
3MiHu | TUNY - 3MiHK 3 siKkoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo
O0MNYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHn) -
nepegopmaTyBaHHsl, pefaKLiiiHi
3MiHW, YTOYHEHHS | JOMOBHEHHSA
cneundoikauii 13 3 BUKOPUCTaHHAM
CTaHAapTHUX LWa6MOoHIB BUKTAAEHHS,
LLIO BUKOPUCTOBYE KOMMaHIs 3asBHUK.
BBefeHHs 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs; 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KOHTposib rOTOBOrO NiKapCbKoro
3aco06y (iHLWi 3MiHK) -
nepedopmatyBaHHs, pefakLiiiHi
3MiHW, YTOUHEHHS | [JONOBHEHHS
MeTogiB BUNpobyBaHHs 13 ansa
nokasHukie «lgeHTudikadis, unctoTa i
KiNlbKiCHE BU3HaY€HHS Aitoyoi
peyoBuHM», «O4HOPIAHICTL
[1030BaHNX OANHNLB», «PO3UYMHEHHS
Ta BU3HAYEHHA MOKCOHIANHY»,
«MikpobiosnoriyHa uncrora»,
«CepefHa maca», «Po3nagaHHs» 3
BUKOPUCTaHHAM CTaHAapTHUX
La6NoHIB, L0 BUKOPUCTOBYE KOMMaHis
3aaBHUK. BBegeHHs 3miH npoTsarom 6
MiCALIB Mic/1A 3aTBEPAXEHHS; 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBNEHOro cepTucpikata
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTugikaTa BignNoBIigHOCTI
€poneiicbkiii hapmakonei: ana Adl;
ONs BUXiQHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI API; 4518 AONOMIKHOT
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTuqikaTy
BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP Ne R1-CEP 2008-
266-Rev 02) ans A®| MOKCOHIAMHY Bif,
3aTBepAXeHoro BupobHunka Farmak
A.S., Czech republic. 3rigHo
oHosrieHoro CEP «retest» nepiog ans
A®I cknagae 60 micsuis

203.

®DIBIOTEHC®

TabneTtku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 0,4
Mmr; no 14 TabneTok
y 6nicTepi; no 1, abo
no 2, abo no 7
6nictepiB y
KapTOHHI kopo6Lyj;
no 28 tabneTok y
6nictepi; no 1
6nictepy y
KapTOHHIA KopoobLi

AB6OTT
NabopaTtopi3
m6X

HimeyunHa

BMPOBHMLTBO 3a NOBHUM
LMKIOM:
MaiinaH Jlabopatopi3
CAC, ®paHuis

PpaHuis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTudikaT BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/MoHorpadoii. NMogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTugikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHoro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN ONOMIXHOT
pevoBuHY (cepTuddikat BignoBiAHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBMeHWin cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONenchbkili
thapmakonei CEP Ne R1-CEP 2008-
266-Rev 01) ans A®l MokcoHiauHy Big,
3aTBEpPAKEHOro BUpo6HMKa Farmak
A.S., Czech republic (3aTBepmXeHo:
CEP Ne RO-CEP 2008-266-Rev 02);
3MiHM | TUny - 3MiHK 3 AKOCTI.
CepTudpikar BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/MmoHorpadoii. NMogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikarta BignoBigHOCTI

3a
peyenmom

UA/0315/01/02




197

Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
€Bponeiicbkili hapmakonei: ana Adl;

ANns BUXigHOroO
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN ONOMIXKHOT
peyoBuMHY (cepTudiikaTt BigMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
BunyueHHs cepTudikartis (3a
HasABHOCTI My/IbTUMIETHOTO
cepTudpikata Ha matepian) -
BW/TyYEHHS cepTudikaTty BiANOBIAHOCTI
€sponelicbkinn hapmakonei CEP Ne
R1-CEP 2003-139-Rev 00 gns A®I
MOKCOHIANHY 3aTBEpXEHOr0
BMpo6HUuKa Boehringer Ingelheim
Pharma GmbH&CO.KG, HimeuuunHa;
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOro
niKapcbKoro 3acoby (iHwWi 3MiHu) -
nepedopmatyBaHHs, pefakLiiiHi
3MiHW, YTOYHEHHS | [JONOBHEHHS
cneumaikauii M3 3 BUKOPUCTAHHAM
CTaHAapTHUX LWABGMOHIB BUKIAAEHHS,
LLI0 BUKOPUCTOBYE KOMMaHis 3asiBHVK.
BBefeHHA 3MiH NpoTArom 6 Micsiuis
nicns 3aTBepmkeHHst; 3MiHu | Tuny -
3MiHu 3 SKOCTi. FO0TOBUIA NiKapCbKUiA
3aci6. KoHTposib roTOBOro Nikapcbkoro
3aco6y (iHLWi 3MiHK) -
nepedhopmaTyBaHHsl, pefaKLiiiHi
3MiHW, YTOYHEHHS | ONOBHEHHS
mMeTogis BunpobysaHHs N3 gns
noKasHUKiB «laeHTudikalis, umctoTa i
KiNlbKiCHe BU3HAYeHHS Aitoyoi
peyoBUHN», «OQHOPISHICTb
[1030BaHNX OAVHNLB», «PO34YNHEHHS
Ta BU3HAYEHHA MOKCOHIANHY»,
«MikpobionoriyHa uncrora»,
«CepepHsl Maca», «Po3nafaHHa» 3
BUKOPUCTaHHAM CTaHAaPTHUX
LWabsoHIB, L0 BUKOPUCTOBYE KOMMNAHIS

3asBHUK. BBeAEHHS 3MiH MpOTAroM 6
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

MicaLiB nicns 3aTBepaKeHHs; 3MiHu |
Tuny - 3MiHu 3 skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBNIEHOrO cepTudikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTtudikaTa BigNOBIAHOCTI
€poneiickkilii hapmakonei: ans Adl;
ONs BUXIQHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIgHOCTI
€Bponeiicbkiit hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEPAXEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJIEHOTO cepTudikaTty
BiANOBIAHOCTI EBpONechkili
thapmakonei CEP Ne R1-CEP 2008-
266-Rev 02) ans A®| MOKCOHIAWHY Bif
3aTBepxeHoro BUpo6Hrka Farmak
A.S., Czech republic. 3rigHo
oHoBrieHoro CEP «retest» nepiog ans
A®I cknagae 60 micsuis

204.

