MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

07 BepecHs 2023 poky Ne 1593

IIpo Jep)kaBHY peecTpalliio (mepepeecTpailiio) JiKapCcbKuX 3aco0iB (MegMUHUX
iMmyHoOio/ioriuHKX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaLiiHiUX MaTepiaiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsinky [nep>kaBHOI peecTpalii (mepepeecTpatiii) mikapcbkux 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaflsiTh CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilojio)KeHHsS TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHU, 3aTBeppkKeHOoro rnocraHoBor KabiHery
MinictpiB Ykpaiau Big 25 Gepesnsi 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunss 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeecTpalliiHiX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMyHoOionoriuHMX  TpemapartiB), 10 TOJaHi Ha Jep)XaBHy  PpeeCTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MMiATPUEMCTBOM  «/lep>KaBHMM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB I[0/0 edheKTHBHOCTi, Oe3meuHocTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKU CITiBBiJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, II[0 TIPOTIOHYETLCS [0 Jep>KaBHOI peecTpaljii (mepepeectpaiiii), II0A0
BHECEHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 Jep>kKaBHOi
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH I0 peecTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
Jomatkom 1.

2. TlepepeecTpyBaty Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JiiKapchbKuX 3acobiB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
JloJaTKoM 2.



2

3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
JiKapcbKuX 3aco6iB (MeJUUHUX iMyHOOiI0OTiYHKX MpernapariB) 3riZjHO 3 J0JaTKOM 4.

5. ®apmanieeTuHomMy yripaBaiHHIO (Osekcanzapy I'pirjeHky) 3abe3meunTu
OTIPU/TFOJJHEHHSI 1[bOTO Haka3dy Ha odiliiiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

6. KoHTpoJ/1b 32 BUKOHAHHSM 1[bOT0 HaKa3y MOK/IaCTH Ha MepILIOoro 3acTyHUKA
Minictpa Cepris [Jdy6posa.

MiHuicTp BikTop JISAIIIKO



Hoparoxk 1

Ao Haka3y MiHicTepcTBa 0X0poHH
3p0poB’s Ykpainu «Ilpo fepxaBHy
peecTpanii (mepepeecTpanii) JiKapCbKHX
3aco0iB (MegHYHHX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /{0
peecTpaniiiHiX MaTepianiB»

Bi 07 BepecHs 2023 poky Ne 1593

IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Hasga snikapcbko20 ®opma sunycky (nikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa Ymosu Peknamys Homep
n/n 3acoby ¢hopma, ynakoska) 3asBHUKa BUPOGHUKA npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
nocsioYeHHs1
1. | OIMECAPTAH KpuCTaniuyHniA NOPOLLOK AT Ykpaina WKELI3AH Kutaii PeecTpaujst Ha 5 pokis - He UA/20176/01/01
MEZAOKCOMIN (cy6cTaHLis) y nakeTax "KNIBCbKWN XYAXAI nionsizae
nonieTuIeHoBrx, BKIaAEHNX B BITAMIHHNIA PAPMALIEBTI
nakeTun 3 a/IlOMIHIEBOT NAIBKM /15 3ABOL" KAN KO., NTA.
dhapmaL,eBTUYHOIO 3aCTOCYBaHHSA
2. | WIAHOKOBANAMIH KpucTaniyHwii nopoLok abo MpAT YkpaiHa Xebeit Kntaii peecTpauis Ha 5 pokis - He UA/20177/01/01
Kpuctanu (cyberaHuis) y "apmauesTu XyapoHr niosnsieae
nonieTueHoBMX naketTax Anas YyHa pipma dapmachbloTika
thapmaLeBTMYHOrO 3aCTOCYBaHHS "fapHnug" n Ko., Nita.

B.o. HauaTLHUKA

dapmaLeBTUUHOrO ynpaBniHHA

Onekcangp N'PILEHKO




JoaaTok 2

Jlo HaKa3y MiHicTepcTBa 0X0poHH
30poB’s YKpainu «IIpo fep>xaBHY
peecTpani (mepepeecTpanir) JiKapcbKHX
3aco6iB (MegMUHNX iMYyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHsI 3MiH 0
peecTpaniiHIX MaTepiatiB»

Bix 07 BepecHs 2023 poky Ne 1593

ITEPEJIIK

INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEANYHNX IMYHOBIOJIOI'TYHUX TTPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Ha3ssa siikapcbko20 Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky aHHs1 peecmpayitiHo2o
YNaKkoBsKa) nocBi04YeHHs
1. | BEHOAMYCBICTA MOPOLLIOK AN MicTtpan AHrnis (BignoBiganbHWi 3a Yecbka nepepeecTpauis Ha 3a He UA/16512/01/02
NPUroTyBaHHs Kenitan BUMYCK cepii) Pecny6nika/ HeoOMEeXeHWn TepMiH peyenmom nionsizae
KOHLleHTpaTy ans MeHeXMeHT CiHTOH c.p.0., Yecbka Icnanis/
NPUroTyBaHHA Nimiten Pecny6nika Bonrapis OHoB/eHO iHdhopmaLiio B

PO3uUnHyY Ans

iHchysiii no 100 mr, 1
h/1aKOH 3 MOPOLLKOM
B KQPTOHHI kopobuj

(BignoBiganbHuiA 3a
BMNYCK cepil)

CiHToH XicnaHis, C.J1.,

Icnanis

(BTOpPUHHE NakyBaHHSA)
[xi | ®apmacbioTikasic,

NTp, Bonrapis
(BUPOGHMLTBO,
naxyBaHHs)

OHKOMe[, MaHydeKTypiHT
a.c., Yecbka Pecny6nika

IHCTPYKLiT 4718 MeAnYHOro
3aCTOCyBaHHSA NikapcbKoro
3acoby B po3ginax
"®apmakonoriyHi
BnactusocTi", "OcobnmnBoCTi
3acTtocyBaHHs", "Mo6iuYHi
peakuji" BignoBsigHo Ao
iHbopmawii pechbepeHTHOro
nikapcbKoro 3acoby
(PnbomycTurH, NOpOLLIOK ANs
NPUroTyBaHHS KOHLLeHTpaTy
NS NPUroTYBaHHS PO3YMHY
Ans iHdy3iii no 25 mr Ta no
100 mr).

MepiognyHicTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku, BiANoBigHO
0o Mopagky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTPoBaHOro B
MiHicTepcTBi tocTULIT YKpaiHu
29 ciyHa 2007 poky 3a Ne
73/13340 (y pegakuji Hakasy
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sUnycKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjitiHo2o

noceio4YeHHs

MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMH Y
nepiogNYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku.

BEHAAMYCBICTA

MOPOLLOK A/1st
NpUroTyBaHHs
KOHLUEeHTpaTy ans
NpUroTyBaHHsi
pO3UnHy Ans
iHcpysiii no 25 wr, 1
(h/1aKOH 3 NOPOLLKOM
B KApPTOHHIli Kopobu,i

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnis

(BignoBiganbHuiA 3a
BUMYCK cepii)
CiHTOH c.p.0., Yecbka
Pecny6nika
(BignoBiganbHuUii 3a
BMNYCK cepil)
CiHTOH Xicnanis, C.J1.,
Icnanis
(BTOpUHHE NakyBaHHSA)

[xi | dapmackioTikanc,

Ntp, Bonrapis
(BpoO6HMLTBO,
nakyBaHHs)

OHKOMe[, MaHydeKTypiHT
a.c., Uecbka Pecnybnika

Yecbka
Pecny6nika/
Icnanis/
Bonrapis

nepepeecTpawis Ha
HeoOMeXeHWn TepMiH

OHOB/IEHO iHGhopmaLito B
IHCTPYKLiT 418 MeAnyHoro
3aCTOCyBaHHSA NiKapcbKoro
3acoby B po3sginax
"dhapMakosiorivHi
BnactueocTi", "OcobnneocTi
3acTtocyBaHHs", "Mo6iYHi
peakuii" BignosigHo Ao
iHbopmawii pethepeHTHOro
niKkapcbKoro 3acoby
(PnbomycTurH, NopoLLOK ANs
NPUroTyBaHHS KOHLLeHTpary
NS NPUroTyBaHHS PO34MHY
Ans iHdysiin no 25 mr Ta no
100 mr).

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BiANoBigHO
00 MNopsaaky 34icCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHYU
3[10pOB’A YKpaiHu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMun y
nepiogNYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/16512/01/01

BETAMETA3OHY
HATPIHO ®OCDAT

MOPOLLIOK
(cybeTaHuis) y

MpuBatHe
akuioHepHe

YkpaiHa

KYPIA ICMIAHIA, C.ALY.

IcnaHis

nepepeecTpauis Ha
HeoOMeXeHu TepMiH

He
nionsieae

UA/17478/01/01
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Ne | Ha3sa nikapcbko2o dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
noABiliHMX nakeTax 3 TOBap1CTBO
nonieTuneny, ski "Jlekxim-
BMiLLEeHi y Xapkis"
nnacTuKoBuii
KOHTEliHep Ans
hapmaLeBTUYHOrO
3aCTOCyBaHHSA
4. | BITANINIA, KOHUeHTpaT ons PpeseHiyc HimeyunHa ®peseHiyc Kabi Ab LLseuis nepepeecTpawis Ha 3a He UA/16590/01/01

PO3UmnHYy Ana Kabi HEOOMEXEHUIA TEPMIH. peyenmom nionseae
iHdpysii; no 10 mny [onunang
CKNsHIV amnyni; no 6X OHOB/EHO iHhopMaLiiio y

10 amnyny
KapTOHHI KopooLi

posginax "Cknag" (BHeCeHHs
iHdpopmaLii nokasHukis pH Ta
OCMONANBHOCTI, AKi He €
nokasHukamu cknagy Ta
BigcyTHi B PN 1a MKA Ta €
BaXX/IMBUMM 3 6e3nekn
nikapcbKoro 3acoby, OCKi/bkn
BMN/IMBAIOTb HA OCMOTUYHUIA
TUCK TOTOBOTO PO34UHY),
"MokasaHHa" (pepakuiiHi
npaBKN TEKCTY),
"MpoTmnokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbkuMuy 3acobamu Ta iHLWi
BWAN B3aeMogiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaa” (pegaxuiine
YTO4YHEeHHs), "Cnoci6
3acTocyBaHHs Ta fo3n"
(BHECEHHA 4OAATKOBUX
3acTepexeHb),
"MepenosyBaHHA", "T06IYHI
peakuii”, "HecymicHicTtb"
IHCTPYKUiT AN MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro
3acoby BignoBigHoO fo
matepianis peecTpauiiHoro
[10CbE, a TakoX BHeceHa
iHchopmauiss Lo po3giny
"MobiuHi peakyii” npo
BaX/IMBICTb MOBIAOMIATY NPO
yci BUnagkv nigo3proBaHnx
noGivyHNX peakuiin Ta
BifjCYTHOCTi e(peKTMBHOCTI
nikapcbkoro 3acoby.
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sUnycKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs1

MepiognyHiCTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO
3BITy 3 6e3neku, BigNoBigHO
o Mopaaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHn
29 ciyHsA 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0OXOPOHYU
300pOoB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3HavyeHVMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

DIKNOCEN®®

cynosuTopii no 50
Mr; no 5
CynosuTopiie y
cTpuni; No 2 cTpunu
Y KapTOHHii
ynakoBLi

TOB
"TNEQ®PAPM
nTa*

YKpaiHa

KYCYM XENTXKEP MBT

T

IHAjs

nepepeecTpauis Ha
HEeoOMEXEHWI TePMIH

OHoOBJ1EeHO iHhopmaLito B

IHCTPYKUIT oNs MeguyHoro

3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax
"MpoTnnokasaHHa",

"3acTocyBaHHs y nepiof

BariTHOCTi abo rogyBaHHs

rpyaato” (BonbTtapeH,
cynosuTopii no 50 mr, no 100
Mr).

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BiANoBigHO
00 MNopsaaky 34icCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHYU
3[10pOB’A YKpaiHu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy

3a
peyenmom

He
nionsieae

UA/16445/01/02
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Ne | Ha3sa nikapcbko2o dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHVMn Y
nepiogNYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku.
6. | MNOIKA KOHLeHTparT ans MpAT YKpaiHa MpAT "dapmaLesTnyHa YkpaiHa nepepeecTpawis Ha 3a He UA/17024/01/02
po3UnHYy AN "papmaneBTn dipma "AapHuus” HeoOMeXeHWn TepMiH peyenmom nionsizae
iHcpysiin, 600 mr/20 YyHa hipma
M, no 20 MmN B "AapHuus" OHOB/IEHO iHGhopmaLito B

amnyni, no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIli
ynakosLi, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
y nauui

IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHA NiKapcbKoro
3acoby B po3ginax "Cknag"
(peparoBaHo TEKCT po3giny
6e3 hakTMUHOI 3MiHM cknagy),
"MpoTmnokasaHHa",
"B3aemogis 3 iHWMMn
nikapcbkuMuy 3acobamu Ta iHLWi
BWAN B3aeMogii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHS Ta
no3n"(peparyBaHHs TEKCTY Ta
YTOUHEHHS iHhopmalLii),
"Mepepo3yBaHHsa", "Mob6iyHI
peaxuii” BignosigHo Ao
marepianis peecTpauiiHoro
[OCbE.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BiANoBigHO
00 MNopsaaky 34iCHEHHs
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHYU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMun y
nepiognyYHoOCTI NoAaHHS
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sUnycKy
(nikapcbka cpopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs1

ynakoska)

perynsipHux 3BiTiB 3 6e3neku.

3a

He

UA/17024/01/01

NINOIKA

KOHLeHTpaT ans
pO3unHy Ans
iHcpysiii, 300 mr/10
M/, no 10 mn B
amnyni, no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIli
ynakosLi, no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLi
y nauui

MpAT
"papmaneBTn
YyHa thipma
"fNapHuus"”

YKpaiHa

MpAT "dapmaLesTnyHa

dipma "AapHuus”

Ykpaina

nepepeecTpawis Ha
HeoOMeXeHWNn TepMiH

OHOB/IEHO iHGhopmaLito B
IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHA NiKapcbKoro
3acoby B po3ginax "Cknag"
(peparoBaHo TEKCT po3giny
6e3 hakTMUHOI 3MiHM cknagy),
"MpoTnnokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbkuMuy 3acobamu Ta iHLWi
BWAN B3aeMogii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHS Ta
no3n"(pegaryBaHHs TEKCTY Ta
YTOUHEHHS iHhopmalLii),
"Mepepo3yBaHHsa", "Mob6iyHI
peaxuii” BignosigHo fo
marepianis peecTpauiiHoro
[OCbE.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BiANoBigHO
0o MNopsaaky 34icCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpOHYU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
304,0p0B'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMun y
nepiogNYHOCTI NoAAHHS

perynsipHux 3BiTiB 3 6e3neku.

peyenmom

nionsieae

UA/16933/01/01

HEWPOTON &N

PO3UMH ANA iH'EKLN,
50 mr/mnno 2 mn B
dhnakoHi; no 5
h1aKkoHiB y
KOHTYpHil

3AT
«®apmnira»

JinToBCcbka
Pecny6nika

3AT «Jliksop»

Pecny6nika
BipmeHis

nepepeecTpauis Ha
HeobMeXeHuA TepMiH

OHoB/eHo iHhopmaLiio B

iHCTPYKUii g5 MeguyHoro

3a
peyenmom

He
nionsieae




10

Ne | Ha3sa nikapcbko2o dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
YapyHKOBIli 3aCTOCYBaHHS NiKapCbKoro
ynakosLi; no 1 3acoby B po3ginax "B3aemogis
KOHTYPHIl 3 iHWYMU NiKapCbKMMuM
YapyHKOBIli yrakoBLi 3acobamu Ta iHLWi BUAn
B Maulj 3 KAPTOHY; B3aemogiit", "OcobMBOCTi
no 4 mn B hNaKoHi; 3actocysaHHs", "ditn"
no 5 dakoHiB y (peparyBaHHs),
KOHTYPHili "MepeposyBaHHA", "M06IYHI
YapyHKOBIl peakuji" BignosigHo Ao
ynakosLi; no 1 iHchopmawii 3 6esnekn
KOHTYPHili NiKapcbKoro 3acoby.
YapyHKOBIli ynakoBLj MepiognyHiCTb NOgAHHSA
B NauLli 3 KapTOHY perynsipHoO OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiAnoBigHO
00 MNopaaky 34iCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0OXOPOHYU
340pOB’sA YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTBi tocTULi YKpaiHn
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiognYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku.
9. | obNINnUXn NOPOLLOK TOB "Teonik YkpaiHa MpAT "Bionik" YkpaiHa nepepeecTpawis Ha - He UA/17447/01/01
KPYLUMHOMOAIBH | (cy6eTaHuis) y Papm HeoOMeXeHWn TepMiH nionsizae
ol nncTA NOABIAHMX NakeTax MapKeTuHr
EKCTPAKT CYXWUIA, | i3 nnisku pyn"
HIPPOPHAE nonieTuneHoBoi Ans
RHAMNOIDES L. thapmaueBTUYHOTO
3acToCyBaHHsA
10. | OHOAHCETPOHY NOPOLLOK MpuBaTHe YkpaiHa KBiny ®apmaueyTikan Ko., Kutaii nepepeecTpawis Ha - He UA/17416/01/01
rigpoxnorug (cybcTaHuis) y akuioHepHe nra. HeoOMeXeHWI TepMiH niosnsieae
ANTAPAT noABiHMX TOBapUCTBO
nonieTNeHoBux “Nlekxim —
naketax gns Xapkis”
hapmaLeBTUYHOro
3aCTOCyBaHHSA
11. | COH-HANT TabneTku WwWunyyi no ToBapucTso 3 YkpaiHa ToBapuCTBO 3 06MEXEHOI YkpaiHa nepepeectpauis Ha 5 pokis Ne 10 — 6e3 He UA/17261/01/01
15 wmr, no 2 obmexeHoro BiANOBIAA/TbHICTIO peyenma; nionszae
TabneTkn y cTpunmi; BignoBigasbHi "PapmaueBTNYHA OHOBNEHO iHGhopmaLito y Ne 20 — 3a
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Ne
n/n

3acoby

Hasga snikapcbko20

Popma sUnycKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjitiHo2o

noceio4YeHHs

12.

COOITI®

no 5 a6o 10 cTpunis
Y KOPO6Lji 3 KApTOHY

CTI0

"®apmavueBTu

YHa KOMNaHis
"3p0pos'a"

KomnaHisa "3gopoB'a”

po3ginax “lNokasaHHs",
"MMpoTnnokasaHHa",
"B3aemogis 3 iHWMMn
nikapcbkumuy 3acobamu Ta iHLWi
BUAN B3aeMogii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"3paTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOPTOM
abo iHWKYMKN MexaHi3mamm®”,
"MepeposyBaHHA", "M06IYHI
peakuii" iHCTpyKLji gns
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby
BiANOBIAHO A0 iHdhopmaLi
pechepeHTHOro NMikapcbKoro
3aco6y JoHopMIN®.

MepiognyHicTb NogaHHA
perynsipHoO OHOB/IOBAHOIO
3BiTY 3 6e3neku, BigNoBigHO
0o Mopagky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPIKEHOrO Hakas3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeEcTpoBaHoOro B
MiHicTepcTBi tocTULT YKpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpOHU
300pOB'A YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHVMU Y
nepiognMYHOCTI NoAaHHS
perynspHux 3siTiB 3 6e3neku.

peyerimom

TabneTkn, BKPUTI
NiBKOBOIO
o6onoHkoto, 0,03
Mr/2 Mr no 28 (21+7)
Tabnetok y 6nictepi;
no 1 6nictepy pasom
3 KasieHJapHo
LUKasIot0, TPUMayeM
ons 6nictepy y

KapTOHHI Kopoo6Lli

TOB
"BOPBAPTC
PAPMA"

Ykpaina

NabopaTopioc J/leoH
Papwma, C.A.

IcnaHis

nepepeecTpauis Ha
HeoOMeXeHWI TepMiH

OHoBeHo iHdopmaLiio B
IHCTPYKUiT AN MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro
3acoby y posginax
"@apmakoTeparnesTuyHa
rpyna. Kog ATX" (wozno
Ha3BW), "®apmakonoriyHi

3a
peyerimom

He
nionsiecae

UA/16220/01/01
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sUnycKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjitiHo2o

noceio4YeHHs

BNaCTBOCTI",
"lpoTunokasaHHa", fogaHo
po3gin "Ocobnusi 3axoam
6e3nekun”, "Baaemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUAn
B3aemogiii", "OcobnmnBoCTi
3acTtocyBaHHs", "Mo6iYHi
peakuji" BignosigHo Ao
iHchopmawii pedhepeHTHOro
nikapcbkoro 3acoby (XKAHIH®,
TabneTkn, BKPUTi 060TOHKOI0,
0,03 mr/2 wmr).

MepiognyHiCTb NOAAHHSA
perynsipHoO OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiANoBigHO
00 MNopsaaky 34iCHEHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0OXOPOHU
340pOB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHn
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHVMn Y
nepiognYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku.

13.

CnIHON-H

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 25
Mmr/25 mr; no 10
Tabnetok y 6nicrepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

TOB "YOP/I,
MEANLIH"

YKpaiHa

YOPNL MEAVLMH 1NAY

CAH. BE TIAX. A.LLL.