®DIBIOTEHC®

TabneTku, BKPUTI
NiBKOBOIO
060n0HkKot0, no 0,3
Mr; no 14 Tabnetok
y 6nicTepi; no 2, abo
no 7 6nictepis y
KapTOHHI kopo6uyj;
no 28 tTabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA KopoobLi

AG6OTT
NabopaTtopis
M6X

HimeuunHa

BVMPOGHMLTBO 3@ NOBHUM

LMKIOM:
MaiinaH Jlabopatopi3
CAC, ®paHuis

®paHuis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
aKocTi. CepTudpikaT BignosigHoOCTI/lE-
cepTudiikaTt BiAMNoBIAHOCTI
€Bponeiicbkil
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignNoBIgHOCTI
€poneiicbkiii hapmakonei: ana Adl;
LA BUXigHOro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTugikaTy
BigNoBiAHOCTI €Bponeiicbkil

3a
peyerimom

UA/0315/01/03
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
thapmakonei CEP Ne R1-CEP 2008-
266-Rev 01) gns A®| MOKCOHIAMHY Bif,
3aTBepAXeHoro BupobHunka Farmak

A.S., Czech republic (3aTBepaeHo:
CEP Ne RO-CEP 2008-266-Rev 02);
3MiHY | TUMny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
ceptuddikaT BifgMNoBIgHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTucpikata
BiAMNOBIAHOCTI @60 BUYyYEHHS
cepTugikaTa BignNoBigHOCTI
€poneiicbkini hapmakonei: ana Adl;
ONs BUXiQHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
BunyueHHsi cepTudikatis (3a
HasABHOCTI My/NIbTUMIETHOTO
cepTudpikata Ha martepian) -
BU/TyYEHHS cepTudpikaTy BiANOBIAHOCTI
€Bponelicbkiin hapmakonei CEP Ne
R1-CEP 2003-139-Rev 00 gns Al
MOKCOHiANHY 3aTBEpAKEHOrO
BMpobHuka Boehringer Ingelheim
Pharma GmbH&CO.KG, HimeuuunHa;
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMyCTUMMX MEX roTOBOro
nNikapcbKoro 3acoby (iHLwi 3MiHu) -
nepedhopmaTyBaHHsl, peaKLiiiHi
3MiHW, YTOYHEHHS | ONOBHEHHS
cneumdikauii 13 3 BUKOPUCTaHHAM
CTaHAAPTHUX WabMoHIB BUKTAAEHHS,
LLI0 BUKOPUCTOBYE KOMMNaHis 3asiBHVK.
BBefeHHs 3MiH NpoTArom 6 micsuis
nicns 3aTBepmkeHHs; 3MiHu | Tuny -
3MiHK 3 SIKOCTi. FOTOBUIA NiKapChKUiA
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro

3aco6y (iHLWi 3MiHK) -
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

nepegopmaTyBaHHsl, pefaKLiiiHi
3MiHW, YTOYHEHHS | JOMOBHEHHSA
MeTogiB Bunpo6ysaHHs 13 gns
nokasHukiB «laeHTudikalisa, yncrtoTa i
KiflbKiCHE BU3HAYEHHS fjiroyoi
peyoBuHM», «O4HOPIAHICTL
[1030BaHVX OAVHULB>», «PO3YNHEHHS
Ta BU3HAYEHHS MOKCOHINHY»,
«MikpobionoriyHa yncroTa»,
«CepefHA Maca», «Po3nagaHHa» 3
BUKOPWCTaHHAM CTaHAAPTHUX
LWabsIoHIB, L0 BUKOPUCTOBYE KOMMNAaHIs
3anBHUK. BBeAEHHS 3MiH NpoTaroM 6
MiCAUIB MiCNA 3aTBEPIKEHHS; 3MiHu |
Tuny - 3miHn 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiickkili hapmakonei: ana Adl;
ANns BUXigHOroO
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN ONOMIXKHOT
peyoBuMHYM (cepTudiikaTt BifMnoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTy
BIANOBIAHOCTI EBPONENChbkili
hapmakonei CEP Ne R1-CEP 2008-
266-Rev 02) ans A®I MokcoHiauHy Big,
3aTBEpPAKEHOro BUpo6HMKa Farmak
A.S., Czech republic. 3rigHo
oHoBneHoro CEP «retest» nepiog ans
A®I| cknagae 60 micauis

205.

®DITOBPOHX
on

36ipno 50ry
naykax 3 BHYTPILLIHIM
naketom; no 1,5ry
inbTP-nNakeTi; no
20 hinbTp-nakeTiB y
nauyi; mo1,5ry
iNbTP-NakeTi; No

MpAT
"NikTpasn"

YkpaiHa

MpAT “NiktpaBn"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasibHUi 3aci6
(iHLWi 3MiHW) - BHECEHHSA 3MiH A0
mMartepianiB peecTpauiiiHoro Aochbe, a

6e3
peyenma

UA/14186/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

20 hinbTp-nakeTiB y
nayuj 3 BHYTpILLHIM
nakeTom

came: - ONOBHEHHS MoKa3HMKa
«lgeHTudikalis (30BHILLHI 03HaKN)»
BK/TOYEHHAM [04aTKOBUX O3HAK A/1A
Bi3yaslbHOro KOHTpoto «6) Konip»
cneuudikaLii 3 KOHTPOO NEPBUHHOTO
nakyBasibHOro matepiasny (Manip
PINbTPYBa/IbHUI); - YTOUHEHHS P.
3.2.P.7. Cucrema
KOHTeliHep/3akKyrnopoBanbHWii 3aci6,
LLLOA0 3a3HAaYEeHHA MOX/IBOCTI
NPYKPINAEHHS HATKW 3 SPIMYKOM [0
hinbTp-nakeTy, 3 BiANOBIAHNM
BHECEHHSAM 3MiH [0 p. «YnakoBKa»
MKS N13.

206.

®ITOFENATO
n

36ipno 50ry
naykax 3 BHYTPILLIHIM
naketom; no 1,5ry
inbTP-nNakeTi; no
20 hinbTp-nakeTiB y
nauyi; mo1,5ry
inbTP-nNakeTi; no
20 hinbTp-nakeTiB y
nauuj 3 BHYTpILLHIM
nakeTom

MpAT
"NikTpasn"

YkpaiHa

MpAT “NiktpaBn"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavyjinHmx
mMartepianis: 3miHu | TUny - 3MiHKM 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
Cucrtema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
(iHLWi 3MiHW) - BHECEHHSA 3MiH A0
marepianiB peecTpauiiHoro ocke, a
came: - ONOBHEHHS NoKa3HMKa
«lgeHTudikalis (30BHiLLHI 03HaKN)»
BK/TIOYEHHAM [04aTKOBUX O3HaK A/1A
Bi3yaslbHOro KOHTPOo «6) Konip»
cneuudikaLii 3 KOHTPOO NEPBUHHOTO
nakysasibHOro matepiany (Manip
PINbTPYBa/IbHWI); - YTOUHEHHS P.
3.2.P.7. Cuctema koHTeinHep/
3aKyrnoproBasibHWiA 3aci6, Wwoao
3a3HayYeHHst MOX/IMBOCTI
MPUKPINIEHHA HUTKW 3 AP/IMYKOM [0
PinbTp-NakeTy, 3 BiANOBIAHAM
BHECEHHSAM 3MiH [0 p. «YnakoBKa»
MKA N3

6e3
peyenma

UA/14509/01/01

207.

PITOLUNCTO
n

36ipnol15ry
inbTp-nakeTi, No
20 chinbTp-nakeTiB y
nayui, no1,5ry
inbTp-nakeTi, No
20 chinbTp-nakeTiB y
naJui 3 BHYTPILLHIM
naxkeTom

MpAT
"NikTpasn"

YkpaiHa

MpAT "“Niktpasn"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | TUny - 3MiHK 3
AKOCTIi. [O0TOBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3akynopoBasibHKiA 3aci6
(iHWi 3MiHW) - BHECEHHS 3MiH 0
marepianiB peecTpauiiHoro focke, a
came: - JONOBHEHHS NOKa3HMKa
«lgeHTudpikauist (30BHiLHI 03HaKM)»
BK/TOYEHHSIM [10aTKOBUX O3HAK A/1s

6e3
peyenma

UA/14188/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

Bi3yaslbHOro KOHTpoto «6) Konip»
cneuudikawii 3 KOHTPOO NEPBUHHOTO
nakyBasibHOro matepiasny (Manip
PiNbTPYBa/IbHUI); - YTOUHEHHS P.
3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBasibHWiA 3acib, Wwoao
3a3HayeHHs1 MOX/IMBOCTI
NPVKPINAEHHS HATKW 3 SPIMYKOM [0
hinbTp-nakeTy, 3 BigNOBIAHNM
BHECEHHSAM 3MiH [0 p. «YnakoBKa»
MKS 3.

208.

®/IOCTEPOH

cycneHsis gns

iH ekUili; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nictepy B
KapTOHHI/ KopoobLi

KPKA, 4.4.,
HoBo mecTo

CnoseHig

KPKA, a.4., HoBo mecto

CnoseHis

BHECEHHS 3MiH 0 peecTpavljinHmx
mMartepianis: 3mMiHu | Tuny - 3MiHM WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHVX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnigpkers (PIP) (iHwi
3MiHK). 3MiHM BHECEHO A0 IHCTPYKUIT
AN MeAnMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby Ao
po3ginis"OcobNnBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaa0” Wwoao
6e3mnekn 3acTocyBaHHS fito4oi
peyoBuHM GeTameTasoH BiAgnoBiAHO A0
pekomeHgauin PRAC. BBeaeHHSs 3MiH
NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHK Il TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3
HOBUMU JaHUMU 3 AKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHUMK Ta

3a
peyenmom

He
nionsieae

UA/2528/01/01




Hassa

203

n/n

JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

209.

dN10TTO

OaHumy 3 hapmakoHarnsgy. 3MiHm
BHECEHO A0 IHCTPYKUiT A4nA MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao

po3zinis "MpoTunokasaHHA",

"B3aemogist 3 iHWMMU flikapCbKuMum

3aco6amMu Ta iHWi Buau B3aemMogii”,
"Oco6nmBocTi 3acTocyBaHHs", "AiTn"
Ta "Mo6iuHi peakuji”. BBeAeHHS 3MiH

npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

210.