TypeyunHa

nepepeecTtpais Ha 5 pokis

OHoB/IEeHO iHhopmaLito B
IHCTpYKLUiT Ana MeguyHoro
3aCTOCYBaHHS NikapCbKoro
3acoby y posginax
"Oco61BOCTI 3acTOCyBaHHA",
"Mo6iuHi peakuii BiANOBIAHO
[0 iHdhopMmauii pedepeHTHOro
nikapcbKoro 3acoby
Aldactazide® film-coated
tablets 50 mg/50 mg.

MepiognyHICTb NOAAHHSA

3a
peyenmom

He
nionseae

UA/17191/01/01
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sUnycKy
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjitiHo2o

noceio4YeHHs

perynsipHoO OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiANoBigHO
00 MNopsaaky 34iCHEHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0OXOPOHU
340pO0B’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHn
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiogNYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku.

UA/17191/01/02

14.

CnIHON-H

TabneTkn, BKPUTI
NNiBKOBOIO
060s10HKot, no 50
Mmr/50 mr, no 10
TabneTtok y 6nicrepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

TOB "YOP/IA
MEANLIMH"

YKpaiHa

YOPNL MEAVLMH 1NAY

CAH. BE TIAX. A.LLl.

TypeyumnHa

nepepeecTtpadis Ha 5 pokis

OHoOBJIEHO iHghopmaLito B
IHCTpYKLiT ANna MeguyHoro
3aCTOCYBaHHS NikapCbKoro
3aco0by y posginax
"Oco61BOCTI 3acTOCyBaHHA",
"Mo6iuHi peakuii BiANOBIAHO
[0 iHdhopMmauii pedpepeHTHOro
niKkapcbKoro 3acoby
Aldactazide® film-coated
tablets 50 mg/50 mg.

MepiognyHiCTb NOgAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BiANoBigHO
0o MNopsaaky 34icCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpOHYU
3[10pOB’A YKpaiHu Big 27
rpygHsa 2006 poky Ne 898,
3apeEcTpoBaHoOro B
MiHicTepcTBi toCcTULIT YKpaiHu
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big 26

BepecHs 2016 poky Ne 996),

3a
peyenmom

He
nionseae
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Ne | Ha3sa nikapcbko2o dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiognYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku.
15. | ®EHTAHIN NOPOLLOK ToBapucTso 3 YkpaiHa MakdpapnaH Cwmit NlimiTeq, Benuka nepepeecTpawis Ha - He UA/17145/01/01
(cybeTaHuis) y obmexeHor BputaHis HeobMeXHUii TepMiH nionsizae
nonieTuNeHoBux BignoBsiganbHi
naketax gns CTIO
hapmaLeBTUYHOro "XapkiBcbke
3acToCyBaHHSA dhapmavneBTy
He
niANPMEMCTBO
"300poB'sa
Hapoay"

B.o. HauaTLHUKA

dapmaLeBTUUHOro ynpaBniHHA

Onekcangp M’PILEHKO




ITEPEJIIK

Hoparok 3

Jlo HaKa3y MiHicTepcTBa 0X0poHH

30poB’s YKpainu «IIpo fep>xaBHY
peecTpani (mepepeecTpanir) JiKapcbKHX
3aco6iB (MegMUHNX iMYyHOOi0/TOriUHHX

npenapariB) Ta BHeCeHHsI 3MiH 0

peecTpaniiHIX MaTepiatiB»

Bix 07 BepecHs 2023 poky Ne 1593

3ACOBIB YKPAIHU

JIIKAPCBKUX 3ACOBIB MEANYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), INOJ0 AKX BYJ/IX BHECEHI
3MIHU /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECS 10 JEPKABHOI'O PEECTPY JIIKAPCEKUX

Ne Hassa dopma sUMyCKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BiOnycKy yBaHHSsI* | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1
1. | ABIPTPOH TabneTku, BKPUTI MicTtpan AHrniA Pemegpika NiTa,. Kinp BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a - UA/19467/01/01
NNiBKOBOO Kenitan TexHiYHa nomuska (3rigHo Hakasy MO3 Big peyenmom
060/10HKOH0, M0 250 MeHeKMeHT 23.07.2015 Ne 460). BunpaB/ieHHs TEXHIYHMX
mr, no 10 Tabnetok Nimiteq NOMMIIOK, 3rigHo Nn.4 n.2.4. po3giny VI Hakasy
y 6nicTepi, no 12 MO3 Ykpainu Big 26.08.2005p. Ne 426 (y
6nictepis B pegakuii Hakasy MO3 Ykpainu Big 23.07.2015 p
KapTOHHiA Kopoo6Li Ne 460) — nomMukK NOB'si3aHi 3 Nepeknagom abo
nepeHeceHHsaM iHchopmaui, ki 6yu gonyLueHi
nif, yac NpPoBefeHHA npoLesypw peecTpauii
(Haka3 Ne987 Big 09.06.2022p.). ¥ Cneuumddikawii
MeTopiB KOHTPO/I0 AKOCTI NliKapcbKoro 3acooby,
0151 NoKasHuka «Mikpo6ionoriyHa uicToTa,
6yna NOMWIKOBO He BKkasaHa npuMmiTka LWoa0
nepiognYHOCTI KOHTPOSII. «BUKOHYETLCS Ha
KOXHi 5-/ napTii 3a yMOBMU, LLIO Nepio Bij
nonepeaHbLOi BUNpoGyBaHoi napTii 40 HOBOT
napTii He nepesuLLye 6 MicALIB». 3a3HayeHe
BUNpPaB/IEHHS Bignosigae posginy 3.2.P.5.1y
mMarepianax peecTpauiiiHoro AoCbe SKi
npeacTaB/ieHi B apXiBi.
2. | ABIPTPOH TabneTku, BKpUTI Mictpan AHrnis Pewmegika N14. Kinp BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasiis: 3a - UA/19467/01/02
NNiBKOBOO Kenitan TexHiYHa nomuska (3rigHo Hakasy MO3 Big peuenmom
060/10HKOt0, Mo 500 MeHeaXMeHT 23.07.2015 Ne 460). BunpasrieHHs TEXHIYHMX
mr, no 10 Tabnetok Nimiteq NOMWIOK, 3rigHo nn.4 n.2.4. po3giny VI Hakazy

y 6nicTepi, no 6
6nictepis B
KapTOHHI Kopoo6Li

MO3 Ykpaiuu Big 26.08.2005p. Ne 426 (y
pegakuii Hakasy MO3 Ykpainu Big 23.07.2015 p
Ne 460) — nomuku NoB'A3aHi 3 nepeknagom abo
nepeHeceHHAM iHchopmaLi, ki 6yn gonyLueHi

nif yac NpoBeAeHHA npouenypy peectpauii
(Haka3 Ne987 Big 09.06.2022p.). Y Cneumdpikawi
MeToziB KOHTPO/I SIKOCTi NiKapCbKOro 3acoby,
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

ANs nokasHvka «Mikpob6ionoriyHa uMcToTa»,

6yna NOMWIKOBO He BKkasaHa npuMmiTka LWoa0

nepiognYHOCTI KOHTPOSIK. «BUKOHYETbCS Ha

KOXHIili 5-/ napTii 3a ymOBY, L0 nepiog Big

nonepeaHLOi BUNpobyBaHoi napTii 40 HOBOI

napTii He nepesuLLye 6 MicALIB». 3a3HayeHe

BUNpaB/ieHHs BignoBsigae posginy 3.2.P.5.1y

mMarepiasiax peecTpauiiHoro Aocke sKi
npeAcTaB/iEHi B apXiBi.

3. | ABACTUH® KOHUeHTpaT ons TOB «Pouu YkpaiHa Brpo6HMUTBO HimeuuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a He UA/16665/01/01
pO34nHy AoNns YkpaiHa» Hepo3dghacoBaHOl Lseiiuapis/ 3MiHKM | TUNy - 3MiHK Woa0 peyenmom | niosisi2ae
iHcpysii, 100 mr/4 NPOAyKLii, CLWA 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.

M/1; no 4 mn (100 mr) nepBuHHe 3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
a60o 16 mn (400 mr) nakyBaHHs, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
y hnakoHi; no 1 BTOPVHHE MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
chnakoHy B nakyBaHHs, perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
KapTOHHI KOpooLi BUNPOBYBaHHSA nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KOHTPOJIO SKOCTI 3aCTOCYBaHHS ikapCbKoro 3acoby B
Ta BUNYCK cepil: nicnspeecTpauiiinii nepiog, abo sk pesynbTart
Pow fiarHocTuke OLjiHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
vm6X, HimeuunHa; BIAMNOBIAHO A0 NiaHy nefiaTpUyHNX JOCAIAKEHb
Brpo6HMUTBO (PIP) (3MiHy y3ropkeHo 3 KOMNETEHTHUM
Hepo3dacoBaHoI YNOBHOB&XXEHUM OpraHom).
nNpoAyKLUiT, 3MiHV BHECeHI A0 IHCTPYKUiT 4151 MEANYHOTO
nepBuHHe 3acToCyBaHHS Nikapcbkoro 3acoby [0 po3ainis
nakyBaHHs, "Oco6umBocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
BTOPVHHE oA 6e3nekn 3acTOCyBaHHS NiKapCbKOro
nakyBaHHs, 3acob6y. BBeageHHs 3MiH MpOTAroM 6-Tu MicsiLiB
BMNPOGYBaHHS nicnsa 3aTBepKeHHs
KOHTPOJTO SIKOCTI
Ta BUNYCK cepil:
®.XodhcpmaHH-/15
Pow ltg,
LLiBeiiuapis;
BupobHuuTBO
Hepo3dacoBaHol
NpoAyKLUiT,
nepBuHHE
nakyBaHHs:
[keHeHTeK IHK.,
CLWA

4. | AQEHI3 TabneTkn, BKPUTI TOB HB® YkpaiHa TOB HB® YKpaina BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a He UA/17796/01/02
NNiBKOBOO «MIKPOXIM» «MIKPOXIM» 3MiHM | TUny - 3MiHK 3 skocTi. FoToBMIA peyenmom | niosisi2ae
060/10HKO0, N0 160 (nabopaTopis nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
mr, no 10 TabneTok Pi3nKO-XiMiYHOrO iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii
y bnicTepi; no 3 abo aHanisy Ta Ta KOHTPOJItO AKOCTi FOTOBOTO J1iKapCbKOro
no 9 6nictepis y KOHTPO/I0 3acoby (3amiHa abo fAofasaHHsA BUPOBHYKA, L0
nayui 3 KapToHy BMPO6GHULTBA; BignoBigae 3a BBE3eHHA Ta/abo BMNyck cepii) -
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
nab6oparopis He BK/1t0OYaK0uM KOHTPO/L/BUNPOBYBaHHSA cepil -
6ionorivyHoro [opaBaHHsa BMpobHUKa N3, BignosigabHOro 3a
aHanisy; BMNYCK Cepii, He BKOYaoun
BiANOBigabHUIA 3a KOHTpO/b/BMNpo6yBaHHSA cepii: TOB HB®
BUNYCK cepil, He «MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
BK/IHOYa0un Kwis, Byn. Bygingyctpii, 6ya. 5). BHeceHi B
KOHTPO/b/BMNPOGY IHCTPYKL0 4519 MeANYHOro 3acTOCyBaHHS
BaHHA cepil; NiKapcbKoro 3acoby y po3ainv "BupobHuk",
BMpO6HMYA "MicLe3Haxo[XeHH1 BUPOOHUKa Ta Moro agpecu
OinbHUUS; MiCLil MPOBaKEHHS AiSSTbHOCTI" 3 MOX/IMBICTIO
lopuanyHa agpeca [ApYKyBaTV OKpEMi iHCTPYKLT 418 MeAuUYHOro
BMPOBHUKA) 3acTOCyBaHHS NMikapcbkoro 3acoby ans
BiANOBIAHUX BUPOGHNKIB Ta SK HACMIA0K NosiBa
yNaKoBOK NiKapCbKOro 3acoby Ans AoAaTKoBUX
BMPOGHWKIB. BBEAEHHS 3MiH NPOTArOM 6-TK
MicsILiB Micnsa 3aTBepAKEHHs!
5. | AQEHI3 TabneTtku, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/17796/01/01
NAiBKOBOIO «MIKPOXIM>» «MIKPOXIM>» 3MiHW | TUnY - 3MiHK 3 skocTi. FoToBMIA peyenmom | rnionsi2ae
o6onoHkoto, no 80 (nabopaTtopis nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
mr, no 10 TabneTok hi3nKo-XiMiuHOTrO iMnopTepa/3miHu, Lo CTOCYIOTLCS BUNYCKY cepil
y 6nicTepi; no 3 abo aHanisy Ta Ta KOHTPOJ1t0 SIKOCTi FOTOBOTO J1iKapCbKOro
no 9 6nictepiB y KOHTpO/II0 3acoby (3amiHa abo JofaBaHHsA BUPOOHKKA, L0
nauui 3 KapToHy BUPOBHULTBA; BignoBifgae 3a BBe3eHHA Ta/abo Bunyck cepii) -
naboparopis He BK/t0OYa0un KOHTPOb/BUNPOBYBaHHSA cepii -
6ionorivyHoro [opasaHHsa BupobHuka N3, BignosigansHoro 3a
aHanisy; BUMYCK Cepii, He BK/IOYaUn
BiANOBigabHUI 3a KOHTpO/b/BMNpo6yBaHHSA cepii: TOB HB®
BUNYCK cepii, He «MIKPOXIM» (3a agpecoto: Ykpaina, 01013 m.
BK/IIOYa0Un Kui, Byn. BygingycTpii, 6ya. 5). BHeceHi B
KOHTPO/b/BUNPOGY IHCTPYKLi0 A58 MeANYHOro 3acTOCyBaHHSA
BaHHA cepil; nikapcbKoro 3acoby y po3ginu "BMpo6HUK",
BMPOGHMYA "MicLe3HaxoMKeHHs1 BUpOGHMKa Ta iioro agpecu
OiNbHULUS; MiCLil MPOBaKEHHS AiS/IbHOCTI" 3 MOX/MBICTIO
lopuanyHa agpeca [OPyKyBaTu OKpeMi IHCTPYKLUii 4151 MeAUYHOTo
BUPOBHUKA) 3acTOCYyBaHHSA Nikapcbkoro 3acoby Ans
BiANOBIAHUX BUPOGHYKIB Ta SK HACMIA0K NosBa
yNaKkoBOK MikapCbKOro 3acoby Ans AoAaTkoBUX
BUPOGHUKIB. BBEAEHHS 3MiH NPOTArOM 6-Tu
MicsLiB Micns 3aTBEpAKEHHS
6. | AKTUNI3E® niodpinizar ana BepiHrep HimeuuunH BepiHrep HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a - UA/2944/01/01
po3uunHy ana IHrenbxainm a IHrenbxaiim 3MiHu | TURY - 3MiHK Woao peyenmom
iHdysii no 50 mr; 1 IHTepHeLwHN dapma 'v6X i Ko. 6e3nekn/eddekTVBHOCTI Ta hapMakoHariagy.
dhnakoH 3 M6X KIr BHeceHHs abo 3miHa(1) 4o 3060B's13aHb Ta YMOB

niogpinizatom y
KommekTi 3 1
dhnakoHoM
pO34nHHKKa (BOAa
008 iH'ekuin) no 50

BUAavi peecTpauiiHoro noceig4eHHs,
BK/ItOYatoum MnaH ynpasniHHA py3vkamn
(3acTocyBaHHs TEKCTY, SIKWIA NOTOMKEHNI 3
KOMNETEeHTHUM OpraHoMm) - 3asiBHUKOM HaJaHo
OHOB/IEHMI MNNaH ynpaBAiHHA pyU3nkamu Bepcisi
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

M1y KapTOHHIi
Kopobui

10.1. 3MiHM BHECEHO A0 YacTuH: |l
«Cneuudikauis 3 6esnekn», (mogyni CVII
«laeHTudbikoBaHi Ta NOTEHLiHI pu3nkn», CVIII
«Pe3lome npobnem 6e3neku»), Il «MnaH 3
thapmakoHarnagy», V «3axoan 3 MiHimizauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHS
pusnkammn», VII «logatku» y 3B'A3Ky 3
3aTBEPAKEHHAM PErynsiTOpHAM OpraHom
pedepeHTHOI kpaiHn HimeuunHu, 3a
npoLielypoto B3aEMHOI0O BU3HAHHS, OHOB/IEHOTO
MnaHy ynpasniHHA pusukamun gnsa anbtennasu,
Ha nigcTasi 3aK1H04YHOT0 3BiTY OLiHKM 3MiHK,
BUAHOrO PeryiaTopH1UM opraHoM HimeuumHu 3a
npoLeaypot B3aEMHOro BU3HaHHA RMS's FVAR
3a npouegypoto DE/H/0015/004/SS/137.
CtpykTypy MYPa 6yno 0HOBMEHO BifNOBIAHO A0
pekomeHpauili Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).

ANMPA30/1AM
-3H

Tabnetku no 0,5 mr
no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nictepun y Kopobui 3
KapToHy

ToBapucTso 3
06MexeHot
BignoBsiganbHi
CTHo
«dapmaLeBTu
YHa KoOMNaHis
«300pOB’'A»

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
«XapkiBCcbke
hapmavueBTuyHE
nigNpPUEMCTBO
"340poB’A
Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHKW Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsagy (BBefieHHs
y3arasibHeHVX JaHux Npo cUucTemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iCHeHHs
thapmakoHarnagy B YKpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0co6U,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. Jivoua
pegakuis: 3umunubka MapunHa OnekcaHgpisHa.
MponoHosaHa pefakLis: LesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapMakoHarasgy Ta oro Homepa. 3MiHa micus

3a
peyenmom

UA/16375/01/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsay.

ANMNPA30/NIAM
-3H

Tabnetku no 0,25 Mr
no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepmn y Kopobu,i 3
KapToHy

ToBapucTso 3
06MeXeHOo
BignoBigasbHI
cTHo
«®dapmaveBTu
YHa KOMNaHis
«3[,0poB’A»

YkpaiHa

ToBapucTso 3
06MeXeHOo

BiANOBIAA/ILHICTIO

«XapkiBCcbke
hapmaueBThyHe
nigNpPUEMCTBO
"3p0poB’sA
Hapoay”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiC/1A 3aTBEPIXKEHHS.
3MiHu | TUnNYy - 3MiHK Woao0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHunx npo cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobm 3
dhapmakoHarnsgy 3asaBHuKa Ana 34ilCHEHHS
thapmakoHarniagy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa Bif YNOBHOB&XeHOI 0co6y,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapmakoHarnsgy
(BK/IKOUAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy).
3MiHa yNnoBHOBaXXeHOI 0cobM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. [irova
pepakuisa: 3umnubka MapvHa OnekcaHgpisHa.
MponoHoBaHa pepfakuis: LLesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0CO6M 3as1BHIIKA,
BiANOBiAabHOI 32 hapmakoHarnsg. 3MmiHa
MiCLie3HaxoMKeHHsA MacTep-halina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.

3a
peyerimom

UA/16375/01/01

ANCOKAM

PO34UH A8 iH ek,
10 mr/mn, no 1,5 mn
B amnyni; no 5
amnyn y 6nictepi; no
1 6nicTepy B naui

MNpuBaTHe
akujoHepHe
TOBapuCTBO

"lekxim -

Xapkis"

YkpaiHa

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"Jlekxim - Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHY | TUNY - 3MiHN LWoAo
6e3nekn/eddekTVBHOCTI Ta hapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHs Ha NniacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS /likapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKM 3BITYy 3 AOCNIMKEHb, NPOBEAEHNX
Bi4MNOBIAHO A0 M1aHy NeaiaTpUYHNX SOCIAKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpPraHoMm).
3MiHM BHECEHO B IHCTPYKL,i0 4151 MEANYHOIO

3a
peyenmom

He
nionsieae

UA/18067/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpy4Ar” BignoBigHO 4O OHOB/IEHOI
iHchopMmawii Woao 6e3nekn 3acTocyBaHHS Aoyl
peyoBuHM 3rigHo 3 pekomeHaauieto PRAC.
BBefeHHs 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHSA

10.

AMAMIH-N

Tabnetku, no 10
Tabnetok y cTpuni;
no 1 a6o 3 ctpunu B
KapTOHHI ynakoBL,i

Makneogc
PapmMacboTuK
anc Nimitepq,

IHais

Makneogc
PapmMacboTUKasC
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XxapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IHOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKV 3BIiTY 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpuyHNX SOCMiAXEHb
(PIP) (3MiHy y3roipeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XeHWM opraHom) 3MiH1 BHECEHO A0
IHCTPYKUIT 419 MEeANYHOT0 3aCTOCYBaHHSA
niKkapcbKoro 3acoby Ao po3ainy
"Mepeno3yBaHHA" WOA0 6GE3NEKN 3aCTOCYBaHHS
Liro40i pevyoBUHY aMNnoAuniH BiANOBIAHO A0
pekomeHpauili PRAC. BBeieHHS! 3MiH NpOTArom
6-TV MicALIIB MiCNs 3aTBEPKEHHS

3a
peyenmom

He
nidnsieae

UA/10297/01/01

11.