DOPKCITA

Kpanni ByLUHi no 15
M1 PO3YWHY Y
donakoHi-
KpanesnbHuui; no 1
donakoHy-
KpanenbHuULi y
KapTOHHI/ KopoobLi

[ensta
Megiken
[pomMoyLLUH3
Al

LLiBeiuapis

Pomdapm KomnaHi CP/1

PymyHis

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpoBapKeHHA Aif/IbHOCTI
BMpOOGHUKa/iMnopTepa roToBoro
niKapcbKoro 3acoby, BKIUakum
AinbHUUI BUNYCKy cepii abo micue
NPOBEeEHHS KOHTPOJIIO SIKOCTI.
(aisnbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTep, BKIYaoUM
BWMYCK cepiil) BHeCceHHs 3MiH o
Ha3BW Ta agpecy BUPOGHMKa, Y 3B'A3KY
3 NPUBELEHHAM peecTpaLiiHnX
[LOKYMEHTIB Y BIAMNOBIAHICTb A0
ceptudpikaty GMP Ta niueHsii Ha
BUPOOHMLTBO. PaKkTN4He
MiCLLe3HaxoKeHHS BUPO6HMKA He
3MiHWI0CS. 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ginv "BupobHuK",
"MicLe3HaxomKeHHs BUPOGHMKa Ta
ajpeca Micus NpoBaKeHHs oro
AiSNbHOCTI" 3 BifNOBIAHMMMW 3MiHAMU B
TEKCTi MapKyBaHHS YNakoBKW.
BBefeHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepAKeHHS.

6e3
peuenma

nidnsieae

UA/15844/01/01

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKOI0, N0 5 Mr,
no 10 TabneTok y
6nictepi; no 3
6nictepn y

KAPTOHHII KOpoO6Lyi

AcTpa3eHek
a Ab

Lseuis

Brpo6Huk "in bulk":
Bpicton-Maiiepc CkBi66
MaHyhakTypiHr
Komnani, CLUA
Bupo6HuK,
BignoBiAa/IbHMI 3a
NepBrHHE Ta BTOPUHHE

CLA/
Benuka
BpwuTaHis/
LLBeuis

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TUMY - 3MiHK LWOAO
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro

3aco6y A0 po3ainiB "®apmakosoriyHi

3a
peyenmom

He
nionsieae

UA/13302/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
nakyBaHHs, BUMYCK cepii:

AcTpa3eHeka HOK
NimiTen, Benuka
BpuTaHis
BUpPOGHKK,
BignoBiganbHWi1 3a
KOHTPO/Ib SIKOCTI:
AcTpa3eHeka Ab,
LLiBeuis
Bupo6Huk "in bulk™:
AcTpa3eHeka
®dapmacbtoTukanc M,
CLIA

BNacTUBOCTI" Nigpo3ain
"hapmakogmnHamika”, "B3aemogis 3
iHLWIMMKW nikapcbknMK 3acobamu Ta

iHWi B1AM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHs
Ta go3n", "Mo6iyHi peakuji”, a came
pefaryBaHHsi TEKCTY 3a3HaueHux
po3ginis. 3minu Il Tuny - 3miHn Woao
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy. 3miHn y
TepaneBTUYHUX NOKa3aHHAX
(nofaBaHHSA HOBOro TepaneBTUYHOIO
nokasaHHs abo 3miHa y
3aTBEPAKEHOMY NOKa3aHHi). 3MiHN
BHECEHO A0 IHCTPyKUii Ans MeanyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3giny "MokasaHHs" (gofaBaHHs Ao
3aTBEPAKEHOr0 TepaneBTUYHOro

NoKa3aHHs1 HOBOTO MOKa3aHHS:

Llykposuii giabeT 2 Tuny Jlikapcbknii
3acib Popkcira nokasaHuii JOpocaUM
Ta 4iTaMm BikoM Big 10 pokis ans
niKkyBaHHS HeJOCTaTHbO
KOHTPO/IbOBAHOTO LIyKPOBOTO AiabeTty
2 TNy K JONOBHEHHS A0 AieT Ta
Pi3NYHNX HAaBaHTaXKEHD: - K
MOHOTepanisi, KO/im 3aCTOCyBaHHS
MeT¢OpPMiHY BBaXAETLCSA
HEMOX/IMBUM Yepe3 HeNepeHoCMICTb
nikapcbKoro 3acoby; - y NoeEgHaHHI 3
IHLWMMK Nikapcbknmy 3acobamu ons
nikyBaHHA fiabety 2 Tuny...), SK
HacnifgoK, OHOB/IEHO iHhopMaLiio B
po3ginax "Litn" (3aTBEpPAKEHO -
Besneka Ta ethekTuBHICTb
panarnidno3vnHy ans giteii Bikom Big 0

[0 < 18 pokiB Ha Leli yac Lie He

BCTaHOB/eHI. [laHi BiACYyTHi.;

3anporoHoBaHo - [ NikyBaHHA
LlYKPOBOroO fgjabeTy 2 Tuny y fitei
BikoMm Big, 10 pokiB KOpekLis A03u
nikapcbkoro 3acoby He noTpibHa (avB.

po3ainu «®apmakognHamika» Ta
«®dapmakokiHeTuka»). [laHux woao

3aCTOCYBaHHS NikapcbKoro 3acoby




205

n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

LiTAM BikoM A0 10 pokiB HeMae.
Besneka Ta ethekTBHICTb
nanarnicpno3uHy ans nikyBaHHS
cepLeBoi HegocTaTHOCTI abo
NiKyBaHHS XPOHIYHOT XBOPOOM HUPOK
Ansa giteld Bikom < 18 pokiB Ha Leli vac
Lie He BCTaHoB/IeHi. [aHi BiACYTHI.),
"®apmMakonoriyHi BnactneocTi”,
"Cnoci6 3acTtocyBaHHs Ta fo3un",
"Mo6iyHi peakuii”. 3MiHu Il Tuny -
3MiHn Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro noceigYeHHs,
BK/TIOYa0um MNnaH ynpasiiHHA
pu3nKamu (3aCTOCyBaHHS 3MiH(1),
Aki(a) BumaratoTb(€) NoAabLIOro
00r'pyHTYBaHHA HOBVMMW AOAATKOBUM
JaHuMu, Lo MaloTb HaJasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKK
BMMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM
HafaHO OHOB/IEHWIA MnaH ynpasniHHA
pu3ukamu Bepcis 26.3. 3MiHU BHeCeHi
[0 YacTuH: | Ornag, nikapcbkoro
3acoby (foAaBaHHs 3aCTOCYBaHHS Y
neajatpunyHiii nonynsayii), II.
Cneuudpikauis 3 6e3neku (Mogyns CllI
Ekcnosuuis nayieHTis, 3a/1y4eHnx 4o
KNiHiYHUX BUNpo6yBaHb, Moaynb CVII.
laeHTudhikoBaHi Ta NOTEHLHI pyU3nKu,
Mopgynb CVIII. Pestome npobnem
6e3neku), YacTtuhu lIl. Mnan 3
thapmakoHarnsagy, Yactuuum V. 3axoam
3 MiHimi3auii pusukis, Yactunm VI.
Pestome nnaHy ynpasniHHA pusnkamu,
YacTtuHu VII. JopaTok 8 y 3B'A3KY 3
[OMOBHEHHAM 3acTocyBaHHA /13y
negjaTpunyHiii nonynsayji Ta
BUAAIEHHAM 3aCTOCyBaHHS nNpu
LyKpoBOMY aiabeTi | Tuny