AMOKCHUUI
H

kancynu no 500 mr;
no 10 kancyny
6nictepi, no 1
6nictepy y
KapTOHHI nauui

AHTUBIOTUK
N CA

PymyHis

AHTUBIOTNKN
CA

PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHu | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA
nikapcbKkuid 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby (36inbLUeHHs
TepMiHy NpUAATHOCTI FOTOBOrO NiKapcbkoro
3acoby) - [lns TOproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy) -
Ha ocHOBI gocnigpkKeHHs1 cTabiNbHOCTI
3anponoHOBaHO 36i/bLUEHHSA TEPMiHY
NpUAATHOCTI TOTOBOrO /iKAPCLKOro 3acoby.
3arBepkeHo: TepMiH NpMAATHOCTI 3 pokn
3anponoHoBaHo: TepMiH npuaaTHOCTI 5 pokis
3MiHW BHECEHI B IHCTPYKLIiO A1 MEAUYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby y po3gain
"TepMiH npugaTHOCTI" BBEAEHHS 3MiH NPOTAroM
6-TV MicALLIB NiCNsA 3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/18798/01/02

12.

AMOKcCuuuni
H

Kancynu no 250 mr;
no 10 kancyn y
6nictepi, no 2
6nictepn y

AHTUBIOTUK
n CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis:
3MiHM | Tuny - 3MiHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax NpUAATHOCTI abo yMoBax 36epiraHHs

3a
peyenmom

He
nionsieae

UA/18798/01/01




21

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI navi

rOTOBOrO JliKapCcbKoro 3acoby (36iNbLUeHHs
TepMiHy NpuAaTHOCTI FOTOBOro NiKapcbKoro
3acoby) - [1/19 TOpProsoi ynakoBku
(nigTBEPOAXKYETLCA AaHMMK peasibHOro yacy) -
Ha ocHoBi gocnimkeHHsi ctabinbHOCTI
3anponoOHOBAHO 36i/bLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOTO JIiKapCbKoro 3acoby.
3aTtBepmxeHo: TepMiH NpuaaTHoOCTi 3 poku
3anponoHoBaHo: TepMiH NpugaTHocTi 5 pokis
3MiHM BHECEHI B IHCTPYKL0 A58 MeAnYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"TepMiH npugaTtHocTi" BBeAeHHS 3MiH NpOTArom
6-TN MicsLIB Nicns 3aTBEPAKEHHS

13.

APrEQVH
BOCHANEK®

Kpem 1% no40ry
Ty6ax; no 1 Ty6i B
KapTOHHIA KopoobLi

BocHanek a.4.

BocHis i
'epuerosu
Ha

BocHanek a.4.

BocHis i
epueroBuH
a

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHW | TUnY - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo gonycTnMmx
MeX NepBVHHOT YNakoBK/ rOTOBOIO NiKapCbKoro
3aco6y (iHLi 3MiHN) BHECEHHS 3MiH B
cneumdikaLito NepBUHHOIO NakyBasIbHOro
mMarepiany a/ltoMiHieBOI Tybu, 040 3MiHW
cnocoby 3a3HavyeHHs po3MmipiB Ty6u BiANOBIAHO
0o ctaHgapty EN 13046:2000 YnakoBka. MHyuki
MeTanesi LuniHApyyHI Ty6u. Po3mipy Ta
nonycku (3aMicTb po3MmipiB Tyou B cneyndikavii
3p06/1eHO NOCUIAHHS Ha CTaHAapT).
BvnpasneHHsA B oNvCi NepBUHHOTO
nakyBa/lbHOro MaTepiany BiAnNoBiAHO A0
crangapty 1ISO 209-1, a came:

[Oitoua pepakuin: Aluminium tube is made of
aluminium purity not less than 99,5%,
MponoHoBaHa pegakuis: Aluminium tube is
made of aluminium purity not less than 99,7%.

3a
peyenmom

UA/4768/01/01

14.

ACKOUUH®

TabneTku XysasibHi
no 10 TabneTtok y
cTpuni; no 3 a6o 10
CTPUNIB Y KAPTOHHIi
yNakoBLii

TOB
«NEAPAPM
NTh»

YkpaiHa

KYCYM
XENTXKEP MNMBT
nTa

IHais

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
TexHiuHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460),BunpasrieHHs TEXHIYHUX
NOMUIOK, 3rigHo N.2.4. po3ainy VI Hakasy MO3
Ykpainm Big 26.08.2005p. Ne 426 (y peaakuii
Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) -
BUMNpPaB/IEHHSA TEXHIYHUX noMuaok B MKA N3,
OONyLLEeHNX Npy nepeHeceHHi iHhopmaui i3
opuriHanbHKX MaTepianis peecTpaviiHoro Aocke
Yy MeToAax KOHTPO/IH0 AKOCTI 3a NOKa3HUKamu:
«OfHOPIAHICTb A030BaHNX OAUHNLE. LIMHK»;
«KinbkicHe BU3HaueHHs. LinHk», a came
BUMNpPAaB/IEHHS HA3BW peareHTy i3 LHKY Ha
LIMHKOH, T&, BiANOBIJHO BUNPaB/IEHHA AaHOI

6e3
peyenma

UA/10673/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
TEXHIYHOT MOMWIIKL B ONWCI NPUTOTYBaHHSA
PO34MHIB (XONOCTWIA, CTaHAaPTHUI Ta
[ocnigpkyBaHuii). A Takox 3a NOKa3HUKOM
«KinbkicHe BM3HaueHHs. LIMHK» - 3aMiHUTV B
onuci NpuroTyBaHHA 6ychepHoro posunHy pH 9,2
BMKOPMCTaHHSA 1H po3unHy HaTpito rigpokeugy
3amicTb 1H po3unHy X110pUCTOBOAHEBOT
KMCNOTW. 3a3HauveHi BUNpaB/ieHHs BiANOBIAATb
mMaTepiasiam peecTpawiiHoro gocke
(p.3.2.P.5.2)
15. | ACKOUVH® TabneTku wmnydi no TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 - UA/18993/01/01
MAKC 10 a6o no 20 «NMEAPAPM XENTXKEP NBT TexHiyHa nomuska (3rigHo Hakasy MO3 Bif peyenma
LUMMYyYmnx TabneTok y NT0» nTa 23.07.2015 Ne 460). BunpaBrieHHs TEXHIUHMX
noninponineHoBi NOMMIIOK, 3rigHo N.2.4. po3ainy VI Hakasy MO3
Ty6i, no 1 Ty6i y YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
KapTOHHI KOpooL;i Hakaszy MO3 Ykpainu Big 23.07.2015 p Ne 460) -
BUNPaBIEHHS TEXHIYHUX NOMWUIOK B MKA /13,
OonyLeHnX nNpy nepeHeceHHi iHhopmaui i3
opuriHaIbHNX MaTepiasliB peecTpauiniHOro 4oCbe
Yy MeTofax KOHTPO/IO AKOCTi 3a NOKa3HUKaMu:
«OAHOPIAHICTb O30BAHUX OAVHULL. LINHK;
«KinbkicHe BU3HaueHHs. LinHk», a came
BUMPAaB/IEHHS] HA3BU peareHTy i3 LMHKY Ha
LIMHKOH, Ta, BiANOBiAHO BUNPAB/EHHSA AaHOI
TEXHIYHOT NOMUSIKW B OMUCI MPUTrOTYBaHHSA
PO34MHIB (XONOCTWIA, CTaHAapPTHUI Ta
focnigpkysaHuii). 3azHaueHi BUNpaB/eHHs
BiANOBIAAOTbL MaTepianam peecTpayiiHoro
nocke (p.3.2.P.5.2)
16. | ATTEHTO® TabneTku, BKPUTI MeHapiHi NMokcemby Brpo6HMUTBO in Himeuunna/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a He UA/13780/01/01
20/5 NNiBKOBOIO IHTepHeLLoHan pr bulk, koHTpOSb Ta Icnanis 3MiHu | TMNYy - 3MiHK WoA[0 peuyenmom | niosnsizae
060n0HkKoto, no 20 OnepeiioHc BUNYCK Cepiii: 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
mr/5 wmr; no 14 INiokcembypr [aivi CaHkio 3MiHa y KOpOTKili XapakTepuCTuL Nikapcbkoro
TabneTtok y 6rictepi; C.A. KOpoyn MM6X, 3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4ns
no 1 a6o 2 6nictepu HimeuumnHa;

B KapPTOHHIi KopobLyi

MakyBaHHA Ta
BUMYCK Cepiit:

BEP/NIH-XEMI AT,

HimeuuunHa;
Bypo6bHMUTBO in

MeAMYHOT0 3acTOCYBaHHs Ha NiAcTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTY 3 AOC/iAKEeHb, MPOBEAEHNX
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
bulk, koHTpONb BiAMNOBIAHO A0 NiaHy nefiaTpUYHUX JOCAIAKEHb
cepii: MeHapiHi- (PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
®oH XeligeH YMOBHOBaXXEHUM OpraHom) - 3MiHVY BHECEHO A0
'm6X, HimeuunHa; IHCTPYKLT 4151 MeANYHOro 3acToCyBaHHS
MakyBaHHS, niKkapcbKoro 3acoby Ao posainy
KOHTpO/b Ta "Mepepo3yBaHHA" BigNOBIgHO A0 pekoMeHAaav il
BMNYCK Cepil: PRAC. 3Minu Il Tuny - 3MiHu Wwoao
Na6opatopioc 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
MeHapiHi C. A, 3MiHM Y KOPOTKill XapakTepucTuLi Nnikapcbkoro
Icnanis 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, AOK/IHIYHUMU, KAIHIYHUMUA
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS MikapCbKOro 3acoby Ao po3giny
"apmakonoriyHi BnacTmBocTi" BiANOBIAHO A0
Marepianis peecTpaLiiiHoro A0Cbe, a Takox
BHECEHI peaKTOPCbKi YTOUHEHHS TEKCTY
po3gainis "®apmakosnoriyHi BnactTueocTi",
"B3aemogia 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHLWI BUAW B3aEMOgiin", "3acTocyBaHHsA y nepios
BariTHocTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta go3n", "lMepeno3yBaHHA",
"Mo6iuHi peakuyji”. Ao po3giny "MobiuHi peakuii"
IHCTPYKL|ii BHECEHA iH(hopMaLis npo
HeOo6XifHICTb 3BITYBaHHS NPO YCi BUNagkn
nigo3poBaHnx NobiYHMX peakuili Ta BiACYTHOCTI
ed)eKTMBHOCTI NliKapCbKOro 3acoby.
17. | ATTEHTO® TabneTku BKpUTI, MeHapiHi Nokcemby Bupo6bHMuTBO in HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/13780/01/02
40/10 NAiBKOBOIO IHTepHeLwoHan pr bulk, koHTponb Ta Icnanis 3MiHu | TURY - 3MiHK Woao peyenmom | nionsi2ae
060/10HKO0 No 40 OnepeiiwoHc BUNYCK Cepiii: 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
Mmr/10 mr; no 14 Mokcembypr [Jaivi CaHkio 3MiHa y KOpOTKili XxapakTepucTuL,j NikapcbKoro
Tabnetkn y 6nictepi; tOpoyn MméX, 3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
no 1 a6o 2 6nictepu HimeuunHa, MeAMYHOro 3acTocyBaHHA Ha nigcTasi

B KapTOHHIi KopobLi

nakyBaHHS Ta
BWNYCK CepiiA:
BEP/IIH-XEMI AT,
HimeuunHa,
BMPOGHULITBO in
bulk, koHTpObL
cepiii: MeHapiHi-
®oH XeligeH
M6X, HimeuunHa,
nakyBaHHs1,
KOHTPO/b Ta
BUWMYCK Cepiii:
Na6opatopioc
MeHapiHi C. A,

perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKV 3BITYy 3 AOC/iAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHNX SOCMiAXEHb
(PIP) (3MiHy y3rompeHo 3 KOMNETEeHTHUM
YNOBHOB&XEHWM OpraHom) - 3MiH1 BHECEHO A0
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainy
"Mepepo3yBaHHS" BigNOBIgHO A0 pekoMeHAaav il
PRAC. 3MiHu Il Tuny - 3miHn woaio
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro
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Ne
n/n

NiKapcbKo20

Hassa

3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

Icnanis

3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, AOK/MIHIYHUMU, KAIHIYHUMUA
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS MikapCbKoro 3acoby Ao po3ainy
"apmakonoriyHi BnacTmBocTi" BiANOBIAHO A0
MarepianiB peecTpaLiiiHoro A0ChbE, a TakoX
BHECEHI peaKTOPCbKi YTOUHEHHS TEKCTY
po3gainis "®apmakosnoriyHi BnactTueocTi",
"B3aemogia 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHLWI BUAW B3aEMOgiin", "3acTocyBaHHsA y nepios
BariTHocTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta go3n", "lMepeno3yBaHHA",
"Mo6iuHi peakyji”. Ao po3giny "MobiuHi peakuii"
IHCTPYKL|ii BHECEHA iHGhopMaLis npo
HeOo6XifHICTb 3BITYBaHHS NPO YCi BUNagkn
nigo3poBaHnx NobivHMX peakuili Ta BiACYTHOCTI
edheKTMBHOCTI NikapCbKOro 3acoby

18.

ATTEHTO®

40/5

TabneTtku, BKPUTI
NNiBKOBOO
o060n0HkKoto, no 40
mr/5 wr; no 14
TabneTtok y 6nicrepi;
no 1 a6o 2 6nictepu
B KapPTOHHIi KopobLyi

MeHapiHi
IHTepHeLuoHan
OnepeiiwoHc
Mokcembypr

Nokcemby
pr

Bupo6bHMuTBO in
bulk, koHTpOSb Ta
BUNYCK Cepiii:
[Jaivi CaHkio
tOpoyn MmoéX,
HimeuuunHa,
nakyBaHHS Ta
BWNYCK CepiiA:
BEP/IIH-XEMI AT,
HimeuunHa,
BMPOGHULITBO in
bulk, koHTpObL
cepiii: MeHapiHi-
®oH XeligeH
mM6X, HimeuunHa,
nakyBaHHs1,
KOHTPO/b Ta
BUWMYCK Cepiii:
Na6opatopioc
MeHapiHi C. A,
Icnanis

Himeyumnna/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XxapakTepucTuL,j NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKV 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHNX SOCMiXEHb
(PIP) (3MiHy y3roipKeHo 3 KOMNETEeHTHUM
YNOBHOB&XEHWM OpraHom) - 3MiH1 BHECEHO A0
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainy
"Mepepo3yBaHHS" BigNOBIgHO A0 pekoMeHAaav il
PRAC. 3MiHu Il Tuny - 3miHn woaio
6e3nekn/edhekTVBHOCTI Ta papMakoHarniagy.
3MiHN Y KOPOTKili XapakTepucTuLj NikapcbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMUN
OaHumn Ta gaHumu 3 papmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCcTOCyBaHHS MikapCbKoro 3acoby Ao po3ainy
"apmMakosioriyHi BNactMBoCTi" BiANOBIAHO A0
Marepianis peecTpaLiiiHoro A0ChbE, a TakoX
BHECEHI pelaKTOPCbKi YTOYHEHHS TEKCTY

3a
peyenmom

He
nidnsieae

UA/13781/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
po3gainis "®apmakosnoriyHi BnactTueocTi",
"B3aemogia 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHLWI BUAW B3aEMOgiin", "3acTocyBaHHsA y nepios
BariTHocTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta go3n", "lMepeno3yBaHHA",
"Mo6iuHi peakuyji”. Ao po3giny "MobiuHi peakuii"
IHCTPYKL|ii BHECEHA iH(hopMaLis npo
HeOo6XifHICTb 3BITYBaHHS NPO YCi BUNagkn
nigo3poBaHnx NobiYHMX peakuili Ta BiACYTHOCTI
edheKTMBHOCTI NikapCbKoro 3acoby
19. | ALUETUNCANIY, | TabneTkn no 500 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 6e3 He UA/2992/01/02
MNNOBA no 10 TabneTok y "hapmaueBTu "papmMaueBTNYHa 3MiHW | TUnY - 3MiHK 3 sikocTi. FoToBMIA peyenma — | nionseae
KWUCNOTA- KOHTYPHUX yHa thipma hipma "OapHuus” nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa popmu | nayku Ne 10,
AAPHULA YapyHKOBUX "AapHuus" abo po3mipiB Nikapcbkoi hopmu (Tabnetkn 3 Ne 20
ynakoBkax; no 10 HeraHUM BUMBISIBHEHHSIM, Kancynun, cyno3nTopil 3a
Tabnetok y Ta necapii) - 3miHu go p. "Onuc”, 3miHa doopmun peyernmom —
KOHTYpHili TabneTku ANa NoKpaLLeHHa cnocoby npuiimaHHs | nayka Ne 50
YapyHKOBIl

il nauieHTamu, Wo He BNAMBAaE Ha A03yBaHHA Ta
cnoci6 3acTocyBaHHS, OCKi/IbK/ 3aTBEpAKeHa
chopMa He Ma€ HisiKoro (pyHKLioHaIbHOro
npusHayeHHs 45 NoAiny TabneTkn Ha fo3u.
Mpy LbOMY SKICHWIA Ta KiNbKICHWIA cknag,
cepefHs Maca Ta po3mip TabneTtku
3a/IMLIATbCSA HE3MiIHHW, 3MiHW BHECEHI B
IHCTPYKL,it0 4159 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin “flikapcbka dopma”
(ocHoBHi thisnko-ximiyHi BNacTUBOCTI). BBeAeHHSA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAXEHHS; 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpobHULTBA
roTOBOrO JliKapCbKOro 3acoby, BKIo4aum
NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCS MpU
BUPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPO6GHULTBA) -
OHoBneHHs posginy 3.2.P.3.4 onnc
BMPOBHMYOro Npouecy Ta KOHTPOSI0 NpoLecy
BHECEHHS peakLiiiHi NpaBkn Ta YTOYHEHHS Mo
TeKCTy, Gifbll AeTani3oBaHO ONuUc Ta cxemy
TEXHOJI0MYHOr0o NPOoLECy, YCYHYTi Pi3HOUUTAHHSA
MiX onepavisiMi Ha BCiX cTafisix BUpobHMLTBA B
CXeMi Ta Onuci TEXHOMOrYHOro npouecy; 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BMNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX METOAaX BUNPOOYBaHHS) -
HesHauHa 3miHa y 3aTBEpMKEHNX MeTofax

ynakosui; no 1, no 2
a60 no 5 KOHTYPHUX
YapyHKOBUX
yNakoBOK y nauli
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

BMNpoGyBaHHSA N. "KncnoTta cannuunosa BinlbHa
" npusBegeHo [0 sumMor AdY (BHeCeHHs
YTOUHEHHS, AKi OChOPM/IEHHI BIANOBIAHO A0
pekomeHAaanuin Ta cTuamctukm AdY); 3minm |
My - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)- 3MiHW BHECEHI B
TEKCT MapKyBaHHS YNakoBKW NikapCbKoro 3acoby
y 3B'AI3KY 3 BUKIaZeHHAM iHchopmaL,ii nuwwe
YKPaiHCbKOK MOBOIO, AOMNOBHEHHS iHhopmaLi
LLLOZ0 /IOrOTUMY KOMNaHii Ha NepBUHHY Ta
BTOPVHHY ynakoBky, QR-koay Ha BTOPUHHY
ynakoBKy. 3a3HaveHHs iHhopmauii woao
NIOrOTUNY KOMMNaHii Ha MePBUHHIN yNakoBLj, Lo
He BK1aAaEeTbCa B Nauky (sk JoAaTkoBuii BUS,
nakyBaHHs, 6e3 3miHn Pl Ta iHCTpyKuii Ans
MeAMYHOro 3acToCyBaHHs). BBeieHHA 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXEHHS;
3MiHn | TUNY - 3MiHK 3 SKocTi. FoToBUI
nikapcbkunii 3aci6. KOHTponb roToBOro
niKkapcbkoro 3acoby. 3mMiHa y MeToax
BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb
(BKIKOYALOUM 3aMiHy a60 [ONOBHEHHS))
CynyTHS 3MiHa
- 3miHu 3 sKoCTi. [O0TOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOro NikapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo gonycTnMmx
MEX roTOBOrO /iKkapCbKoro 3acoby (iHLi 3MiHK);
3MiHY 3a n. "lgeHTudikauis” (40NoBHEHO
ineHTudikauieto metogom BEPX); 3a n.
"MikpobiosioriyHa uncToTa" BHECEHO peAakLiliHi
npaBky Ta NOCUMaHHA Ha Aitoye BuaaHHa EP,
6e3 3MiHN KpUTEepIiB NPUAHATHOCTI T2 METOANKM
KOHTPO/O AKOCTI;
3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
pO3Mipy yNakoBKM roTOBOrO NikapCbkoro 3acoby
(3MiHa KifIbKOCTi 0AMHMLE (Hanpuknag TabneTok,
amny/ TOLL0) B ynakoBLi:) - 3MiHa nosa
Jiana3oHOM 3aTBepKeHMX PO3MIpiB yNakoBKM -
BBEJEHHS 40aTKOBMX PO3MIpiB ynakoBok Ne20
(10x2) Ta Ne50 (10x5) B nauui 40 3aTBEpPAXKEHOT
Ne10 (10x1). 3miHu [0 BigNoBigHUX PO34iNiB.
3MiHM BHECEHI B IHCTPYKLiO 4518 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby y po3gin
"YnakoBka" 3 BiANOBIAHUMW 3MiHAMUW B TEKCTI
MapKyBaHHS1 ynakoBku (nosisa nakysaHHs Ne 20,
Ne 50) Ta siK Hac/igoK 3MiHW BHECEHI Y po3ain
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

"Kateropis Bignycky". BBejeHHS1 3MiH NpOTArom
6-Tn MicsALIB NicNsA 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHuM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNPo6yBaHHA rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHN Yy MeTodax BUNpobyBaHb
(BKTtOYaKOUM 3aMiHy ab0 [ONOBHEHHS))
CynyTHS 3MiHa
- 3MiHM 3 AAKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHK) -
3MiHM 4O METOAMKV BU3HAYEHHS Ajitoyol
peyoBuHM y TecTi "Po3umHeHHs" (MeTog CP
3amiHeHo Ha meTog BEPX);
3MiHW | TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb roToBOro
nNiKkapcbKkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOr0 /iKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BuNpobysBaHb
(BrNtOYaOUM 3aMiHy abo [ONMOBHEHHS))
CynyTHS 3MiHa
- 3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMMX
MeX rOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHu) -
3MiHa 3a NoKa3HUKOM «KiflbKiCHE BU3HAUYEHHS»,
a came: METOAMKY NPOBeAEHHs TecTy
TUTPUMETPUYHUM METOOM 3aMiHEHO Ha MeTop,
BEPX

20.