211.

®OPKCITA

TabneTku, BKpUTI
NNiBKOBOO
o060n10HKot0, No 10
Mr no 10 TabneTok y

AcTpa3eHek
a Ab

LBeuis

Brpo6Huk “in bulk":
Bpicton-Maliepc Ckgi66
MaHydhakTypiHr
KomnaHi, CLUA

CuA/
Benuka
BputaHis/
LBeuis

BHECEHHS 3MiH 0 peecTpavyjinHmx
mMartepianis: 3MiHu | Tuny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsay (iHwi 3miHm).

3a
peyenmom

He
nionsieae

UA/13302/01/02
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
6nictepi; no 3 BUpPO6HYK, 3MiHV BHECEHO [0 IHCTPYKUIT ANns
6nictepu y BiANOBIAa/IbHUI 3a MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKoro

KapTOHHIA KopooLi

nepBrHHE Ta BTOPUHHE
nakyBaHHS, BUMYCK cepii:
AcTpa3eHeka HOK
NimiTen, Benuka
BpuTaHis
BUPOGHNK,
BignoBiganbHWi1 3a
KOHTPO/Ib AKOCTI:
AcTpa3eHeka Ab,
LLiBeuis
Bupo6Huk "in bulk™:
AcTpa3eHeka
®dapmacbtoTukanc M,
CLIA

3acoby Ao po3gainis "®apmakonoriyHi
BNacTUBOCTI" Nigpo3zain
"hapmakogmnHamika”, "B3saemogis 3
iHLWIMMKW nikapcbknMK 3acobamu Ta
iHWi BAW B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHs
Ta go3n", "Mo6iyHi peakuji”, a came
pefaryBaHHsi TEKCTY 3a3HaueHux
po3ginis. 3minu Il Tuny - 3miHn Woao
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy. 3miHn y
TepaneBTUYHMX MOKa3aHHAX
(nofaBaHHSA HOBOro TepaneBTUYHOIO
nokasaHHs abo 3miHa y
3aTBEPAKEHOMY NOKa3aHHi). 3MiHN
BHECEHO A0 IHCTPyKUii Ans MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3giny "MokasaHHs" (gofaBaHHs Ao
3aTBEPAKEHOr0 TepaneBTUYHOro
NoKa3aHHs HOBOTO MOKa3aHHS:
Llykposuii giabeT 2 Tuny Jlikapcbkuii
3aci6 Popkcira nokasaHuii 4OpoCaUM
Ta 4iTaM BikoM Big 10 pokis ans
niKkyBaHHS HeJOCTaTHbO
KOHTPO/IbOBAHOTO LIyKPOBOTO AiabeTty
2 TNy K ONOBHEHHS A0 Ai€T! Ta
Pi3NYHNX HAaBaHTaXKEHD: - K
MOHOTepanisi, KO/im 3aCTOCyBaHHS
MeT¢OpPMiHY BBaXAETLCSA
HEMOX/IMBUM Yepe3 HENepeHoCMICTb
nikapcbKoro 3acoby; - y NoEAHaHHI 3
IHLWMMK NiKkapcbknmy 3acobamu ons
nikyBaHHA fiabety 2 Tuny...), SK
HacnifgoK, OHOB/IEHO iHhopMaLiio B
po3ginax "OiTn" (3aTBEpPAKEHO -
Besneka Ta ethekTBHICTb
panarnicno3vHy ans giteii Bikom Big 0
[0 < 18 pokiB Ha Leli yac Lie He
BCTaHOB/eHI. [laHi BiACYyTHi.;
3anporoHoBaHo - [ NikyBaHHA
LlYKpOBOroO fgjabeTy 2 Tuny y aitei
BikoMm Big, 10 pokiB KOpekLis A03u
NiKapcbKoro 3acoby He NOTpibHa (AvB.
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs

po3ainu «®apmakoguHamika» Ta
«®apmakokiHeTuka»). [laHnx woao
3aCTOCYBaHHS MiKapcbKoro 3acoby
LiTAM BikoM A0 10 pokiB Hemae.
Besneka Ta ethekTuBHICTb
nanarnicpnosuHy ans nikyBaHHS
cepLeBoi HegocTaTHOCTI abo
NiKyBaHHS XPOHIYHOT XBOPO6M HUPOK
Ansa giteld Bikom < 18 pokiB Ha Leli vac
Lie He BCTaHoB/IeHi. [aHi BiACYTHI.),
"apmMakonoriyHi BnactneocTi”,
"Cnoci6 3acTtocyBaHHs Ta fo3un",
"Mo6iyHi peakuii”. 3MiHu Il Tuny -
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro nocBigYeHHs,
BK/TIOYa0um MNnaH ynpasniHHA
pu3nKamu (3aCTOCyBaHHS 3MiH(1),
Aki(a) BumaratoTb(€) NoAabLIOro
00r'pyHTYBaHHA HOBVMMW AOAATKOBUM
JaHuMu, Lo MaloTb HaJasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKK
BMMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM
HafaHO OHOB/IEHWIA MnaH ynpasniHHA
pu3ukamu Bepcis 26.3. 3MiHU BHeCeHi
[0 YacTuH: | Ornag nikapcbkoro
3acoby (foAaBaHHs 3aCTOCYBaHHS Y
neajatpunyHiii nonynsayii), 1.
Cneuudpikanis 3 6e3neku (Mogyns CllI
Ekcnosuuis nayieHTis, 3a/1y4eHnx 4o
KNiHiYHUX BUNpo6yBaHb, Moaynb CVII.
laeHTudhikoBaHi Ta NOTEHLHI pyU3nKu,
Mopgynb CVIII. Pestome npobnem
6e3neku), YacTtuhu lIl. Mnan 3
thapmakoHarnsagy, Yactuuum V. 3axoam
3 MiHimi3auii pusukis, Yactunm VI.
Pestome nnaHy ynpasniHHA pusnkamu,
YacTtuHu VII. JopaTok 8 y 3B'A3KY 3
[OMOBHEHHAM 3acTocyBaHHA /13y
negjaTpunyHiii nonynsayji Ta
BUAAIEHHAM 3aCTOCyBaHHS npu
LyKpoBOMY aiabeTi | Tuny
212. | ®OPKCIFA TabneTkn, BKPUTI AcTpa3eHek LLBeuis Bupo6HuK "in bulk": CLUA/ BHECEHHS 3MiH 0 peecTpaLiiHNX 3a He UA/13302/01/01




208

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
NNiBKOBOO a Ab BpicTon-Maiiepc Ckgi66 Benvka mMartepianis: 3miHu | TUny - 3MiHK peuyenmom nionsieae
060/10HKOI0, N0 5 Mr; MaHyhakTypiHr KomnaHi BpuTtaHis/ oo 6e3nekn/edeKTMBHOCTI Ta
no 10 TabneTok y , CLLA LLisewjs thapmakoHarnsgy. 3MiHa y KopoTkiii
6nictepi; no 3 BUPO6HYK, XapaKkTepucTuLli Nikapcbkoro 3acooby,
6nictepu y BiANOBIAa/IbHUI 3a TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHHIA KopooLi NepBrHHE Ta BTOPUHHE MeJMYHOro 3aCTOCYBaHHS Ha nigcTasi
nakyBaHHS, BUNYCK cepii: perynsipHo OHOB/IIOBAHOTO 3BITY 3
AcTtpa3eHeka HOK 6e3nekun nikapcbkoro 3acoby, abo
NimiTen, Benuka [ocnigpKeHb 3 6e3MeKn 3acToCyBaHHS
BpuTaHis niKkapcbKoro 3acoby B
Bupo6HMK, nicnapeecTpaviinnii nepiog, abo sk
BignoBiganbHWi1 3a pe3ynbTaT OLiHKV 3BITY 3 AOC/iKEHD,
KOHTPO/b AKOCTI: npoBeAeHuX BiANOBIAHO A0 NNaHy
AcTtpa3eHeka Ab, neajatpnyHux gocnigpxkeHns (PIP)
Lseuis; (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM
Bupo6Huk "in bulk™: YNOBHOB&XXEHUM OpPraHoMm)
AcTpa3eHeka 3MiHN BHECEHO [0 IHCTPYKUIiT Ans
dapmacbtoTukaic /M, MeAMYHOro 3acTOCYBaHHSA /iKapCbKOro
CWA 3acoby Ao po3giny "Bsaemogis 3
HLWIMMKN NikapcbknMK 3acobamu Ta
iHWi BUAM B3aeMopiii" woao
OHOB/EHHS IHGhopMaLLiT 3 6e3neku
Ljit040T PeYOBMHN CTOCOBHO BM/IMB
Aanarnicpno3vHy Ha piBeHb NiTilo y
KpOBI BiANOBIAHO 10 peKOMeHaaLliii
PRAC EMA. 3miHu | Tuny - 3miHn
woAao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHO [0 IHCTPYKLii 418 MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3gainy "Mo6iyHi peakuii” Wwono
OHOBJ/IEHHS iH(hopMmawii 3 6e3neku
Ail040i PeYOBVIHM CTOCOBHO
BUHUKHEHHS TYBY/10iHTepCTULiaIbHOro
He(puTy 3a YaCTOTOH AyXe PigKo
BiANOBIAHO A0 pekomeHAauin PRAC
EMA.

213. | ®OPKCITA TabneTkn, BKpUTI AcTpa3eHek LLsewis Brpo6Huk "in bulk": CLIA/ BHECEHHS 3MiH 40 peecTpalinHmx 3a He UA/13302/01/02
NNiBKOBOO a Ab Bpicton-Maiiepc CkBib6 Benvka mMartepianis: 3miHv | TUny - 3MiHn peyenmom niossieae
060/10HKO10, Mo 10 MaHydakTypiHr KomnaHi BpuTaHis/ oo 6e3nekn/edekTMBHOCTI Ta
mr; no 10 TabneTok , CLLA LLisewjs thapmakoHarnagy. 3MiHa y KopoTkiii
y 6nicTepi; no 3 Bupo6HuK, XapaKTepucTuLli nikapcbkoro 3acoby,

6nictepn y
KapTOHHI Kopoo6Li

BiANoBigabHMI 3a
NepBrHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK cepii:

TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MEeAMYHOro 3acTOCyBaHHS Ha miagcTasi
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
AcTtpa3eHeka HOK 6e3nekun nikapcbkoro 3acoby, abo
Nimitea, Benuka JocnigpkeHb 3 6e3nekn 3acToCyBaHHSA
BputaHis nikapcbKoro 3acoby B
Bnpo6HuK, nicnsipeecTpadiiHuii nepiog, abo sk
BiANOBIAa/IbHUI 3a pe3ynbTaT OLiHKV 3BITY 3 AOC/IIKEHD,
KOHTPO/Tb AKOCTI: npoBeAeHuX BiANOBIAHO A0 NaaHy
AcTtpa3eHeka Ab, negiatpnyHux gocnigpxkeHn (PIP)
Lsewis; (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM
Brpo6Huk “in bulk": YMOBHOB&XXEHVIM OpraHom)
AcTpa3eHeka 3MiHV BHECEHO [0 IHCTPYKUIT ANns
dapmacbroTukanc JiM, MEeAMNYHOro 3aCTOCyBaHHSA MikapCbKoro
CLA 3acoby go posginy "B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta
iHLWI BMAW B3aemogiin" woao
OHOBJIEHHS iHchopMaLii 3 6e3neku
Ail040i PeYOBMHM CTOCOBHO BMN/IMB
AanarnichnosnHy Ha piBeHb NiTito y
KPOBI BifNOBIAHO [0 pekoMeHaaLiii
PRAC EMA. 3MiHu | TUny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHKn
BHECEeHO [0 iHCTPYKLIT 415 MeanyHoro
3acTOCyBaHHS MikapCbKoro 3acoby Ao
po3giny "MobiuHi peaxuii" woao
OHOB/EHHS IHGhopMaLLiT 3 6e3neku
Ai040T PEYOBVHN CTOCOBHO
BVIHVKHEHHS TyBy/10iHTEpPCTULiaIbHOro
He(hpuTy 3@ YacTOTOK AyXe PigKo
BIANOBIAHO A0 pekomeHaauin PRAC
EMA.
214. | ®PI-ANl Tabnetku no 5 mr no "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/16683/01/01
10 TabneTok y Papma dapmacbtoTikans AT Pecny6nika mMartepianis: 3miHu | TUny - 3MiHKn 3 peyenmom nidnsieae
6nictepi, no 1 abo Nimiteg"

no 2, a6o no 3, abo
no 9 6nictepis y
KapTOHHIM navi

sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
CT1abinibHICTb. 3MiHa Y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby
(36inbLUEHHSA TepMiHY NpUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - A
TOProBOi yNakoBKW (MigTBEPLKYETLCS
[aHUMK peasibHOro Yacy) 36iNbLUeHHs
TepMiHy NpUAAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[0BrocTPOKOBMX AOC/IKEHD
CTabiNbHOCTI y peaslbHOMY Yaci:
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
3arBepmkeHo: TepMiH npugartHocTi: 4
POKK. 3anponoHoBaHoO: TepMiH
npuaaTHocTi: 5 pokiB. BBeAeHHS 3MiH
NpOTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS.
215. | ®YPA3ONIA NOpPOLLOK NAT Ykpaina Cyuwxoy Kutai BHECEHHS 3MiH 0 peecTpavyinHmx - - UA/14683/01/01
OH (cybeTaHuin) y "MoHdpapm" $apmaueBTUYHA mMartepianis: 3miHu | Tuny -
naketax thabpuka Ne5 Ko., 114 AOMiHICTpaTMBHI 3MiHW. 3MiHa
nonieTuneHoBmx HaliMeHyBaHHA Ta/abo agpecu
ans 3asBHUKa (BNacHNKa peecTpauiiiHoro
hapmaneBTUYHOro noceigueHHs) - 3miHa agpecu
3acTocyBaHHsA 3anBHuka (BNacHuka peectpauiiiioro
NnoCBIgYEHHS)
216. | UETPOTIA® MOPOLLOK Ta Apec LLiseliyapis BUPOBHMK Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a - UA/4898/01/01
0,25 MI' PO3YMHHUK ANs TpeWgiHr Hepo3acoBaHol PpaHuia/ mMartepianis: 3miHu | TUny - 3MiHun 3 peyenmom
PO3UMHY ANS iH'eKUili C.A. npoAykKLjii, nepsuHHe Higepnangn AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
no 0,25 mr nakyBaHHS Ta KOHTPO/Ib 3MiHM Yy BUpOGHMUTBI. 3MiHa
1 chnakoH 3 AKOCTI: iMnopTepa/3miHu, Lo CTOCYTbCA
NOPOLLKOM Yy Bakctep OHkonoaxi BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
KOMnAekTi 3 1 vm6X, HimeuunHa roTOBOrO /iKapCbKOro 3acoby (3amiHa
nonepegHL0 DAPEBA MAY 1, abo gofaBaHHs AiNbHWLI, Ha SKiiA
3anoBHEeHUM PpaHuis 3[iliCHI0ETLCSA
LINPULOM 3 BUPOBHMK KOHTPOb/BUNPOGYBaHHS cepif)
PO34MHHMKOM (BOgA Hepo3acoBaHol [ofaBaHHA PYHKLIT KOHTPOJTHO AKOCTI
ANs iH ekui) no 1 npoAykKLjii, nepsuHHe (Bi3yasibHWi KOHTPO/Ib) 1O BXE
mn, 1 ronkowo ans nakyBaHHS Ta KOHTPO/ib 3aTBEpAKEeHOro BUpo6Hnka PAPEBA
PO3UMHEHHS, 1 AKOCTI (Bi3yasibHUiA MAY 2, ®paHujsa skuii Bignosigae 3a
TOMIKOK NS iH EKLiN KOHTPO/b): BMPOGHULITBO Hepo3dhacoBaHol
Ta 2 TamnoHamu, DAPEBA MAY 2, npoAayKuii Ta NepBUHHE MaKyBaHHS.
NpoCoYeHNMU ®paHuina
cnupToMm, y BTOPUHHE NaKyBaHHSA:
KOHTYpHil A660TT Bionomxkikana
YapyHKoBIli B.B., HigepnaHaun
yNakoBLi; BignoBiganbHKii 3a
No 7 KOHTYPHUX BUNYCK cepil:
YapyHKOBUX Mepk Xenckea KraA,
yMNakoBOK B Himeuunna
KapTOHHI KOpoOLj
217. | UMKNIO 3® Kancysnu Teepgi; no M'ep ®abp PpaHuis M'ep ®abp MeankameHT PpaHuis BHECEHHS 3MiH 10 peecTpaLifiHnx 3a - UA/7550/01/01
POPT 10 kancyny MegnkameH MpoaaxLH marepianis: 3MiHu | TURY - peyenmom
6nictepi; no 3 T AAMiHICTpaTBHI 3MiHW. 3MiHa
6nictepu B HaliMeHyBaHHS Ta/abo agpecu