BEKCEPO
BAKLVHA ANA
NPODINAKTUK
"
MEHIHFOKOKO
BOI IHDEKLI,
o
BUK/MKAETb
cs
CEPOIPYMOIO
B
(BUrOTOB/EH
A 3A
PEKOMBIHAHT
HOIO JHK
TEXHO/IOTIELD

AACOPEOBAH

cycneHsis gns
iH'ekUjii no 1 posi
(0,5 mn/go3sy); no 1
nosi (0,5 mn)y
nonepeaHLo
HanoBHEHOMY
wnpuyi; no 1
nonepeaHLo
HanoBHEHOMY
LUMPULY Y KOMMNIEKTI
3 IBOMa rosikamv B
naacTKoBoOMy
KOHTeliHepi; no 1
nnacTKoBoOMy
KOHTeliHepy y
KapTOHHIA KopoobLi

nakcoCmiTKn
AH EkcnopT
Nimiten

Benuka
BpuTaHia

nakcoCmiTKnsiiH
BakuuHu C.P.J1.

ITanisa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. ADL.
CTabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepiogy 36epiraHHa abo ymoB
36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEPAKEHOMY AOCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lo
BKJ/1HOYAE Nepios, NOBTOPHOrO BUNPOGYBaHHS)
(nepiof noBTOpPHOroO BUNpPobyBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHS ab0 BBEAEHHS
nepiogy NOBTOPHOro BUNPOBYyBaHHs/Nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCAIAKEHD Y
peasibHOMY 4aci - 36i/bLIEeHHS TEPMIHY
NPUAATHOCTI CybCTaHLil peKoMBIHaHTHOro 6inky
rp936-741 3 48 micauis fo 60 micauis npu
36epiraHHi B 6yTnnsx 3 polyethylene
terephthalate glycol (PET) 3 kpuwkamu HDPE
npu Temnepatypi -150 °C. 3MiHu | Tuny - 3miHn 3

3a
peyenmom

UA/19683/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
A) akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneyudikalin Ta/abo foNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTBa AdI
(3BYXXEHHSA AONYCTUMMX MEX, BUSHAYEHUX Y
cneumdikauii Ha flikapcbki 3acobu, ANs SKMX
OTPUMYETbLCS ,03BI/T HA BUMYCK cepii Bif,
0iLiiHOrO pPerynaTopHOro opraHy)
BrnpoBamxeHHs Release Action Limit (RAL)) ?
92% pns Tecty SE-HPLC purity ans
concentrated bulk pexombiHoBaHOro 6inky
rp936-741 npw BUMycKy. BHeceHHs peaakuiliHux
npasok Ao po3ainis 3.2.5.4, 3.2.S.7.
21. | BET®EP 1A NOpPOLLOK ANs TOB "®3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH 4O peecTpaLiiHnX MaTepiasiis: 3a - UA/15462/01/01
nntoc po3uunHy Ans iH'ekuii | "BIOGAPMA" "BIO®APMA" 3MiHn | TURY - 3MiHK 3 SKoCTi. FoToBMIA peyenmom
no 6000000 MO (30 nikapcbkunii 3aci6. KOHTPOb roToBOro
MKr); 1 chiakoH 3 NikapcbKoro 3acoby. 3mMiHa y MeToaax
MOPOLLKOM Y BUMNPOOYBaHHA rOTOBOTO /iKapCbKOro 3acoby
KomnnekTi 3 1 (He3HayHa 3MiHa y 3aTBEPMXXEHNX METOAAX
amnysnoto 3 BMNpo6yBaHHSA) - He3HauHa 3miHa B MeTogi
PO34YMHHMKOM MO 1 BMNpo6yBaHHSA /13 3a NoKa3HUKOM
M (Boda ans «CTepunbHicTb» (APY, 2.6.1), a came
iH'eKLn cTepunbHa) 36iNbLUEHHS KiTbKOCTI 3paskiB, Lo
y 6nictepi; no 1 BUKOPVICTOBYIOTbCS /719 BUNPOOYBaHHS.
6nictepy y nayuj 3
KapToHy; 4 hnakoHn
3 NOPOLUKOM Y
KOMM/eKTi 3 4
amnynamm 3
PO3YMHHMKOM Mo 1
M (Boda ans
iH'eKLn cTepunbHa)
y 6nicTepi; no 1
6nicTepy y nayuj 3
KapToHy
22. | BIHOKPUT® PO34UH ON151 iH'EKLLNA, CaHpo3 'm6X ABCTpis BignosiganbHuii 3a | HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a - UA/12383/01/02
16,8 mkr/mn; no 0,5 BMPOGHULITBO, AscTpis 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA peyenmom
mn (1000 MO) abo nakyBaHHs, nikapcbkuii 3aci6. Cuctema

no 1 mn (2000 MO)
B nonepeaHLo
3arnoBHeEHOMY,
rpagyioBaHoMy
Lnpuwi,
OCHalLLleHOMY
NOpPLUHEM,
iH'eKLLiiHOIO rO/IKOIO,
KOBMaykom Ta

KOHTPO/b Cepil:
A [j Ti Bionorika
'M6X, HimeuunHa
BiANOBigabHUIA 3a

BUMNYCK cepil:
CaHpo3 'm6X -
BN WadyteHay,

ABCTpist

KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
mMeToAax BUNPOGYBaHHSA NEPBUHHOT yNakoBKM
rOTOBOTO JIiKAPCbKOro 3aco06y (iHLWi 3MiHN Y
MeToAax BUNpoGyBaHb (BK/IKOUaun 3amiHy abo
[ofaBaHHs)) - BHeceHHs 3MmiH go p. 3.2.P.7.
Cwuctema koHTelHep/ 3aKynoproBasibHUIA 3aci6, a
came BK/IHOYEHHS asibTepHaTUBHOT CTaHA4APTHOT
npoueaypu 1ISO A5 KOHTPOO 3a/INLLKOBOIO
etuneHokeungy (EO) nicnsa ctepunisauii Wwnpuuis
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3aXVCHUM y noctayasnbHuka Becton Dickinson (BD).
NPUCTPOEM ANs 3aTtBepmkeHo: Section 1.1. Every batch is tested
3anobiraHHs for the residual ethylene oxide according to ISO
MOLUKOKEHHIO standards. 3anponoHoBaHo:
ro/IKot0 nicns Section 1.1. Residual ethylene oxide is
3acTocyBaHHs, abo controlled according to ISO standards
6e3 Hboro; no 3
LUMPMLA Y KOHTYPHIl
6nicTepHiin ynakosLi;
N0 2 KOHTYpHI
6nicTepHi ynakoBKu
Y KapTOHHIi kopobui
23. | BIHOKPUT® PO34UH A5 iH'EKLLN, CaHpo3 M'mM6X ABCTpIf BignoBiganbHWii 3a | HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/12383/01/01
84 mkr/mn; no 0,8 BMPOBHULTBO, ABCTpist 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA peuenmom
M (8000 MO) a6o 1 nakyBaHHs, nikapcbkuii 3aci6. Cuctema

M (10000 MO) B
nonepeaHLo
3anoBHEHOMY,
rpagyioBaHoMy
Lnpuwi,
ocHalleHoMY
NOpPLUHEM,
iH'eKLiliHOO TOsKOMD,
KOBMaykoM Ta
3aXUCHUM
NPUCTPOEM AN
3anobiraHHs
MOLUKOKEHHIO
rosIKoto nicns
3acToCyBaHHs, abo
6e3 Hboro; no 1
LUMPWLLY Y KOHTYPHIiA
6nicTepHiin ynakosLi;
no 1 KOHTYpHIl
6nicTepHilt ynakosLi
Y KapTOHHI kopobLyi;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), a6o no
0,8 mn (8000 MO),
a6o 1 mn (10000
MO) B nonepegHbL0
3arnoBHeHOMY,
rpagyiioBaHomy
wnpui,
OCHalLLleHOMY
NOpLUHEM,
iH'EKLLIIHOIO TOJTKOHO,

KOHTpOnb cepii: Al
i Ti Bionorika
'mM6X, HimeuunHa;
BiANOBiAA/bHWIA 3a
BUNYyCK cepil:
CaHpo3 'mbX -
BN WadyteHay,
ABCTpist

KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa y
mMeToAax BUNPOGYBaHHSA NePBMHHOT yNakoBKM
rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW y
mMeToAax BUNpobyBaHb (BKIHOHaYM 3aMiHy abo
[ofaBaHHs)) - BHeceHHs 3MmiH go p. 3.2.P.7.
Cwuctema koHTelHep/ 3aKynoproBasibHUIA 3aci6, a
came BK/IH0YEHHS asibTepHaTUBHOT CTaHAAPTHOT
npoueaypu ISO AN KOHTPO/IH0 3a/IULLIKOBOIO
eTuneHokeungy (EO) nicna ctepwniszauii wnpuyis
y noctadasibHuka Becton Dickinson (BD).
3aTBepmkeHo: Section 1.1. Every batch is tested
for the residual ethylene oxide according to ISO
standards. 3anponoHoBaHo:

Section 1.1. Residual ethylene oxide is
controlled according to ISO standards
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Ne
n/n

NiKapcbKo20

Hassa

3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

KOBMaykom Ta
3aXUCHUM
NpUCTPOEM ANA
3anobiraHHs
NOLUKOKEHHIO
rosIKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
Lnpuua y KOHTYpPHIi
6nicTepHiin ynakosLi;
Nno 2 KOHTYpPHI
6nicTepHi ynakoBku
B KAPTOHHIli Kopobu,i

24.

BIHOKPUT®

PO3YUH OJ151 iH'EKLLNA,
336 mkr/mn; no 0,5
mn (20000 MO) a6o
no 0,75 mn ( 30000
MO), a6o no 1 mn
(40000 MO) B
nonepeaHLo
3anoBHEHOMY,
rpagyioBaHoMy
Lnpuwi,
ocHalleHoOMY
NOpPLUHEM,
iH'eKLiliHOO TOsKOMD,
KOBMaYKoM Ta
3aXUCHUM
NPUCTPOEM ANs
3anobiraHHs
MOLUKOKEHHIO
rosIKoto nicns
3acToCyBaHHs, abo
6e3 Hboro; no 1 a6o
no 3 nonepegHLO
3anoBHEHUX LWNpuLa
Y KOHTYpHili
6nicTepHilt ynakosLi;
no 1 (1 wnpuyy
KOXHIli) abo mo 2 (3
LUNpULLa Y KOXHIlA)
KOHTYPHI 6nicTepHi
ynaKkoBku1 B
KapTOHHI KOopoo6Li

CaHpo3 'm6X

ABCTpist

BiAnoBiganbHUii 3a
BMPOGHMLITBO,
nakyBaHHs,
KOHTpOb cepii: Al
[i Ti Bionorika
M6X, HimeuunHa,
BiAgnoBiganbHUii 3a
BWMYCK Cepil:
CaHpo3 'm6X -
BN WadpteHay,
ABcCTpist

Himeyumnna/
ABcTpis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHn | TURY - 3MiHK 3 SKocTi. FoToBUI
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
mMeTofax BUNPO6yBaHHS NePBUNHHOI yNakoBKM
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHW y
MeToAax BUNpobyBaHb (BKIOYaoun 3amiHy abo
AofaBaHHs)) - BHeceHHs 3miH go p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3aKynoptoBasibHUIA 3aci6, a
came BK/IHOYEHHS asibTepHaTUBHOT CTaHA4APTHOT
npouenypv 1ISO Ans KOHTPOO 3a/INLLKOBOTO
eTuneHokeugy (EO) nicnsa ctepunisauii wnpuuis
y noctayanbHuka Becton Dickinson (BD).
3aTtBepmkeHo: Section 1.1. Every batch is tested
for the residual ethylene oxide according to ISO
standards. 3anponoHoBaHo:

Section 1.1. Residual ethylene oxide is
controlled according to ISO standards

3a
peyenmom

UA/12383/01/03

25.

BPOHXOCUPO

n

cupon no 100 mn
a6o 200 mny
chnakoHi; no 1
doNakoHy pasom i3

ToBapucTBo 3
06MexeHo
BiANOBIAaAbHI
CTI0

YKpaiHa

ToBapucTso 3
06MEeXeHoH
BiANOBIAALHICTIO
"XapkiBcbke

YkpaiHa

BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpaLiiHoro nNocBiAYeHHs) (3rifHO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHs1 3MiH

6e3
peyenma

UA/17359/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

[03yH0UnM
NPUCTPOEM Y
KOpo6Li 3 KApTOHY

«PapmauesTu
YHa KOMNaHis
«300p0B'A»

hapmaueBTUUHe
niANPUEMCTBO
"3p0poB's
Hapoay”

NpOTArom 6-Tu MicALIB NiCNA 3aTBEPMKEHHS.
3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobwu,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobm 3
thapmakoHarnagy 3asBHUKa Ans 34iliCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BifAMiHHa BifJ YNOBHOB&XeEHOI 0co6M,
BiANOBIAa/IbHOI 3a 34iicCHEHHS hapmakoHarnsay
(BK/IKOUAIOYM KOHTaKTHI aHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaina cuctemm
hapmakoHarnagy).
3MiHa yNnoBHOBaXXeHOI 0cobM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag. [irovya
pepakuisi: 3umuLbka MapuHa OnekcaHapisHa.
MponoHoBaHa pepfakuis: LesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHNX
YMOBHOB&XEHOT 0CO6M 3asBHIIKA,
BiAnoBiAabHOI 3a hapmakoHarnsag. 3MiHa
MiCLie3HaxX0MKEeHHS MacTep-halina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.

26.

BPY®EH®

rpaHynu wunydi no
600 wr; 30 cawe B
KapTOHHI Kopoo6Li

ABGOTT
Nabopatopi3
6X

HimeyunH
a

AG66BI C.p.n.

ITanisa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpUyHNX JOCAIAKEHb
(PIP) (iHWi 3MiHW) - 3MiHW BHECEHO B iHCTPYKLIi0
AN MeAMYHOro 3acTOCyBaHHSA NMikapCbKoro
3acoby [0 po3ainy "3acTtocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaar” BignoBigHO
[0 OHOBNEHOI iHGhopMaLiT Woao 6e3nekn
3aCTOCYBaHHS fjilo40i pevyoBnHN. BBeaeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiC/1A 3aTBEPIXKEHHS;
3MiHu | TUnYy - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

3a
peyenmom

He
nionsieae

UA/13154/02/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCYBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX
BIANOBIAHO A0 NMaHy nefiaTpUyHNX JOCAIAKEHD
(PIP) (3mMiHy y3rokeHo 3 KOMMEeTeHTHUM
YNOBHOB&XXEHWNM OpraHom) - 3MiHN BHECEHO B
IHCTPYKLO 4519 MEeANYHOro 3aCTOCYyBaHHSA
nikapcbkoro 3acoby Ao posgainis "OcobmBocTi
3acTocyBaHHs", "Mepeno3yBaHHA", "Mo6IYHI
peakuii" BiANOBIAHO A0 OHOBNEHOI iHthopMmaLii
o0 6e3neku 3aCToCyBaHHS Ailo4oi PeHOBUHM
BBefeHHs1 3MiH NpoTAroM 6-tu micauis nicns
3aTBEPAKEHHSA
27. | BYQECOHIA, NOpOLLOK AN OpioH ®iHnaHgis OpioH [OIENERTE] BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/14857/01/01
IBIXENNEP iHransyin, 200 KopnopeiiLuH KopnopeiiH 3MiHu | TMny - 3MiHK 3 aKocTi. CepTudikar peuenmom
MKr/go3a; no 200 BignosigHocTi/l E-cepTudikar BignosigHocTi
003 B iHransaTopi 3 €Bponeiicbkili hapmakonei/MmoHorpadii.
3axXUCHUM MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
KOBNa4ykoMm y BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa
namiHoBaHoMy BiANOBiAHOCTI EBponelickbkiin hapmakonei: Ans
nakeTi; no 1 A®I; ans BUXigHOro
namiHoBaHoMy marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
nakeTy B KapTOHHIi BUKOPWCTOBYIOTbCSA Y BUPOOHMLTBI ADI; ANns
Kopo6ui; no 200 fo3 [0MOMDKHOT peyoBrHU (cepTudikat
B iHransTopi 3 BignoBigHOCTI €Bponelichbkili chapmakoner) -
3aXUCHUM HoBwuii cepTudpikat Bi HOBOrO BUPOGHMKA
KOBMAa4KoM Yy (3amiHa abo AONOBHEHHS) NOAAHHS HOBOrO
namiHoBaHoMy cepTtudikaTa BiANOBIAHOCTI EBPONECHKIi
nakeri; no 1 thapmakonei Ne RO-CEP 2020-341 - Rev 00 gnis
namiHoBaHoMy Aitoyoi pevoBuHM Budesonide Big HOBOro
nakety Ta BMpo6Huka CEP-holder and site production:
3axX1CHOMy FERMION OY, Koivu-Mankkaan Tie 6A, Finland-
KOHTEliHepy ans 02200 Espoo Production of intermediate(s):
iHransTopa B Aurisco Pharmaceutical CO. LTD., Badu
KapTOHHIA KopoobLi Industrial Park Zone, China-317 200 Tiantai,
Zhejiang Province Micronisation site: Fermion
OY, Oulu Plant, Laaketehtaantie 2, Finland -
90660 Oulu
28. | BYNIBAKAIH PO3UMH ANA iH'EKLN, TOB YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a - UA/17950/01/01
5 mr/mn, no 10 mn B "APTEPIYM 3MiHu | TMny - 3MiHK 3 AKOCTI. FoTOBMIA peuyenmom
amnyni; no 5 amnyn nTtar nikapcbkunii 3aci6. KOHTpoNb roToBOro

Y KOHTYpHilA
YapyHKOBIl

nNiKkapcbKkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSI rOTOBOTO J1iKApCbKOro 3acoby




33

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
ynakosLi; no 1 (iHWi 3mMiHM y MeTogax BUNpobyBaHb
KOHTYPHili (BKKOYAOUM 3aMiHY ab60 [ONOBHEHHS)) CynyTHSA
YapyHKOBIli ynakoBLj 3MiHa: 3MiHM 3 SIKOCTi. [OTOBWIA NiKapcbknii
B nauu,i 3aci6. 3MiHM y BUPO6HULTBI. 3MiHV BUNpo6yBaHb
abo [oNyCTUMUX MEX, BCTAHOB/EHNX Y
cneuudikauisix, nig yac BUPOOGHULITBA rOTOBOMO
nikapcbKoro 3acoby (A0NoBHEHHS abo 3amiHa
BUNPOBYBaHHSA B NpoLeci BUpO6HMLTBA 3a
pesynbTatamv focnifkeHb 3 6e3nekn abo
AKOCTI) 3MiHa MeToAy iAeHTudikauii Ta
KiNbKicHOro BM3HaveHHs Hatpito B /13, a Takox
nig yac BupobHuuTea, n.3.2.P.3.4.KoHTponb
KPUTUYHKX CTaAjil Ta NpoMKHOI NpoAykKuii, a
came BUNpo6yBaHHA Gyfe NPOBOANTUCS
METOA0M aTOMHO-EMICIHOT CNeKTpoMeTpii 3
iHAYKTVBHO 3B’A3aHO0 nnasmoto (4dY, 2.2.27)
(3aTBEpAXEHO: aTOMHO-abcopbujiiiHa
cnektpomeTpis, A®Y, 2.2.23)
29. | BYNIBAKAIH- PO34UH ONS iH'EKLiA, ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/12559/01/01
3H 5 mr/mnno 5 mn B 06MeXeHo BMPOBHULTBA, 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peuenmom
amnyni; no 10 BignoBiga/IbHI KOHTPO/b SKOCTI, peecTpavuiiiHOro noceig4eHHs) (3rigHO Hakasy
amnyn y kopobui 3 CTIo BUNYyCK cepil: MO3 Big 23.07.2015 Ne 460). TepMmiH BBEAEHHSA
KapToHy; Mo 5 mn B «dapmaLeBTu ToBapwuCTBO 3 3MiH MPOTAroM 6 MicsLiB NiCNs 3aTBEPAKEHHS.
amnyni; no 5 amnyn YHa KOMNaHis 0bMexeHoto 3MiHu | TURY - 3MiHK Woao
y 6nicTepi; no 2 «3[0pOoB’A» BiANOBIAA/IbHICTIO 6e3nekn/ehekTMBHOCTI Ta thapmakoHariagy.
6nicTepun B KOpOOL "XapkiBcbke BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX
3 KQpTOHY hapmMavueBTuyHE npo cuctemy papmakoHarnsay (BBeAeHHs
nignpueMcTBO y3ara/lbHeHUX JaHnx npo cuctemy
"340poB'Aa thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
Hapogay", YkpaiHa BiANOBIAA/IbHOT 32 34iICHEHHSA
BCi cTagii thapmakoHarnsgy; KOHTakTHOi ocobu 3
BMPOGHMLITBA, dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
KOHTPO/b SKOCTi: thapmMakoHarnisgy B YkpaiHi, SKLLO0 BOHA
TOB BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
"papmMaueBTUYHaA BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
KOMMaHis (BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
"3p0pos'a”, pO3MilLEeHHI MacTep-ghaiina cuctemm
YkpaiHa hapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0co6u

3asBHVKa, BigNoBiAabHOI 3a thapmakoHarnsag,.
[itova pepakuia: 3uMmuupka MapuHa
OnekcaHngpiBHa. MponoHoBaHa pejakLis:
LLleBuyeHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXXeHOT 0CO6M 3asBHMKA,
BiANOBiAabHOT 32 hapmakoHarnsg. 3MiHa
MiCLe3HaxoMKeHHs1 MacTep-halina cucremu
dhapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
30. | BYNIBAKAIH-M | posuvH ans iH'eKujii, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/7162/01/01
5 mr/mn, no 5 mn B 06MeXeHo 06MeXeHo 3MiHa 3asaBHuKa J13 (MIBI) (BnacHuka peuenmom
amnyni; no 10 BigNoBiga/IbHI BiANOBIAATLHICTIO peecTpavuiiniHOro noceigveHHs) (3rigHO Hakasy
amnyn B kopobu,i 3 CTHO "XapkiBcbke MO3 Big 23.07.2015 Ne 460) TepMiH BBeAEHHS
KapToHy; Mo 5 mn B «dapmaLesTu thapmaLeBTUYHe 3MiH MPOTAroM 6 MicsLiB NiCNs 3aTBePAKEHHS;
amnyni; no 5 amnyn YHa KOMNaHis nignpueMCcTBo 3MiHu | TMRY - 3MiHK Woao
y 6nicTepi; no 2 «300poB'A» "3p0poB's 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy.
6nictepun y Kopobui 3 Hapogay" BBefeHHs abo 3MiHM [0 y3arasibHeHUX AaHnxX
KapToHy npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHunx npo cuctemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOB&aXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3MiHa ynoBHOBaXXeHOT
0co6u 3asBHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag,. [itoya pefakuis: 3umnubka
MapuHa OnekcaHgpisHa. MponoHoBaHa
pegakuisi: LlesueHko OneHa IropisHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0CO6u
3asBHMKa, BigNoBigasIbHOI 3a hapmMakoHarnsg.
3MiHa Micue3HaxomKeHHs MacTep-daiina
cucteMu dhapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
31. | BYNPEKCOH- Tabnetku ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/13443/01/01
3H cy6niHrBasbHi, 2 06MeXeHo 06MeXeHo 3miHa 3asBHuka /13 (MIBIM) (BnacHuka peuenmom
mr/0,5 mr no 10 BignoBiga/IbHI BiANOBIAA/IbHICTIO peecTpavuiiniHOro noceig4eHHs) (3rigHo Hakasy
Tabnetok y 6nictepi; CTIo "XapkiBcbke MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
no1la6ono5 «®apmavueBTu hapmaLeBTuyHE NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPAKEHHS.
6nicTtepis y kopobuj YHa KOMNaHis nignpyeMcTBo 3MiHu | TURY - 3MiHK Woao
3 KapTOHY «3[0poB'aA» "340poB'a 6e3nekn/ehekTMBHOCTI Ta hapmakoHariagy.
Hapoay" BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX

npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapMmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy) -
3MiHa yNOBHOBaXXeHOI 0CObOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarag. [iroya
pefakuisn: 3umuubka MapuHa OnekcaHapiBHa
MponoHoBaHa pegakuis: LLiesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnsgy

32.

BYMNPEKCOH-
3H

TabneTtkn
cybniHrBasibHi, 8
mr/2 mr no 10
TabneTtok y 6nictepi;
no 1l a6ono5
6nictepiB y kopobui
3 KapTOHY

ToBapucTso 3
06MexeHot
BignosiganbHi
CTHo
«®apmauesTu
YHa KOMNaHis
«300p0B'A»

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
"XapkiBcbke
hapmMaueBTuyHE
nigNpPUeEMCTBO
"340poB'Aa
Hapoay"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3wmiHa 3anBHuKa /13 (MIBM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarniagy.
BBefeHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsagy (BBefieHHs
y3arasibHeHVX JaHux Npo cuctemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iCHeHHs
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6u,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. Airoua
pegakuist: 3umuubka MapuHa OnekcaHapiBHa
MponoHosaHa pefakLis: LesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
YMOBHOB&XXEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
thapmakoHarniagy Ta oro Homepa. 3MiHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy

3a
peyenmom

UA/13443/01/02

33.

BYNPIHON

TabneTtkn 3
MoandpikoBaHUM
BWBI/IbHEHHSIM, MO
150 wmr; no 30

3AT
«Papmrira»

JInToBCbKa
Pecny6nik
a

KOHTPO/Ib SIKOCTI
Ta BignoBigansbHui
3a BUNycK cepil:

BEANKAHPAPMA-

Bonrapisi/
Cepbis

BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii:
3MiHM | TUny - 3MiHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax NpuAAaTHOCTI abo ymMoBax 36epiraHHs

3a
peyenmom

He
nionsieae

UA/19228/01/01




36

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Tabnetok 3 AYNHWUA AL, rOTOBOrO JliKapCcbKoro 3acoby (36iNbLUeHHs
MoandiKkoBaHUM Bonrapis TepMiHy NpuAaTHOCTI FOTOBOro NiKapcbKoro
BVBITbBHEHHAM Y BMPOGHMLITBO 3acoby) - 15 TOprosoi ynakoBku
nAacTKoBoMy nikapcbKoro (nigTBEPAXYETHCA JaHNMUN PeasTbHOTO Yacy) -
KOHTeliHepi, no 1 3acoby, nepBuHHe 36i/IbLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOr0
KOHTEliHepy y Ta BTOPUHHE nikapcbKoro 3acoby (3aTBepAKeHO: TepPMiH
KapTOHHIA KopooLi nakyBaHHs1, nNpuAaTHOCTI 2 POKU; 3anNpONOHOBAHO: TEPMIH
KOHTPO/b AKOCTI npugatHocTi 3 poku). 3MiHW BHECEHI B po3/in
cepii: "TepMiH npuaaTHoCTI" B IHCTPYKL,itO AnA
dapmaveyTcko- MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
Xewmilicka BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB 3 Aatun
IHgycTpis (®XI) 3aTBepKEHHA
3apasne A4,
(AkTasic), Cepbis
Aoparkosa
OinbHUUA 3
KOHTPO/IO SKOCTI:
rE
dapmacbloTikan3
Nta., Bonrapis
34. | BYCTPUKC™ cycneHsia ans nakcoCmiTKn Benvka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/15071/01/01
nonio iH'ekujn no 1 gosi AnH EkcnopT BputaHis Bionoaxikans C.A. 3MiHn | TURY - 3MiHK 3 SKocTi. FoToBUi peyenmom
KOMBIHOBAH (0,5 mn/po3sy); no 1 Nimiteq nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
A BAKUVHA [03i y nonepegHsL0 BMNPOGYBaHb ab0 AONYCTUMUX MEX,
ansa HanoBHEHOMY BCTaAHOB/IEHUX Y cneyudpikauisx, nig vyac
MPO®INTAKTUK | wnpuyi; no 1 BMPOGHMLITBA FOTOBOrO /liKapCbKOro 3acoby (iHLwi
N BUDTEPII, nonepegHsL0 3MiHM) [logasaHHs BUNpoOyBaHHA NepeBipku
NMPABLA, HanoBHEHOMY LiliCHOCTI 3aKpuTTS KOHTelHepa (Container
KALLUJTHOKY LINPULY Y KOMNEKTI Closure Integrity Test (CCIT)) sk TeCT NPUAHATTA
(ALENONAPH 3 ;BOMA rofikamu B pilweHHs wopo akocTi (Quality Decision test) nig,
nn nnacTMKOBOMY yac mixonepawiinHoro KOHTpoto. BHeceHHs
KOMMOHEHT) KOHTeliHepi; no 1 pefakuifiHux npaBok o po3ginis 3.2.P.3.3,
TA KOHTEliHepy y 3.2.P.3.4.
MONIOMIENITY | KapTOHHI KOpoo6Li
(IHAKTUBOBA
HA)
(AACOPBOBA
HA, 3I
SMEHLLEHUM
BMICTOM
AHTUIEHIB)
35. | BYCY/Ib®AH KOHLeHTpaT Ans AKkopp, Monbwa BMPOGHULITBO IHAis/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a He UA/19494/01/01
AKKOPJ, NPUroTyBaHHSA Xernckea NiKapcbkoro YropwmHa/ 3MiHKM | TURY - 3MiHKU WoA0 peuyenmom | niosnsizae
pO34MHy N Moncka Cn. 3acoby, NnepBUHHE ManbTa/ 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
iHcpysiiA, 6 mr/mn no 3.0.0. Ta BTOPUHHE Icnanis/ 3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro
10 ma1 y do1akoHi, no nakyBaHHs: IHTac Benvka 3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUIT Ans
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
1 donakoHy y nauui dapmacbloTikasnc BputaHis/ MeZMYHOro 3aCTOCyBaHHS
NimiTes, HAis; Monbwa reHepUUHMX/ribpUAHNX/6I0NOAIGHNX NMiKaPCbKMUX
KOHTPO/b SKOCTi: 3ac06iB Nic/1s1 BHECEHHSA TiET camoi 3MiHN Ha
BeccniHr XaHrepi pedhepeHTHW NpenapaT (3MiHa He noTpebye
KdpT., YropuyHa; HafaHHA XOAHMX HOBKX [A0AATKOBUX JaHWX) -
KOHTPO/b SKOCTi: 3MiHV BHECEHI [0 iIHCTPYKLii A1 MeguyHoro
®APMABANIL 3acTocyBaHHS NiKapCcbKOro 3acoby y po3gim
nra. "®apmakonoriyHi Bnactnsocti”, "Baaemogis 3
Mikpob6ionoriuHa HLUIMMK NiKapCbKMKM 3acob6amMu Ta iHLWi B1uam
naboparopis, B3a€EMOZ,ji" 3rifHo 3 iHhopMaui€eto LWoao
YropuuHa; MeAUYHOro 3aCTOCyBaHHs1 peddepeHTHOro
KOHTPO/b AKOCTI: nikapcbKoro 3acoby (Busilvex 6 mg/ml
dapmagokc concentrate for solution for infusion) BBeaeHHs
Xenckea /1T4., 3MiH NPOTAroM 6-TW MicALIB 3 AaTu
ManbTa; KOHTPOsIb 3aTBEPAKEHHSA
AKOCTI Ta
BTOPWHHE
nakyBaHHs:
NABOPATORPI
®YHOACIO JAY
IcnaHis;
fpopaTkose
BTOPWHHE
nakyBaHHs:
AKKOP[,
XENICKEA
NIMITEA, Benuka
BputaHis;
popaTkose
BTOPUHHE
nakyBaHHs:
CuHonTus
IHpacTpian Cn. 3
0.0., MNonbLwa;
BiAnoBiganbHUii 3a
BMMNYCK cepii
Akkopfa Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa
MonbLa
36. | BASAMNPOCTA NOpPOLLOK AN Amgichapm Ipnangis BMPOGHMULITBO HimeuunHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a - UA/4517/01/01
H® PO3uUMHYy AN Nimiteq Hepo3chacoBaHol 3MiHu | TURY - 3MiHK Woao peyenmom
iHdpysiit, 20 mkr, 10 NpoAayKLUiT, 6e3nekn/edeKTUBHOCTI Ta hapmMakoHarnsagy
amnyn (o6'emom 5 nepBuHHe (iHWi 3MiHM) OHOB/IEHHA TEKCTY MapKyBaHHS
MJ1) 3 NOPOLLKOM Y nakyBaHHs, NepBNHHOT Ta BTOPVMHHOI YNaKOBKW J1iKapCbKOro
KapTOHHIA KopoobLi BizyasbHWit 3acob6y. BBeageHHs 3MiH MpOTAroM 6-Tu MicsiLiB
KOHTPONb, nicnsa 3aTBepKeHHs

KOHTPO/Ib
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy

(nikapcbka gpopma,

ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

cTepunbHocTi/
6akTepiasibHUX
€HAO0TOKCUHIB
Hepo3dacoBaHoi
npoaykuii: 14T
Bionorika Mm6X,
HimeuumnHa;
KOHTPO/b SIKOCTI
Hepo3dacoBaHol
npoaykuii Ta
BiAnoBiganbHUii 3a
BWMYCK Cepil;
BTOPWHHE
nakyBaHHs: Elicika
PapmacboTVKan3
v6X, HimeuunHa

37.

BA3AMPOCTA
H®

NOPOLLIOK A5
pO34nHy Ans
iHcpysiii no 60 mkr,
10 amnyn 3
MOPOLLKOM Y
KapTOHHIA KopoobLi

Awmgichapm
Nimiten

Ipnangis

Elicika
PapmacboTVKan3
mM6X, HimeuunHa
(KOHTPO/b SAKOCTI
Hepo3dacoBaHol

NpoAayKLUiT,
BiAgnoBiganbHUii 3a
BWMYCK Cepil;
BTOPWHHE
nakysaHHs); 14T
Bionorika Mm6X,
HimeuunHa
(BUPOGHULTBO
Hepo3dacoBaHol
NpoAayKLUiT,
nepBuHHE
nakyBaHHs,
BizyasbHWit
KOHTPONb,
KOHTPO/b
CTepunbHOCTI/6aKT
epianbHNX
€HOO0TOKCUHIB
Hepo3dhacoBaHo|
NPOAYKLUiT)

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHKM | TURY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - OHOBNEHHSI TEKCTY MapKyBaHHSA
NepBNHHOT Ta BTOPVMHHOT YNaKOBKW J1iKapCbKOro
3acoby. BBeageHHs 3MiH MPOTAroM 6-Tu MicsuiB
nicns 3aTseppkeHHs

3a
peyenmom

UA/4517/01/02

38.

BANEKAPL

po34uH in bulk: no
20,0 na6o 50,0 ny
CTaNIeBUX EMHOCTAX

ToBapucTeo 3
06MeXeHoto
BignoBiga/IbHI
CTH
«dapmMaLeBTu
YHa KOMNaHis

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAA/TbHICTIO
"XapkiBcbke
hapmaLeBTUyHe
nignNpUeEMCTBO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka
peecTpavuiiiHoro noceig4eHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPMKEHHS.
3MiHu | TMny - 3MiHK Woa0

UA/11172/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

«3[0poB’A»

"3a0poB'a
Hapogy"

6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHunx npo cucTemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOoT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapMmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy).
3MiHa YyNOBHOBaXXEHOI 0CObOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarag. [iroya
pepaxuis: 3umunubka MapuHa OnekcaHapisHa.
MponoHoBaHa pegakuis: LLiesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.3miHa
MicLe3HaxoMKeHHs1 MacTep-aiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
dhapmakoHarnsgy.

39.

BAJIEPIAHKA-
BILL®A

HacTolika ans
nepopanbHOro
3acTocyBaHHs, Mo
25 mn 'y donakoHax
CKNSAHWX abo
nosiMepHuUx

TOB "OKI
"hapmaueBTu
yHa habpuka”

YKpaiHa

TOB "OKN
"papmMaueBTNYHa
thabpuka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHW | TUnY - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
NepPBUHHIM yNakoBLi rOTOBOrO /likapCbKoro
3acoby (Tvn KoHTelHepa abo foAaBaHHS HOBOTO
KOHTelHepa) - TBepgi, M'sKi Ta HeCTepu/bHi
piaKi nikapcbki hopmn — BBEAEHHS 40AaTKOBOI
ynakoBkU, a came h/1akoHW NosiMepHi 3
nonieTuneHTepedTanary 3 rBUHTOBOO
rOpP/IOBMHOIO 415 Nikapcbkux 3acobis (25-16
MET) 3akynopeHi npobkamu Ta KpuLLKamu
BWUrOTOB/IEHI 3 MoNieTuIeHy (MaTepian npobku
Ta KPULLKM 3aNMLWAETbCA HE3MIHHNM), 3
BiAMNOBIAHMMU 3MiHAMU [0 P. «YNaKoBKa».
BBeneHHs 3MiH NpoTAroM 6-T1 micsAuiB nicns
3aTBEPAKEHHSA

6e3
peuyenma

nionsieae

UA/16776/01/01

40.

BANIbTPOBIP

TabneTku, BKPUTI
NAiBKOBOIO
o60osoHkoto, No 500
Mr no 10 TabneTok y
6nictepi; no 1 abo
no 5 6nictepis y

NAT
"Kuismegnpen
apar”

YkpaiHa

MNAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3Minu | TMRY - 3MiHK Woao
6e3nekn/eddekTVBHOCTI Ta hapMakoHariagy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMNYHOro 3acTOCYBaHHS

3a
peyenmom

He
nionsieae

UA/2951/01/01
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Ne
n/n

NiKapcbKo20

Hassa

3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

naui

reHepnyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKMx
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3miHa He noTpebye
HafaHHA XOAHVX HOBUX AOAATKOBUX JaHWX)
3MiHV BHECeHi [0 IHCTPYKUIT AN MeguyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3aim
"®apmakonoriyHi BractusocTi”, "lMokazaHHS"
(yTouHeHHs iHdhopMaLii), "OcobmBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHocTi abo rogyBaHHsa rpyaar”, "Cnocio
3acTocyBaHHA Ta go3un”, "Oitn" (yToUHeHHs
iHcdhopmauii), "MepenosyBaHHs", "MoGiYHi
peakuji* 3rigHo 3 iHhopmaLji€lo WoA0 MeaNyYHOro
3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (BanbTpekc, TabneTkn, BKpUTI
060/10HKO0 N0 500 Mmr). BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS.
3Minu | TMRY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XxapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHs Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS ikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKV 3BIiTYy 3 AOC/IMKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NiaHy nefiaTpUYHUX SOCAIAKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHN BHECEHI [0
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "MobivHi peakuii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Aito40T pevoBMHN. BBeAEHHS 3MiH NPOTArom 6-Tu
MicALiB nicna 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHWM BHECEHi A0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
niKkapcbKkoro 3acoby y po3gin "MobivHi peakuii”
LLIOAO0 3BiTYBaHHSA NPO NoGiYHI peakuii. BBeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA

41.

BAP®APUH-

®C

TabneTku no 3 Mr no
10 Tabnetok y
6nictepi, no 1, 3 abo
10 6nicTepiB y nauui
3 KapTOHY

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®dapma
Crapt"”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHA AifANIbHOCTI BUPOOHMKA
(BKIKOYatoum, 3a HeO6XiAHOCTI, Micue
NpoBeAEeHHS KOHTPO/IH SIKOCTI), a0 BAacHUKa

3a
peyenmom

UA/5747/01/02
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Peknam

Homep

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

YBaHHsT*

peecmpayitiHo2o
nocsioYeHHs

mMacTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BuxigHOro MaTepiany/peareHTy/npoMbKHOIo
NPOAYKTY, L0 3aCTOCOBYHOTbLCS Y BUPOOHULTBI
A®| (KW 3a3HAYEHO Y [OChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTta BiANOBILHOCTI
€Bponeiicbkil thapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) 3MiHA
Ha3BW BUPOGHMKa ADI, y 3B'A3KY 3 OTPUMAHHAM
NOBiAOM/IEHHS Bif, BUPOOHMKA NPO 3MiHY Ha3BMW
KoMnaHii BUpobHuKa. BupobHuya ainbHuus Ta
yCi BUpOOHMYI onepavji 3anmwarTbes
He3MiHHMMK. 3aTBepaxkeHo: “Cadila Healthcare
LTD", IHgja. 3anponoHoBaHo: “Zydus
Lifesciences Limited”, IHgis

3a

UA/5747/01/01

42.

BAP®APUH-
®C

Tabnetku no 2,5 mr
no 10 TabneTtok y
6nictepi, no 1, 3 abo
10 6nicTepiB y nauui
3 KapTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHA [iANIbHOCTI BUPOOHMKA
(BKItOYatoum, 3a HeOBXiAHOCTI, Micue
NpPOBeAEHHS KOHTPOJIO SIKOCTI), a0 BacHMka
MacTep-haiina Ha A®l, abo noctavanbHuKa
AdI/BuXxigHOrO MaTepiany/peareHTy/npoMiKHOIo
NpPOAYKTY, L0 3aCTOCOBYHOTbCS Y BUPOOHNLTBI
A®I (KW 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudiikaTta BiANOBILHOCTI
€Bponeiicbkil hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) 3MiHA
Ha3BW BNPOGHMKa ADI, y 3B'A3KY 3 OTPUMAHHAM
NOBiAOM/IEHHS Bif, BUPOOHMKA NPO 3MiHY Ha3BMW
KOMnNaHii BUpobHuKa. BupobHuya ainbHuus Ta
yCi BUpOOHMYI onepav,ji 3amwarTbes
He3MiHHUMUY. 3aTBepxeHo: “Cadila Healthcare
LTD", IHgja. 3anponoHoBaHo: “Zydus
Lifesciences Limited”, IHgis

peyenmom

3a

UA/13809/01/01

43.