KapTOHHI ynakoBsL,i

3aaBHMKa (BNacHvka peecTpauiiHoro
noceigveHHs) - 3miHa agpecu
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

3asBHUKa (B1aCHNKa peecTpauiiiHoro
noceigyeHHs); 3MiHn | Tuny - 3MiHn
woAao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX npo
cuctemy thapmakoHarnagy (eBefeHHs
y3arasibHeHUX faHvx Npo cucTemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANLHOI 3a 3filiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
dhapmakoHarnsgy 3asBHuka ans
3[iiCHEHHS1 hapMakoHarsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 3filiCHEHHS
thapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6u
3asBHVIKa, BignoBiganbHOI 3a
hapmakoHarnifg. 3miHa
MicLie3HaxX0KEHHS MacTep-ghaiina
cucTemu dhapmMakoHarnagy. 3miHa
MiCLA 3AiICHEHHA OCHOBHOI [isifIbHOCTI
3 (hapmakoHarnsgy

218.

LIMKNTOKYTA
H®

nak ons Hirtie
nikysanbHui1, 80
Mr/r; No 3 1 po34nHy
y thnakoHi; no 1
donakoHy y
KomnekTi i3 10
LnaTenis B KaceTi,
TpyMauem Lnatens,
TamnoHamu gns
OUNLLEHHS Ta
nunoykammn ans
HIrTiB y nayui

TOB «MIBE
YKPAIHA»

YkpaiHa

BUPOGHMK,
BiANoOBiAaIbHMI 3a
BMPO6HULTBO “in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO/1b
cepii Ta BUNYyCK cepii:
Mi6e Fm6X
ApuHaiimiTTenNb,
HimeuunHa
BUPOGHMK,
BiANoOBiAaIbHMI 3a
BTOPWHHE MaKyBaHHS:
CYH-®APM Cn. 3 0.0.,
Monbwa

Himeuunna/
Monbwa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHN LWOAO
6e3nekn/edheKkT1BHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHS TEKCTY MapKyBaHHS
ynaKkoBKM MiKkapCbKoro 3acoby, a came:
3MiHa y n. 3. kcHOMEP CEPII
NIKAPCbKOIO 3ACOBY» Tan. 4.
«[ATA 3AKIHYEHHA TEPMIHY
MPNAATHOCTI» nepBUHHOI
ynakosku, y n. 8. «AATA
3AKIHYEHHA TEPMIHY
NMPUOATHOCTI», n. 12. <HOMEP
PEECTPALIINHOIO
MOCBIAYEHHSA» Ta n. 13. «<HOMEP
CEPII NIKAPCBKOIO 3ACOBY»
BTOPUHHOT yrnakoBku. TepmiH
BBElEHHS 3MiH NpoTAroM 6 MicsLiB

6e3
peuyenma

UA/18077/01/01
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Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
nicns 3aTBepKeHHs

219. | LUIAHOKOBA PO34UH ANS iH'EKLIN, MAT YkpaiHa MAT "ranuucphapm" YkpaiHa BHECEHHS 3MiH 40 peecTpalinHmx 3a - UA/7360/01/01
NAMIH 0,5mr/Mnnolmns "Tanuudpap mMartepianis: 3MiHu | TNy - 3MiHK 3 peyenmom
(BITAMIH amnyni; no 10 m" aKocTi. CepTudpikaT BignosigHoOCTI/lE-
B12) amnys y KOHTYpPHIi cepTudikaTt BiAMNoBIgHOCTI

YapyHKoBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
B nauui

€Bponeiicbkili
hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignNoBIgHOCTI
€poneiicbkilii hapmakonei: ana Adl;
LA BUXigHOro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbki hapmakonei) -
OHoBreHWIA cepTUdikat Bif yxe
3aTBEepKEHOro BUpobHuKa. MogaHHA
OHOBJIEHOTO cepTugikaTy
BiANOBIAHOCTI EBponeiichbkili
thapmakonei CEP R1-1998-140 - Rev
05 (3atBepgxeHo: CEP R1-1998-140 -
Rev 03) ana A®I LliaHokobanamiH Big,
BXE 3aTBEPKEHOro BUPOOHMKa
SANOFI CHIMIE, ®paHuis Ta, K,
Hacnifok, 3MiHa Ha3Bu BNPOGHKKa ADI
Ha EUROAPI France, ®paHuis Ta
YTOUHEHHS agpecu BUPo6HMKa AdI
(BuganeHHs nowTosoi agpecu BP
80125), 6e3 3miHu Micus
BMpO6HULTBA. 3aTBEepaxeHo: CEP R1-
1998-140 - Rev 03 Sanofi Chimie,
®paHuia Rue de Verdun — BP 80125
76410 Saint-Aubin-les-Elbeuf
FRANCE. 3anponoHoBaHo: CEP R1-
1998-140 - Rev 05 EUROAPI France,
®paHuia Rue de Verdun 76410 Saint-
Aubin-les-Elbeuf FRANCE

*y pasi éHeceHHs 3MiH 00 iHCMpYKyii npo MeduyHe 3aCMOCy8aHHA

HayanbHUK
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dapmaueBTUYHOro ynpaB/liHHSA Tapac JISCKOBCHhKUH
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