BEH/TA®AKCU
H-3H

Tabnetku no 37,5
Mmr, no 10 TabneTok
y 6nicTepi; no 3 abo
5 6nictepiB y
KopobLi 3 KapTOHY

ToBapucTso 3
06MeXeHoto
BigNoBiga/IbHI
CTH
"®GapmaueBTu
YHa KOMNaHis
"3popoB'a”

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAA/TbHICTIO
"XapkiBcbke
hapmaLeBTUyHe
nigNpPUEMCTBO
"340poB'a
Hapoay"”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHa 3aaBHuka /13 (MIBIM) (BnacHuka
peecTpavuiiiHOro noceig4eHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
npoTArom 6 micsLiB NicNsA 3aTBEPAYKEHHS; 3MiHN
| TMNy - 3MiHKM WoA0 6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHa abo 3miHn fo
y3araJsibHeHVX JaHux Npo cuctemy
chapmakoHarnsgy (BBefleHHs y3araslbHeHNX
[JaHux nNpo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0CO6MU, BiANOBigaNbHOI 3a

34ilicHeHHs1 dhapMakoHarnsay; KOHTakTHOT 0cobu

peyenmom
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3 chapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHa Bif YNOBHOB&XeHOI 0Co6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay
(BK/IKOUAIOYM KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy)- 3mMiHa ynoBHOBaXXeHOi 0cobu
3asBHMKa, BigNoBigasIbHOI 3a hapMakoHarnsg.
[itoya pepakuis: 3umuubka MaprHa
OnekcaHngpisHa. MNponoHoBaHa pefakLis:
LLleBueHKo OneHa IropiBHa. 3MiHa KOHTaKTHUX
[JaHnX yNoBHOB&XEHOI 0CO6M 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapmakoHarniagy Ta noro Homepa. 3MiHa micus
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy

44.

BEH/TA®AKCU
H-3H

Tabnetkv no 75 mr,
no 10 TabneTok y
6nictepi; no 3 abo 5
6nicTtepis y kopobuij
3 KapPTOHY

ToBapucTso 3
06MexeHo
BignoBigasbHI
CTHO
"®apmaueBTn
YHa KOMNaHis
"3p0pos'a"

YkpaiHa

ToBapucTso 3
06MeXeHoI
BiANOBIAA/ILHICTIO
"XapkiBCcbke
hapmaueBThyHe
nigNpPUEMCTBO
"3a0poB's
Hapoay”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHa 3aaBHvKa J13 (MIBI) (BnacHuka
peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeeAeHHS 3MiH
NpoTArom 6 MicALiB nicns 3aTBepKeHHs; 3MiHN
| TMnNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHst abo 3mMiHn Ao
y3ara/ibHeHuX faHnx npo cuctemy
thapmakoHarnagy (BBefjeHHs y3arasibHeHux
[aHvx npo cuctemy capmakoHarnsgy, sMmiHa
yMOBHOBaXeHOT 0cobw, BignoBigansHoOT 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0co6u
3 hapmakoHarnsgy 3asiBHuKa A1 34iIACHEHHS
thapmakoHarnagy B YKpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6U,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy)- 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BignoBigasIbHOI 3a papmakoHarnsag.
[itova pepgakuisn: 3umuubka MapuHa
OnekcaHgpiHa. MNponoHoBaHa pejakuis:
LLleBueHKo OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnXx yNnoBHOBaXXEHOI 0CO6U 3asBHYIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MiCLle3HaxopKeHHs1 macTep-haiina cuctemu
(hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AiSNIbHOCTI 3
hapmakoHarnsagy

3a
peyerimom

UA/13809/01/02

45,

BEPCABO

KOHUeHTpaT ans
pOo34MHy Asisi

f-p Peppi'c
JlabopaTtopic

IHais

[O-p Peppj'c
JlabopaTopic /It

IHais

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHK | TNy - AOMIHICTpaTMBHI 3MiHK. 3MiHa

3a
peyenmom

He
nidnsieae

UA/19826/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
iHdpysiia, 25 mr/mn; nTp HaliMeHyBaHHs Ta/abo agpecy Micus
no 4 mn (100 mr) y NpoBaPKEHHS AiSNIbHOCTI BUPOBHUKa/imnopTepa
dnakoHi; no 1 roTOBOro MiKapCcbKoro 3acoby, BKAYaun
chnakoHy y KopobL; OinbHULI BUMYCKy cepii abo micLie NnpoBeAeHHs
no 16 mn (400 mr) y KOHTPOJIHO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
thnakoHi; no 1 BMPOGHUK/IMNIOPTEP, BKIKOYAKOYM BUMYCK CEpili).
chnakoHy y kopobui AgfMiHicTpaTMBHa 3MiHa agpecu Micus
NpoBaPKEHHSA Ai/IbHOCTI BUpoOHUKa MN3.
Brpo6HWK Ta BCi BUPOGHMYI onepadii
3a/IMWATECA HE3MIHHUMU. TakoX BUTy4aETbCa
HasBa Ta agpeca BUpo6HuKa /13 aHrnilicbKor
moBoto 3 PN ta MKA /13. 3miHM BHeceHo B
IHCTPYKL,itO0 4159 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin
«Micue3HaxomkeHHs1 BUPOOHMKa Ta agpeca
MiCLiAl NPOBaXEHHS Or0 AisNIbHOCTI» 3
BiANOBIAHVMMN 3MiHAMM Y TEKCTi MapKyBaHHS
yNakoBKM Nikapcbkoro 3acoby. TepmiH BBEAEHHS
3MiH NpOTSArom 6 MicsiLiB Micns 3aTBepAKeHHs!
46. | BEPCABO KOHUeHTpaT ons [O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: - He UA/19827/01/01
po3unHy ans Na6opaTopic Na6opaTtopic /114, 3MiHW | TUNY - AOMiHICTPaTMBHI 3MiHU. 3MiHa nionsizae
iHdpysiiA, 25 mr/mn; in nTp, HaliMeHyBaHHs Ta/abo agpecy Micus
bulk: no 4 mn (100 NpoBaPKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
Mr) y chiakoHi; no roTOBOrO MiKapCbKOro 3acoby, BKUaum
500 donakoHiB y OinbHULI BUMYycKy cepii abo miclie NnpoBeAeHHs
Kopobui; no 16 mn KOHTPOJIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
(400 mr) y chnakoHi; BMPOGHUK/IMNIOPTEP, BKIKOYAKOYM BUMYCK Cepild).
no 500 hnakoHis y AJMiHIiCTpaTVBHa 3MiHa agpecu Micus
KopobLi NpoBaPKEHHSA Ais/IbHOCTI BUpobHUKa MN3.
Brpo6HWK Ta BCi BUPOGHMYI onepadii
3a/IMWATHCA HE3MIHHUMU. TakoX BUMy4aeTbCa
HasBa Ta agpeca BUpo6HMKa /13 aHrnilicbKor
moBoto 3 PN ta MKA /13. 3miHM BHeceHo B
IHCTPYKL,it0 4159 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin
«Micue3HaxomkeHHs1 BUPOOHMKa Ta agpeca
MiCLiAl NPOBaXEHHS Or0 AiSNIbHOCTI» 3
Bi4NOBIAHMMMN 3MiHAMM Y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. TepmiH BBEAEHHS
3MiH NPOTAroM 6 MicsLiB NicNsa 3aTBEPAKEHHS
47. | BIHINIH® piavHa HalukipHa no AT YkpaiHa AT "BITAMIHWL" YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 6e3 nionsizae UA/0964/01/01
(BANNTb3AM 100 r y chniakoHi "BITAMIHA" 3MiHK | TURY - 3MiHK 3 KOCTI. [OTOBWIA peyenma
LLUOCTAKOBCb | nosimepHomy; no nikapcbkuii 3aci6. Cuctema
KOro) 100 r y 6aHLi KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3miHa

nosimMepHii; no 50 r
y 6aHLji nonimepHiii;
no 100 r y chnakoHi
noniMepHomy; no 1

PO3Mipy yNakoBKM roTOBOrO /ikapCbKoro 3acoby
(iHWi 3MiHW) - - BBEAEHHS 404ATKOBOro BUAY
ynakoBku, a came 6e3 naukv no 50 ry 6aHLi, no
100 r y 6aHui, no 100 r y do1akoHi, 3
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
chnakoHy B nauuj; no BiANOBIAHVUMYM 3MiHAMW Y pP. «YNaKkoBKa»
100 r y 6aHui
nosiiMepHiin; no 1
6aHui y nayui; no 50
ry 6aHui
nosiiMepHiin; no 1
6aHLi y nayuj
48. | BIHKPUCTUH- pO34uH ANs iH'ekuid, | Mini Xenckepe Benvka BeHyc Pemegic IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/6430/01/01
Mmini 1 mr/mn; nolmny Nimiteq BputaHis Nimiteq 3MiHN | TURY - AgMIHICTPATUBHI 3MiHW. peyenmom
chnakoHi; no 1 abo BrnyyeHHs1 BAPO6HUYOI AinbHUL (BKIOYAKUN
no 10 donakoHiB B LinbHuui ans A®Il, npoMixXHOro NpoaykTy abo
KOpOO6Lii 3 KapTOHY roTOBOrO NiKapCbKOro 3acoby, AinbHULi Ans
NpoBefeHHA NakyBaHHs, BUPOOHUKa,
BiAANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPO/O cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
a60 [0NOMIKHOT peqyoBMHN (SIKLLLO 3a3HAYEHO Y
[L0CLE) BUTYYEHHS! a/lbTEPHATMBHOIO BUPOGHMKA
A®I BiHKpUCTUHY cynbdat Gedeon Richter S.r.l.,
Italy. 3miHun Il TUny - 3MiHK 3 AKocTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BVXiZHOrO/NPOMIXHOro NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY NpOLLECi
A®l, ab60 3miHa BUpOGHMKa (BKOUatouu, e
HeobxiAHO, MicLe NPoBeAEHHS KOHTPOJTHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BianoBiAHOCTI
€Bponeiicbkil hapmakonei y 3aTBepakeHoMy
[0CbE)(BBELAEHHS HOBOTO BUpOo6HUKa AdI 3
HaZaHHAM macTep-chaiina Ha Adl) BBeAEHHS
[0[aTKoBOro BUpo6HMKa A®| BIHKpUCTUHY
cynbaTty Guangzhou Hanfang Pharmaceutical
Co. Ltd., KuTaii (3aTBEepgKeHo: Vinkem
Laboratories, Karnatka, IHgis)
49. | BOOA And PO3YMHHUK ANs MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 6e3 niosnsieae UA/18610/01/01
IH'EKLLIA napeHTepanbHOro akujoHepHe akujioHepHe 3MiHu | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA peyenma
3acTocyBaHHs Mo 2 TOBapucTBO TOBapucTBO nikapcbkuid 3aci6. CTabinbHICTb. 3MiHa Y
mn abo 5 mn B "IHdpy3ia” "IHdy3ia” TepMiHax NpuaaTHoCTi abo yMoBax 36epiraHHs

amnynax
nosimepHux, no 10
amnyn B nayui

rOTOBOrO JliKapCbKoro 3acoby (36inbLUeHHs
TepMiHy NpUAATHOCTI FOTOBOrO NiKapcbkoro
3acoby) - [lns TOproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK peasibHOro Yacy) -
36i/bLUEHHS TePMiIHY NPUAATHOCTI TOTOBOrO
nNikapcbKoro 3aco6y Ha OCHOBI MO3UTUBHYX
pe3ynbTaTiB fOBIOCTPOKOBUX AOCAIAKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHo:
TepMiH NpMAATHOCTI 2 PoKK. 3anponoHOBaHO:
TepMiH npuaaTHOCTi 3 pokU. 3MiHW BHECEHI B
iHCTPYKLO0 518 MeAWNYHOro 3aCTOCYyBaHHS
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20

3acoby ynakoska) nocsi04YeHHs1

nikapcbKoro 3acoby B po3Ain «TepMmiH
npuaaTHoCTi». BBeAeHHS 3MiH NPOTArom 6-1u
MicsLiB MicNsA 3aTBEPAKEHHS
50. | BOIbTAPEH® PO34UH ONS iH'EKLLN, Hosapric LBeiiuapi Nex CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/9812/01/01
75 mr/3 mn; no 3 Mn dapma Al a dapmacboTukanc LLiBeiiuapis 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA peuenmom

B amnyni; no 5
amnyn y kopobui 3
KapTOHY

n0.4., CnoseHis
Hosaprtic ®apma
LLTeliH AT,
LLBeiuapis

nikapcbkunit 3aci6. KOHTpONb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOrO NikapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKNHOUAKOUM 3aMiHY @60 JOMOBHEHHS)) 3MiHa Y
MeToZi BUnpobyBaHHS roTOBOro NikapCbKoro
3aco6y 3a n. «Bugumi yactkm». BBefeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiC/1A 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkunit 3aci6. KOHTpONb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKEHNX MeToAAxX
BMNpo6yBaHHA) HesHauHi 3MiHu meToay
BMNPOGYBaHHs 3a N. «lgeHTudpikauis 3a
pornomoroto TLWX», a came- BUAaNIEHHSA
«BUABJIEHHA B, npu AOBXWHI XBUNI 366 HM»,;
«BUABMEHHA A Ha AOBXVHI XBUMI 254 HM»
3a/mwaeTbea Ans igeHTudikauii anknodeHaky
HaTpito Ta 6eH3uno0Boro cnupTy. OCKiNbkn
«BUSIB/IEHHSA B, Npu fOBXWUHI XBUNi 366 HM»
HefoCcTaTHbO HagiliHWiA, Wo6 BiyanisyBaTu
nasmMy 6eH3n10BOro CNMPTY, OCKINbKA NASMN
TPOXM MOMITHI ab0 Maiixe HenoMiTHi. Kpim Toro,
ineHTVdikauisa avknoeHaky HaTpilo Takox
nigTeepmkeHa metogom BEPX pasom 3
ineHTudikauieto 3a gonomorow TLX ana
rapaHTii. BBeieHHS 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepakeHHs. 3miHu 1l Tuny - 3MiHu 3
sIKoCTi. FoTOBWMIA Nnikapcbkuid 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (3mMiHa 3HaxoAMTbCA No3a
3aTBEPMKEHUMY AONYCTUMUMU MEXamu
cneuudikauin) 3miHa napameTpis crnevumdikau,i,
a came- pO3LUMPEHHS KPUTEPITB NPUIAHATHOCTI 3a
n. «beH3anbgerig» 3 «He 6inble 10 Mkr/Ma» o
«He Ginblue 20 MKr/Mn». AK HacnigoK, He3HauHi
3MiHW B NPUrOTYBaHHI KOHTPOJILHOrO PO34KHY 3a
nokasHukoM «laeHTudikauisi, KinbkicHe
BU3HAYEHHSA | MPOAYKTU po3nagy 3a [0noMOororo
BEPX». BHeCceHHs1 pefakLiiiHux 3MiH. BBeieHHs
3MiH NpoTArom 6-Tu Micsuis nicns
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBepAKEHHS

51.

FTABAHA®

Kancynu no 75 mr,
no 10 kancyn B
6nictepi; no 2
6nicTepn B nauyuj

NAT
"Kuismegnpen
apart”

YKpaiHa

MAT
"KniBmegnpenapa
™

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHW | TUnY - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapcbKoro 3acoby (36inbLUeHHs
TEepPMiHy NpUAATHOCTI FOTOBOro NiKapCbKoro
3acoby) - [1na Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMK peasibHOro Yacy)
36iMbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB 4OBIOCTPOKOBUX AOCAIAXKEHD
cTabiNbHOCTI y peaslbHOMY Yaci AN [03yBaHHSA
300 wmr:
3arBepakeHo: TepMiH NpUMAATHOCTI: 2 POKU.
3anponoHoBaHo: TepMmiH NpUAaTHOCTI: 3 POKMK.
3MiHM BHECEHI B iHCTPYKLiA ANA MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
"TepmiH npugaTHOCTI". BBeAEHHS 3MiH NPOTArom
6-TN MICALLIB Nic/1A 3aTBEPAKEHHS.

3a
peyenmom

He
nidnsieae

UA/14764/01/01

52.

FABAHA®

Kancynu no 150 wmr,
no 10 kancyn B
6nictepi; no 2
6nicTepn B nauuj

NAT
"Kuismegnpen
apat”

YKpaiHa

MNAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 4O peecTpaviiHnX MmaTepiasiis:
3MiHM | TUny - 3MiHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa Y
TepMiHax NpUAaTHOCTI abo ymMmoBax 36epiraHHs
rOTOBOrO JliKapcbKoro 3acoby (36iNbLUeHHst
TepMiHy NpUAATHOCTI FOTOBOTO /iKapCbKOro
3aco6y) - [l/19 TOpProBoi ynakoBku
(niaTBEPOKYETHCA AAHUMU PEasIbHOTO Yacy)
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHYX
pe3ynbTaTiB [JOBrOCTPOKOBUX A0CAIAKEHD
cTabiNbHOCTI Yy peasibHOMY Yaci AN [03YBaHHSA
300 wr:
3arBepmkeHo: TepMiH NPUAATHOCTI: 2 POKW.
3anponoHosaHo: TepMiH NPUAATHOCTI: 3 POKK.
3MiHM BHECEHI B iHCTPYKL,iS 4151 MeANYHOT0
3acToCcyBaHHS Nikapcbkoro 3acoby y po3gain
"TepMiH npuaaTHocTi". BBeEHHS 3MiH NPOTArom
6-TN MiCALIB Nic/1a 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/14764/01/02

53.

FTABAHA®

kancynu no 300 mr,
no 10 kancyn B
6nictepi; no 2
6nictepu B nayuj

NAT
"Kuismegnpen
apart"”

YKpaiHa

MAT
"KuiBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHu | TNy - 3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36inbLUeHHs
TEepMiHy NpUAaTHOCTI FOTOBOTO JliKapCbKOro
3acoby) - 119 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy)
36i/IbLUEHHS] TEPMiHY NPVAATHOCTI TOTOBOr0

3a
peyenmom

He
nionsieae

UA/14764/01/03
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHYX
pe3ynbTaTiB OBIOCTPOKOBUX AOCMIAKEHD
cTabiNbHOCTI Y peasibHOMY Yaci AN [03YBaHHSA
300 wr:
3aTBepmkeHo: TepMiH NPUAATHOCTI: 2 POKW.
3anponoHoBaHo: TepMiH NPMAATHOCTI: 3 POKK.
3MiHU BHECEHI B IHCTPYKLiA 4719 MEANYHOrO
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"TepMmiH npugaTHOCTI". BBeAEHHS 3MiH NPOTArom
6-TW MicALIB Nic/1a 3aTBEPAKEHHS.

54.

FTABAHA®

Kancynu no 75 mr,
no 10 karncyn B
6nictepi; no 2
6nicTepn B nauuj

NAT
"Kuismegnpen
apart”

YKpaiHa

MAT
"KniBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHKM | TRy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili XapakTepucTuL,ji NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA
reHepUUHNX/ribpUAHNX/6I0NOAIGHNX NiKapCbKMX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He noTpebye
HajaHHS XOAHMX HOBUX AOAATKOBUX [AaHUX).
3MiHN BHECEHO B IHCTPYKLiO 415 MeANYHOT0
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi Bnactusocti”, "Baaemogis 3
HLUIMMK NikapcbkMKM 3aco6amMu Ta iHLWi B1uam
B3aemogiit”, "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "Mobivni peakuii”
BiANOBIAHO 40 OHOBMEHOT iHChopMaLii LWoao
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby Jlipuka, kancynu no 75 wmr, 150 mr abo
300 mr. BBefieHHA 3MiH NPOTATOM 6-Tu MicALiB
nicns 3aTBepKeHHs. 3MiHu | Tvny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS ikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NMaHy nefiaTpUyHNX JOCAIAXKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm). 3MiHW BHECEHO B
IHCTPYKLit0 A58 MeANYHOro 3acTOCyBaHHS
nikapcbKkoro 3acoby Ao posginis "OcobmBocTi
3acTocyBaHHs", "lMo6ivHi peakuii”" BignoBigHO A0
OHOB/IEHOI iHhopMaLii 3 6e3nekn 3acTOCyBaHHS

3a
peyenmom

He
nidnsieae

UA/14764/01/01




48

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

Ait040T pevoBMHM flikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS

55.

FABAHA®

Kancynu no 150 wr,
no 10 kancyn B
6nicTepi; no 2
6nictepu B nayuj

NAT
"Kuismegnpen
apat”

Ykpaina

NAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHKM | TUNy - 3MiHK WoAa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKIili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHS
reHepuYHUX/ribpuaHNX/6ionoaibHNX NiKapCbKMX
3ac06iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye
HafiaHHS XOAHVX HOBKX AOAATKOBUX JaHUX).
3MiHV BHECEHO B IHCTPYKLiO AN18 MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi Bractusocti”, "Baaemogis 3
iHLWIMMK niKapcbKMK 3acobamu Ta iHWi BUAK
B3aemogiin", "OcobmBoCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHs rpyaato”, "Mo6iyHi peakuii”
Bi4MNOBIAHO 40 OHOBMEHOT iHChopMaLii oo
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby flipuka, kancynu no 75 mr, 150 mMr a6o
300 mr. BBeAeHHS 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHKn Wwoao
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynspHo OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 JOC/iAKeHb, MPOBEAEHNX
Bi4NOBIAHO A0 NMaHy nejiatpudHNX SOCNiAXKeHb
(PIP) (3mMiHy y3rofkeHo 3 KOMNEeTeHTHUM
YNOBHOB&XXEHWM OpraHoM). 3MiHV BHECEHO B
iHCTPYKL,it0 415 MEeANYHOro 3aCTOCyBaHHS
NiKkapcbKoro 3acoby A0 po3ginis "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakuyii” BignoBigHoO Ao
OHOB/EHOI iHhopMaLi 3 6e3nekn 3acToCyBaHHS
Ait040T PeYOBUHM NiKapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/14764/01/02

56.

FABAHA®

kancynu no 300 wmr,
no 10 kancyn B
6nictepi; no 2
6nicTepn B nauj

NAT
"Kuismegnpen
apat”

YKpaiHa

MNAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
3MiHM Y KOPOTKIil XapaKTepucTuLli Nikapcbkoro

3a
peyenmom

He
nionsieae

UA/14764/01/03
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA
reHepuyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKUx
3ac06iB Nicna BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He NnoTpebye
HalaHH$ XXOAHWX HOBMX AOAATKOBUX JAHUX).
3MiHU BHECEHO B IHCTPYKLi0 4151 MeAUYHOTo
3aCTOCYyBaHHS Nikapcbkoro 3acoby Ao po3zinis
"®apmakonoriyHi BactmsocTi", "B3aemogis 3
HLIMMKW NikapcbkMKM 3acobamMu Ta iHLWi BUuam
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaat”, “rMo6ivHi peakuii”
BiANOBIAHO 40 OHOBNEHOT iHChopMaLi oo
3acTocyBaHHs pehepeHTHOro Nikapcbkoro
3acoby Jlipuka, kancynm no 75 mr, 150 mr abo
300 mr. BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XxapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHs Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS ikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKV 3BIiTYy 3 AOC/IMKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NiaHy nefiaTpUYHUX SOCAIAKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVNM OpraHoM). 3MiHV BHECEHO B
IHCTPYKL,itO0 415 MEeANYHOro 3aCTOCyBaHHS
nNiKapcbKoro 3acoby A0 po3ainis "OcobnnBoCTi
3actocyBaHHs", "MobiuHi peakuyii" BignoBsigHO A0
OHOBJ/IEHOI iHhopMaLiii 3 6e3nekn 3acTocyBaHHsA
Lit040i pevyoBuHY NikapcbKoro 3acoby. BBefeHHs
3MiH NpPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHSA

57.

FEKCACIMPEN

cnpeii OpOMYKO3HWIA,
750 Mr/30rno 30ry
aepo30/1IbHOMY
donakoHi; no 1
chnakoHy B
KapTOHHIA KopoobLi

Na6opaTopii
Bywapa
Pekoppaarti

PpaHuis

Na6opatopii
Bywapa
Pekopgaarti

dpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®l. 3miHa y MmeToax BuUNpobyBaHHs AdD| abo
BUXIAHOrO MaTepiany/npoMixxHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea APl (He3HauHi 3MiHN y
3aTBEPMAKEHNX METOAAX BUNPOGYBaHHS)
He3HauHi OHOB/IEHHS | pefakLiiiHi npaBku B
Onunci cTaHgapTHUX 3paskis, LU0
BUKOPVCTOBYIOTLCS B @aHaIITUYHUX METOAMKAX
KOHTpOt0 sikocTi A®l. OHOBANEHHS | pefaKLiiHi

6e3
peuyenma

UA/6180/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
npaeku y po3ginax 3.2.S.4.2. AHaniTu4Hi
mMeToauku, 3.2.S.4.4.AHani3 cepiii, 3.2.S.5.
CraHfapTHi 3pa3ku Ta npenaparwm,
3.2.S.7.1.Pe3tome LWo[0 cTabinbHOCTI Ta
BUCHOBKW. 3MiHUW | TUNY - 3MiHW 3 AKOCTI.
oTOBUIA NikapCbknii 3aci6. KOHTPO/b FOTOBOrO
nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPO6YBaHHS rOTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAAX
BMNPOOYBaHHSA) He3HAYHI OHOBJ/IEHHS i
peAakLiiiHi NpaBkn B ONWCi CTaHAAPTHUX 3pa3kKiB,
LLIO BUKOPUCTOBYIOTLCA B @HaNITUHHUX
MeTOoAMKaxX KOHTPOSI0 AKOCTI I/13. OHOB/MEHHS i
pepakLiiHi npaBku y po3ginax
3.2.P.5.2. AHaniTM4Hi MeToamku,
3.2.P.5.5.AHani3 cepiid, 3.2.P.6. CTaHgapTHi
3pasku Ta npenapatu, 3.2.P.8.1.Pesome won0
cTabinbHOCTI Ta BUCHOBKM, 3.2.P.8.3. faHi npo
CTabifIbHICTb
58. | TENIbMIHTOKC | Tabnetku, BKpUTI Na6opaTopis ®paHuis IHHOTepa LLysi PpaHLis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 6e3 - UA/10137/01/02
NAiBKOBOIO IHHOTEK 3MiHW Il TMny - 3MiHW 3 AkocTi. ADIL. (iHWi 3MiHK) - peyenma
060/10HKO, No 125 IHTepHacbioH OHOBNEeHHA ASMF ans Aito4oi peyoBrHU
Mr; Mo 6 TabneTok y anb nipaHTeny emboHaty 3aTBepAXeHOro BUpobHMKa
6nictepi; no 1 COSMA S.p.A, Itania (3aTBepgxeHo: ASMF
6nictepy B 2000-068 January 2015 ); 3anpornoHOBaHoO:
KapTOHHIA KopooLi ASMF 2000-068 March 2020)
59. | TENIbMIHTOKC | Tabnetku, BKpUTI Nab6opaTtopis dpaHuis IHHOTepa LUysi dpaHuis BHECEHHS 3MiH 4O peecTpaLiiHnx MmaTepiasiis: 6e3 - UA/10137/01/01
NNiBKOBOO IHHOTEK 3MiHu Il Tuny - 3miHK 3 aKocTi. A®I. (iHLWi 3MiHK) - peuyenma
060/10HKO0, N0 250 IHTepHacbioH OoHoB/leHHss ASMF ans gitovoi peyoBuHU
Mr; o 3 TabneTkm y ab nipaHTesly emboHaTy 3aTBepAXEeHOro BUPOGHMKa
6nictepi; no 1 COSMA S.p.A, Itanisa (3aTBepmkeHo: ASMF
6nictepy B 2000-068 January 2015 ); 3anponoHOBaHO:
KapPTOHHI KOpooLj ASMF 2000-068 March 2020)
60. | MIKOCTEPUN pO34nH ANa iHdysild; MpuBaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a He UA/1860/01/01
®5 no 200 mn, 250 mn, akujioHepHe akujioHepHe 3MiHu | TNy - 3MiHK 3 SKOCTi. FOTOBWIA peyenmom | nidssi2ae
400 mn, 500 mny TOBapUCTBO TOBapUCTBO nikapcbkuii 3aci6. CTabinbHiCTb. 3MmiHa Y
nnswekax; no 250 "IHdpy3in” "IHdy3ia" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs

M, 500 mn y nakeTi
nonimepHomy; no 1
nakety
nonimepHomy B
npo3opomy
nnacTMKoBOMY
nakeTi

rOTOBOrO J1iKapCbKOro 3acoby (36inbLUeHHs
TEepMiHy NpUAaTHOCTI FOTOBOTO JliKapCbKOro
3acoby) - 1119 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy) -
BHeceHHs 3MiHM [0 MaTepianis peecTpavjiiniHoro
[ocbke Ta'y po3gin MKA N3 «TepMiH
npugatHocTi»: [litoya pegakuis: Tepmi
NpVAATHOCTI: 2 pokn MNponoHoBaHa peaakuis:
TepMiH NpuaaTHoCTi: 3 pOKN 3MiHW BHECEHI B
po3gin "TepMiH NpuaaTHOCTI" B IHCTPYKLUil0 ANns
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
MeAMYHOr0 3aCTOCYBaHHSA NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-tu micauis nicns
3aTBEPAKEHHSA
61. | TOPAOKC PO34UH ONS iH'EKLLN, BAT "TeneoH YropwumHa BAT "TeaeoH YropwuHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/7395/01/01
10 000 KIoA4/mn, no PixTep" PixTep" 3MiHKM | TUNy - 3MiHK WoAa0 peuenmom
10 mn B amnyni; no 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
5amnyny 3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
nnacTrkosili hopmi; perynsipHO OHOBJ/TOBAHMX 3BITiB 3 6e3neku
no 5 nnacTnkoBux NiKapcbkunx 3aco6iB - 3MiHa 4acToTu Ta TEPMiHY
chopM y KapTOHHii nofaHHA perynsapHO OHOB/IIOBAHOIO 3BITY 3
Kopobui 6e3nekun nikapcbkoro 3acoby:
[itoua pepakujis:
YacTtoTa nogaHHsa PO3b — 5 pokis; KiHueBa
fara ans BKIYeHHs gaHux o PO3b —
01.11.2027 p.; Aata nogaHHa — 30.01.2028 p.
MponoHoBaHa pegakuis:
YactoTa nogaHHa PO3B — 2 poku; KiHueBa gata
ONA BKNIOYEHHA gaHux o PO3b — 28.02.2024
p.; AaTta nogaHHA — 28.05.2024 p.
PekomeHaoBaHO [10 3aTBEPKEHHS BiNOBIAHO
[0 NepioAnYHOCTI NOJAHHS pPerynspHo
OHOBJ/IHOBAHUX 3BITIB 3 6E3MeKU /TiKapCbKux
3aco6iB y €BponelicbkoMy Coto3i.
62. | TPUNPNIO Tabnetkn ans AHaHTa Benvka ApTypa IHgis BHECEHHS 3MiH 4O peecTpaviiHnX MmaTepiasii: Ne 4, Ne 10 - - UA/6965/01/01
BMPOGHUKa Megikeap N14. BpuTaHis PapmacbloTikan3 3MiHM | TUny - 3MiHK 3 skocTi. FoToBMIA 6e3
dnamiHro Met. NITA., IHGis; nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa peyenma;
dapmacbloTUKanc dnamiHro po3Mipy cepii (BK/ItOYatoUn gianasoH po3mipy Ne 200 — 3a
nra., IHapia, no 4 dapmacbloTukanc cepii) roToBOro Nikapcbkoro 3acoby (36i/bLIeHHs peuenmom
Tabnetkun y cTpuni, nta., IHpis [0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM

no 1 crpunyy
KOHBepTi; no 4
Tabnetku y cTpuni,
no 1 crpunyy
KOHBepTi, no 50
KOHBEPTIB y
KapTOHHI kKopoo6Lj;
[ANs BUPOGHYMKa
ApTypa
dapmacboTikani3
MeT. N14., IHAiA, no
4 TabneTkn y cTpuni,
no 1 crpunyy
KOHBepTi; no 4
Tabnetku y cTpuni,
no 1 crpunyy
KOHBepTi, no 50
KOHBEPTIB y
KapTOHHI Kopoo6Lj;

po3Mipom) -

BBeEHHS 04ATKOBOro po3mipy cepii M3
BMPOGHMLTBA ApTypa ®apmacbioTikan3s MBsT.
Nta., IHAis — 800 000 Tabnetok (Mo 4 TabneTkn y
cTpuni, no 1 cTpuny y koHsepTi- 200 000 yn.; no
4 TabneTkn y cTpuni, no 1 cTpuny y KOHBepTI, No
50 KOHBEPTIB Y KApTOHHIl kKopobui — 4000 yn.; no
10 TabneTok y 6nicTepi, no 1 6nictepy y kopobui
— 80 000 yn.)
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
no 10 TabneTok y
6nictepi, no 1
6nicTepy y kopobui
63. | AAP®EH® CyChneHsisi opasibHa, MpAT YkpaiHa BMPOGHMLITBO IcnaHis 3MiHu | TUNY - 3MiHK Woao0 6e3 - UA/18783/01/01
EKCINPEC 200 mr/10 mn; no 10 "papmaueBTu roToBOro 6e3nekn/edpeKkTUBHOCTI Ta hapMakoHariagy peuenma
My cate; no 10 yHa hipma NPOAYKTY, (iHwWi 3miHW) - BBEAEHHSA [OAATKOBOrO TEKCTY
calle B naull "NapHuua" KOHTpO/b/TecTyBa MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby, B
HHS, BUNYCK cepil SIKOMY 3a3Ha4yatoTCA BUPOOHUKM BiANOBiAa bHI
roToBOro 3a BUNycK cepii. BBeAeHHsA 3MiH NpoTArom 6-Tu
NPOAYKTY: MiCAILiB Micns 3aTBePKEHHS.
EQEPAPM, C.J1.,
Icnanis
KOHTpO/b/TecTyBa
HHS Ta BUMNYCK
cepii roToBoro
NPOAYKTY:
SAPMANIAEP,
C.A., IcnaHis
MiKpo6ionoriyHuii
KOHTPONb:
Biona6, C./1.,
Icnanis
64. | AAPPEH® CyCneHsis opasibHa, MpAT YkpaiHa BMPOGHMLITBO, HigepnaHngu BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 6e3 - UA/18549/01/01
Kiac 100 mr/5 mn; no 100 "dhapmaueBT nepBuHHE Ta / 3MiHu | TMNy - 3MiHK WoA[0 peyenma
M, 200 mn y yHa thipma BTOPVHHE IcnaHis 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
chnakoHi; no 1 "OapHuus” nakyBaHHs, (iHwWwi 3miHW) BBEAeHHSA [0AaTKOBOrO TEKCTY
chnakoHy y KOHTPO/b SIKOCTI, MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby, B
KOMMNAEKTI 3i BMNyCK cepii SIKOMY 3a3Ha4aroTcs BUPOOHMKY BiANOBIAA/bHI
LnNpuLom- roToBOro 3a BUMYCK cepii. BBeeHHSA 3MiH NpOTArom 6-1u
[,03aTOPOM Yy nauuj NPOAYKTY: MiCSILiB MiCcNA 3aTBepAKEHHS

[endhapm bnagen
B.B., HigepnaHauw;

BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS, BUNYCK
cepii rotoBoro
NPOAYKTY:
Epnedapm, C.J1.,
IcnaHxisi; KOHTPO/b
AKOCTI (3a
BUHATKOM
MiKpo6iosioriyHoro
KOHTPO/I10),
BMNyCK cepil
roToBOro
NPOAYKTY:
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy

(nikapcbka gpopma,

ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

dapmanigep,
C.A., IcnaHis;
MiKpo6ionoriyHunii
KOHTPO/b
(cy6nigpagHuk
KomnaHii
Farmalider, S.A.):
Biona6, C.J/1.,
Icnanis

65.

LAPDEH®
KIAC ®OPTE

CyCneHsis opasibHa,
200 mr/5 mn, no 100
My chnakoHi, no 1
donakoHy y
KOMNAEKTi 3i
LINPULOM-
[03aTopoM B nauyuj

MpAT
"®apmaueBTn
yHa hipma
"fapHuus”

Ykpaina

BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepil
roToBOro
NPOAYKTY:
Nendapm Bnagen
B.B., HigepnaHau;
BUPOBHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHS, BUNYCK
cepii roToBoro
NPOAYKTY:
Enedapm, C.J1.,
IcnaHist; KOHTPO/Ib
AKOCTI (3a
BUHSATKOM
MiKpo6ioioriyHoro
KOHTPO/110),
BMNyCK cepil
roTOBOro
NPOAYKTY:
dapmanigep,
C.A,, IcnaHis;
MiKpo6ionoriyHuiA
KOHTpO/b
(cy6nigpagHuk
KomnaHii
Farmalider, S.A.):
Biona6, C.J/1.,
Icnanis

Higepnanaun
[ Icnanis/

3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edpekTBHOCTI Ta hapMakoHariagy
(iHwWi 3miHW) - BBEAEHHSA [OAATKOBOrO TEKCTY
MapKyBaHHS YNakoBKy/ Nikapcbkoro 3acoby, B
SKOMY 3a3Ha4aloTbCsA BUPOOHUKY BignoBigasibHi
3a BUNycK cepii. BBeAeHHsA 3MiH NpoTArom 6-Tu
MiCAILiB Micns 3aTBEPKEHHS.

6e3
peyenma

UA/18550/01/01

66.

DNE3NOPATA/,
WH

TabneTku, BKPUTI
060/10HKOI0, N0 5 Mr;
no 10 TabneTok y
6nictepi; no 1 abo
no 3, abo no 10

MpAT
"TexHosor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuL NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUIT Ans

6e3
peyenma

nionsieae

UA/13810/01/01
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Ne

Hassa

o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
6nicTepiB B nayuj 3 MeZJMYHOro 3aCTOCYBaHHs Ha niacTasi
KapToHy perynsipHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKV 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NiaHy nefiaTpUYHUX JOCAIAKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XEHWM opraHom) 3MiH1 BHECEHO 0
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
nikapcbKoro 3acoby a0 po3ainy "Mo6iyHi peakuii”
BiANOBIAHO A0 pekomeHaauin PRAC
67. | DEKCMELETO KOHUeHTpaT ons AT "Kanuekc" Nartsia BCi cTagii CnoBayumHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/18314/01/01
MIAVH pO34nHy oNns BMPOBHUYOrO / 3MiHKM | TUNy - 3MiHK WoAa0 peuenmom
KANLUEKC iHcpysii, 100 mMKr/mn npotecy, kpim Natsis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
no 2 mna B amny’ii; BMNYCKY cepii: 3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
no5amnyny XBM ®apma perynsipHO OHOBJ/IOBaHMX 3BITiB 3 6e3neku
KOHTYPHIl c.p.o., nikapcbkux 3aco6iB. 3MiHa 4acToTN Ta TEPMIHY
YapyHKOBIi CnoBayuunHa; nofaHHA perynsapHO OHOB/IIOBAHOIO 3BITY 3
ynakoBLi; no 1 a6o 5 BUPOGHWK, SKWiA 6e3nekun (PO3B) nikapcbkoro 3acoby: Aiova
KOHTYPHUX Bignosigae 3a pegakuis: Yactota nogaHHs PO3B - 1 pik;
YapyHKOBUX KOHTPO/b KiHueBa gata gns BkItoueHHA gaHnx ao PO36 -
ynakoBOK B naui 3 cepii/BunpobysaH 15.03.2022 p.; pata nogaHHsa PO3b -
KapToHy Ha: AT "IpiHgekc", 24.05.2022 p. NponoHoBaHa pefakuis: Yactota
JaTBis; BUPOGHUK, nogaHHa PO3B - 3 poku; KiHueBa gata ons
SIKWIA BigNoBigae BK/IOYeHHA gaHnx no PO3b - 15.03.2024 p.;
3a BUNycK cepil: para nogaHHa PO3b - 13.06.2024 p.
AT "Kanuekc", PekomeHf0BaHO [0 3aTBEPIXEHHA BiAMNOBIAHO
NartBis [0 NepioguyHOCTI NOAAHHS perynspHo
OHOB/IHOBAHUX 3BITIB 3 6e3MneKkun Nikapcbkmx
3aco6iB y €Bponeiicbkomy Cotosi.
68. | AEPUBA renb, Lmr/rno5r F'neHmapk IHAis neHmapk IHAis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 6e3 - UA/9164/01/01
BOAHWA FENb | a6o no 15 r y Ty6i; dapmacboTuK dapmacboTukans 3MiHu | TUNYy - 3MiHK 3 AKOCTI. FoTOBMIA peyenma
no 1 Ty6i B ans Nita,. nra. nikapcbkuii 3aci6. KOHTpoNb roToBOro

KapTOHHIiA KOpo6Li

nikapcbkoro 3acoby. 3miHa napameTpis
crneungikauii Ta/abo 4oNyCTUMUX MEX rOTOBOro
nikapcbKoro 3acoby (AONOBHEHHS cneumdikauii
HOBUM MOKa3HUKOM 3 BiNOBIAHUM METOAO0M
BMNPOOGYBaHHS) AONOBHEHHS cnevmdikawii MN3
3a napameTpoM «MikpobiosioriyHa uncrora»
nokasHukom «Burkholderia cepacia complex» 3
BiAMNOBiAHMM METOLOM BMMNPOOYBaHHS,
BignoBigHO A0 BUMor USP. A Takox 3MiHa
nocunaHHA 3 bputaHcbkoi hapmakonei Ha
thapmakoneto CLUA Ta yTOUHEHHS
chopMy/ItoBaHHSI BUMOT A/151 MOKa3HMKa
«Mikpob6ionoriyHa ynctoTa» 6e3 3MiH KPUTEPIHD
NPUIAHATHOCTI




Ne

Hassa

Popma sUnyCKy

3asaBHUK

55

n/n

69.

NiKapcbKo20
3acoby
AEPUBA C

(nikapcbka gpopma,
ynakoska)
renb; no 5r abo no

neHmapk

Kpaina
3asBHUKa

IHais

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o

70.

FENb

AEPUBA C MC

15 ry Ty6i; no 1 Ty6i
B KApPTOHHIli Kopobu,i

renb; no 15 ry Ty6i;

dapMacbioTUK
ans Jta,.

rneHmapk

neHmapk
dapmMacboTVKan3
nra.

IHgis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbKuit 3aci6. KOHTPOb roToBOro

nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikaLii Ta/abo AONYCTUMUX MEX FTOTOBOrO
nNikapcbkoro 3acoby (40NOBHEHHS cnevmdikawii

HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOAO0M

BUNPOGYBaHHSA) AONOBHEHHS cnevmdikauii MN3
3a napameTpoM «MikpobiosioriyHa ynctoTa»
nokasHukom «Burkholderia cepacia complex» 3
Bi4NOBIAHMM METOLOM BUNPOOYBaHHS,
BiANOBIAHO A0 BMMOr USP. A Takox 3MiHa
nocunaHHs 3 bputaHcebkoi hapmakonei Ha
thapmakoneto CLUA Ta yTOUYHEHHS
chopMy/ItoBaHHS BUMOT A/151 MOKa3HMKa
«MikpobiosnoriyHa ynctoTa» 6e3 3MiH KpUTEpIto
NPUAHSITHOCTI.

3a -
peyenmom

nocsBi0O4YeHHs
UA/9245/01/01

71.

ANKNODEHAK

no 1 Ty6i B
KapTOHHI KOpooLi

cynosutopii

dapmMacblTUK
ans /114,

IHais

neHmapk
dapmMacboTVKan3
nra.

IHgis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHM | TUny - 3MiHK 3 AkocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOob roToBOro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbkoro 3acoby (4ONOBHEHHS cnevundikawii
HOBMM MOKA3HVKOM 3 BiAMOBIigAHMM METOL0M
BMNPO6YBaHHSA) AONOBHEHHS creumndikayii M13
3a napameTpoM «MikpobionoriyHa ymctoTa»
nokasHukom «Burkholderia cepacia complex» 3
BiNOBIAHUM METOA0M BUNPOGYBaHHS,
BignoBigHO A0 BUMor USP. A Takox 3MiHa
nocunaHHA 3 bputaHcbkoi hapmakonei Ha
thapmaxoneto CLUA Ta yTOYHEHHSA
dhopmytoBaHHSA BUMOT A/151 NOKa3HMKa
«MikpobiosioriyHa ymctoTa» 6e3 3MiH KpuTepito
NPUIAHATHOCTI.

6e3 -
peyenma

UA/14954/01/01

pekTasibHi no 0,1 T;
no 5 cynosutopiis y
6nictepi; no 2
6nicTepn B nauuj 3
KapToHY

MpusaTHe
akuioHepHe
TOBapUCTBO

«J1ekxim-

XapkiB»

YkpaiHa

MpusaTHe
akuioHepHe
TOBapuUCTBO

«Jlekxim-Xapkis»

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuL Nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4ns
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku

3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOC/TiAKEHb, MPOBEAEHNX
BiANOBIAHO A0 NaHy nejiatpudHNX SOCNIAKEHb
(PIP) (3miHy y3rofpkeHo 3 KOMMNEeTEeHTHUM

3a
peyenmom

He
nidnsieae

YMOBHOBa&XXEHUM OpraHom) - 3MiH1 BHECeHi go

UA/7239/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "3acTocyBaHHs Y
nepiog, BariTHoCTi abo rogyBaHHs rpyaat”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito4oi pevyoBuHW. BBEeHHSA 3MiH NPOTArom 6-Tu
MicsLiB MiCNsA 3aTBEPAKEHHS

72.

ANKNO®EHAK
HATPIIO

Kancynu no 25 mr;
no 10 kancyn y
6nictepi; no 3
6nictepun y kopobui 3
KapToHy

ToBapucTso 3
06MeXeHo
BiANOBIAaAbHI
CTHO
«®apmavueBTu
YHa KOMNaHis
«3[0poB’A»

YkpaiHa

ToBapucTso 3
06MeXeHot
BiANOBIAALHICTIO
«XapkiBCbke
hapmaveBTuyHe
nignpueMcTeo
«3[0poB’A
Hapoay»

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro NocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHKM | TRy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsagy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iRCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIga/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3MiHa ynoBHOBaXXeHO!
0co6U 3asBHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnag. Jitoya pefakuis: 3uMuubka
MapuHa OnekcaHgpisHa. MponoHoBaHa
pegakuis: LLleBueHko OneHa IropiBHa. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0CO6M
3asBHMKa, BigNoBiga/IbHOI 3a hapMakoHarnsg.
3MiHa MicLe3HaxomKeHHs MacTep-daiina
cuctemu dhapmakoHarnsgy Ta moro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

3a
peyenmom

UA/1477/01/01

73.

ANKNODEHAK
HATPIIO

PO34UH ON151 iH'EKLLNA,
25 mr/mn; no 3 mn B
amnyni; no 5 amnyn
y nauui 3
neperopofkamu; no
3 mn B amnyni; no 5
avnyn B
OfiHOBIYHOMY
6nicTepi; no 1
6nictepy y nauuj; no
3 M B amnyni; no
100 amnyn y

MNpuBaTHe
akujoHepHe
TOBapuCTBO

"lekxim -

Xapkis"

YkpaiHa

MNpuBaTHe
akujoHepHe
TOBapuCTBO

"Jlekxim - Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHY | TUNY - 3MiHN LWoAo
6e3nekn/eddekTBHOCTI Ta hapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL,j NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHs Ha niAcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS /likapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKM 3BITYy 3 AOCNIMKEHb, NPOBEAEHNX
Bi4MOBIAHO A0 NM/1aHy NeAiaTpUYHNX AOCIAKEHb

3a
peyenmom

He
nionsieae

UA/13364/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
KopooLi 3 (PIP) (3mMiHy y3rokeHo 3 KOMMNEeTEeHTHUM
neperopoaxamm YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHI A0
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ainm "OcobnmnBocCTi
3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "Mo6iyHi
peakuii" BiANOBIAHO 4O OHOBMEHOT iHhopMmaLi 3
6e3nekun aitoyoi pevyoBuHW. MpeacTasneHi 3MiHK
B iH(hopMmawii 3 6e3neku LLoA0 BHECEHHS 3MiH Ta
[OMOBHEHb A0 po3ainiB «OcobamBocCTi
3aCTOCYBaHHS», «3aCTOCYBaHHS y Nepios,
BariTHOCTi abo rofyBaHHs rpyaao» 1a «MobivHi
peakLii» NpoekKTy iIHCTPYKLii 415 MeanyHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ha niacrasi
pekomeHgauii PRAC, Lo po3mileHi Ha
odpiyjtHomy caiti EMA MOXyTb 6yTu
peKkoMeHA0BaHI 0 3aTBePAKEHHSA Ta BHECEHHS
B IHCTPYKL,iIO 4719 MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby. BBeAeHHS 3MiH NpOTArom
6-T1 MicsLIB 3 AaTWN 3aTBEPKEHHS
74. | AUMEAPON- Tabnetkun no 50 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/4851/02/03
AAPHULA no 10 TabneTok y "papmaueBTu "papmMaueBTNYHa 3MiHW | TUny - 3MiHK 3 AKocTi. FoTOBMIA peyenmom
KOHTYPHili yHa hipma hipma "OapHuus" nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
YapyHKOBIl "NapHuus" po3mipy cepii (BknoUaroun gianasoH po3mipy
ynakosui; no 1 cepii) roToBOro NikapcbKoro 3acoby (iHLwi 3MiHM)
KOHTYPHili LonoBHeHHs po3gainy 3.2.P.3.2. Cknag Ha cepito
YapyHKOBIl yrnakoBLi Ha N3 iHchopmaLlieto Woa0 po3mipy cepiii B
B nauuj; no 10 TabneTok Ta ynakoskax 400,00 kr (2 666,666
Tabnetok y TnC. Tabn./266,666 Tnc. yn.Nel10), 600,00 kr (4
KOHTYPHUX 000,000 T1c.Ta6n./400,000 Trc.yn.Nel10). 3miHu |
YapyHKOBUX TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
ynakoBkax 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3mipy cepil
(BkNtovarouy AianasoH po3mipy cepii) roToBOro
nikapcbkoro 3acoby (3mMeHLweHHs go 10 pasi)
0o p. 3.2.P.3.2. «Cknag Ha cepito» BHECEHO
HOBWI PO3Mip Cepii roTOBOro MikapcbKoro 3acoby
— 200,00 «r (1333,333 Turc. Tabn./133,333 TUC.
yn. Nel10) Ha [oAaTOK [0 BXe 3aTBEPKEHUX
po3mipis cepii 400,00 kr (2 666,666 TuC.
Ta61./266,666 Tnc. yn.Ne10), 600,00 kr (4
000,000 T1c.1a61./400,000 Trc.yn.Nel0).
75. | AUMETUNCYN renb, 500 mr/r; no 15 CninbHe YkpaiHa NOBHWIA LMK YKpaina BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 6e3 - UA/19829/01/02
b®OKCHUA ra6o no 30 ry Ty6i; YKpaiHCLKO- BMPOGHMLITBA, 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FoTOBMIA peyenma
no 1 Ty6iy nauuj 3 icnaHcbke BUMNYCK cepil; nikapcbknii 3aci6. Onuc Ta cknag. 3miHay
KapTOHY nigNPUEMCTBO KOHTPO/b SKOCTI: ckagi (40NoMiXKHMX peyoBMHax) roToBOro
"CMEPKO CninbHe nikapcbKoro 3acoby (iHLWi ONOMKHI pe40oBUHN) -
YKPAIHA" YKpaiHCbKO- 3amiHa OfHi€l AONOMDKHOT PEYOBUHY Ha iHLY 3
icnaHcbke TVMU CamMUMK PYHKLIOHATbHUMU
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
niaNpueMCTBO XapakTepucTkamu Ta Ha TOMy CaMOMy PiBHi -
"Cnepko YkpaiHa" 3MiHa 4OMNOMDKHOI pe4oBUHM apomMaTm3aTop
M'SITU Ha iHWWIA aHanorivyHKniA apoMaTumsarop, Wwo
Mae xapakTepHuii 3anax Mt 3 TUMWU camrmu
OYHKLiOHa/TbHUMU XapakTepucTukamm. OCKiSIbKu
HOBa AOMNOMDKHA peyoBMHa MaE€ iHLWi HOPMaTUBHI
BMMOTW, BUHUK/1A HEOOXiAHICTb B OHOB/IEHHI
crneundikauii A1 BXiAHOrO KOHTPOJI0
76. | AUMETUNCYN renb, 250 mr/r; no 15 CninbHe YkpaiHa NOBHWI LMK Ykpaina BHECEHHS 3MiH 4O pPEeeECTpaLiiHnX MaTepiasiis: 6e3 - UA/19829/01/01
bdPOKCUA ra6o no 30 ry Ty6i; YKpaiHCbKO- BMPOGHMLITBA, 3MiHu | TURY - 3MiHK 3 SKoCTi. FoToBMIA peyenma
no 1 1y6i y nauuyi 3 icnaHcbke BUNYCK cepil; nikapcbkunii 3aci6. Onuc Ta cknag. 3miHa y
KapToHy nignpyeMCcTBO KOHTPONb AKOCTI: cknagi (4oNoMKHUX peyoBMHaX) roTOBOro
"CMEPKO CninbHe nikapcbKoro 3acoby (iHWi AONOMDKHI pe40BUHN) -
YKPAIHA" YKpaiHCbKO- 3aMiHa OfHiel AONOMIXXHOI PEYOBMHY Ha iHLY 3
icnaHcbke TUMU camUMK DYHKL,iOHaNTbHUMMU
nignpueMcTBO XapakTepucTkamy Ta Ha TOMy CaMOMy PiBHi -
"Cnepko YkpaiHa" 3MiHa fONOMIXHOI pevyoBUHM apoMaTmu3aTop
M'SITU Ha iHWWIA aHanorivyHKniA apoMaTumsarop, Wwo
Mae xapakTepHuii 3anax M'sTu 3 TUMWU camrmu
PYHKLiOHa/TbHUMU XapakTepucTukamm. OCKiSIbKu
HOBa AOMNOMDKHA peyoBMHA MaE€ iHLWi HOPMaTUBHI
BMMOTW, BUHUKA HEOOXiAHICTb B OHOB/IEHHI
cneundikauii AN BXiAHOrO KOHTPO/IO
77. | AUMICTA cnpeli HaszaNbHUI, MELA dapma HimeuumnH BUPOBHMK, IHgis/ BHECEHHS 3MiH 4O peecTpaviiHnX MmaTepiasii: 3a - UA/14920/01/01
cycneHsis, 137 'M6X eHg Ko. a BiAnoBiganbHuii 3a |  HimeyunHa 3MiHuM | TUNy - 3MiHK 3 AkocTi. CepTudpikat peuyenmom
MKr/50 MK Ha fo3y KI BMPOGHULITBO BignosigHocTi/l E-cepTudikar signosigHocTi
no 6,4 r cycneHsii y Hepo3dacoBaHol €Bponeiicbkii hapmakonei/moHorpadii. 3miHu,
chnakoHi 06'emom 10 nNpoayKLUiT, noB's3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
M/1; no 1 conakoHy B nepBuHHe Ta BiANOBIAHICTb A0 MOHOrpadii APY a6o
KapTOHHIN nayyj; no BTOPVIHHE €BponeiicbKoi hapmakonei, abo iHWoi
23 r cycneHsiiy nakysaHHs: Liunna HalioHasIbHOT hapmakonel gepxasun €C (3MiHa
hnakoHi 06'emom 25 Nimiten, IHais; y cneuudpikauisix, nos'asaHa 3i 3miHamu 8 Y,
M/1; no 1 conakoHy B BUPOBHMK, abo €Bponeiickkiin hapmakonei, abo iHLwil
KapTOHHI navi BiANOBigabHUIA 3a HaujioHanbHili hapmakonei fepxasn €C). 3MiHu
BTOPVHHE B cneuudikauii 4iro4oi peyosnHM ONIOTUKA30H
nakyBaHHS: nponioHar, y 38'A3Ky 3 NPUBELEHHA Y
dapm/lor Papma BiANOBIAHICTb A0 MOHOrpadii €Bponeicbkol
NoricTik TM6X, hapmakonei Ha gtoTUKa3oH nponioHat (Sum of
HimeuunHa; impurities J and K < 0.15 %).
BMPOGHMUK,
BiANOBIgaNbHMIA 3a
BMNYyCK cepil:
MEJA ®apma
'M6X e Ko. KT,
HimeyunHa
78. | AIA®GOPMIH® TabneTtku AT "dapmax" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a - UA/18679/01/02
SR NPOJIOHroBaHoI fji 3MiHu | TNy - 3MiHK 3 SKOCTi. FOTOBWIA peyenmom

no 500 mr; no 10

nikapcbkuii 3aci6. Cuctema
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
y nayui 3 KapToHy

KOHTeliHep/3akynoptoBasibHWii 3aci6. 3MiHa
noctavasibHuMKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAaYEHO B AOCHE)
(3amiHa abo foAaBaHHS NnocTavyabHYKa) -
OHOB/IEHHS po3ainy 3.2.P.7 Cuctema
KOHTeliHep/3akynoptoBasbHuWii 3aci6, a came
JofaBaHHA a/IbTEPHATVBHOIO NocTavyasibHUKa
nniskun nonimepHoi aAsowwaposoi (PVC/PVdC)
Perlen Packaging AG, LLiseiiuapis Ta Hangzhou
Plastic Industrial Co.,Ltd., Kutaii; 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CucTtema KoHTeliHep/3aKynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOIO
nNikapcbkoro 3acoby (BUYyYEHHS HE3HAYHOro
nokasHuka (Hanpviknag 3actapifioro nokasHuka))
- OHOBJIEHHSA po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoproBasibHWiA 3acib, a came
BWyYEHHS 3i cneuudikayii Ha NNiBKy NoniMepHy
asoluaposy (PVC/PVAC) He3HauHMX NOKa3HYKIB
«Martepian»; 3MiHn | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo gonycTnMmx
MeX NepBUHHOT YNakoBKM rOTOBOTIO NiKapCbKOro
3aco6y (iHLi 3MiHK) - OHOBMIEHHS PO3Ainy
3.2.P.7 Cuctema KoHTeliHep/ 3aKynoproBasibHWi
3acib, a came BHECEHHS 3MiH 40 creuudikauii
Ha nnisBky nonimepHy asowaposy (PVC/PVdC)
3a n. "lgeHTudikayin”, a came BHeCeHO
YTOYHEHHS Ta 3a3Ha4YeHO MeTOZ, 3rigHO AKOro
NPOBOAATL KOHTPO/b MAIBKW. BU3HAUYEHHSA
MPOMNOHYETbLCSA NPOBOAUTK 3rigHO EP/ DY,
2.2.24 meTooM iHdpayepBOHOT
cnekTpodpoTomMeTpii; 3MiHK | TUny - 3MiHK 3
AkocTi. FoToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmX
MeX NMePBUHHOI YNakoBKM FOTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) - OHOBMIEHHS Po34iny
3.2.P.7 Cuctema KoHTeliHep/ 3aKynoproBasibHWi
3acib, a came BHECEHHS 3MiH 40 cneuudikawii
015 ponbru antoMiHiEBOT lakoBaHOT ApyKOBaHOT
3a n. "laeHTudikayis", a came BHeCeHO
YTOYHEHHS Ta 3a3Ha4YeHO MeTog, 3rifHO AKOro
NPOBOAATL KOHTPO/b (PONbIv. BusHaueHHs
NPONOHYETLCA NpoBOANTM 3rigHo EP/ AdY,
2.2.24 meTo[0M iHgpayepBOHOI
cnekTpodyoTomeTpii. Ans yHidikawi
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
[OKyMeHTauii BUpo6Hukom AT «dapmaks»
AeTanizoBaHo Ha3By (hO/bIv, a caMme 3MiHEHO 3
«honbra antoMiHieBa nakoBaHa» Ha «osbra
a/IloMiHiEBa /lakoBaHa [ipyKoBaHa», 3 BHECEHHS
BiANOBIAHUX 3MiH [10 p. «YnakoBka» MKA 13
79. | AIA®OPMIH® Tabnetkun AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/18679/01/03
SR NPONOHIroBaHoi Aji 3MiHW | TUny - 3MiHK 3 AKocTi. FoTOBMIA peyenmom

no 750 wmr; no 10
TabneTtok y 6nicrepi;
no 3 abo 6 6nictepis
y nauui 3 KapToHYy

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3MiHa
noctavasibH1Ka nakyBasibHUX MaTtepiasis abo
KOMMNIEKTYUNX (SKLWO 3a3Ha4Y€HO B AOCLE)
(3amiHa abo goAaBaHHS NocTavya/lbHUKAY) -
OHOB/IEHHS po3ainy 3.2.P.7 Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6, a came
[0faBaHHsA anbTepHaTMBHOIO NocTayasibHuKa
nniskn nonimepHoi asowaposoi (PVC/PVdC)
Perlen Packaging AG, LLiseiiuapisi Ta Hangzhou
Plastic Industrial Co.,Ltd., Kutaii; 3miHu | Tuny -
3MiHM 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
CucTema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cneungikauii Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOIO
nNiKapcbkoro 3acoby (BUYyYEHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTapisioro NoKasHUKa))
- OHOBJIEHHA po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3aci6, a came
BUyYeHHS 3i cneuudikalii Ha NNiBKy NoniMepHy
Asowaposy (PVC/PVAC) He3HauHMX NoKa3HWKiB
«Martepian»; 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oToBMiA nikapcekuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTUMmx
MeX MepPBUHHOT YNakoBKM FOTOBOrO MiKapCbKoro
3aco06y (iHLWi 3MiHK) - OHOBMIEHHS po34iny
3.2.P.7 Cuctema KoHTeliHep/ 3aKynoproBasibHWiA
3acib, a came BHECEHHS 3MiH 40 cneuudikawii
Ha nnisky nonimepHy asolaposy (PVC/PVdC)
3a n. "lgeHTudikayis", a came BHeceHO
YTOYHEHHS Ta 3a3Ha4YeHO MeToq, 3rigHO AKOro
NPOBOAATL KOHTPO/b MAIBKW. BU3HaUYeHHS
NPONOHYETLCA NpoBOANTM 3rigHo EP/ AdY,
2.2.24 meTo[0M iHgIpayepBOHO|
crnekTpodyoTomeTpii; 3MiHK | TUNy - 3MiHN 3
sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUI 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMMX
MeX NepBVHHOT YNakoBKM rOTOBOrO NiKapCbKOro
3aco6y (iHLWWi 3MiHK) - OHOBMIEHHS po3Ainy
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3.2.P.7 Cuctema KoHTeliHep/ 3aKynopoBasibHWi
3aci6, a caMe BHECEHHS 3MiH A0 cneuudikauii
415 honbrn antoMiHiEBOT akoBaHOT ApyKOBaHOI
3a n. "lgeHTudikayis", a came BHeCeHO
YTOYHEHHS Ta 3a3Ha4YeHO MeTOZ, 3rigHO AKOro
NPOBOAATL KOHTPO/b hONbIv. Bu3HaueHHs
MPOMNOHYETLCSA NPOBOAUTK 3rigHO EP/ DY,
2.2.24 meTon0M iHdpayepBoHOI
cnekTpochoTomeTpil. 415 yHidikawi
[OKyMeHTauii BUpo6HukoMm AT «dapmaks»
AeTanizoBaHo Ha3By (hO/bIv, a caMme 3MiHEHO 3
«honbra antoMiHieBa nakoBaHa» Ha «osbra
a/IloMiHiEBaA /lakoBaHa [ipyKoBaHa», 3 BHECEHHS
BiANOBIAHUX 3MiH f10 p. «YnakoBka» MKA 13

80.

AIAGOPMIH®
SR

Tabnetkun
NPOMOHIroBaHoi Aji
no 1000 mr; no 10
TabneTtok y 6nictepi;
no 3 abo 6 6nictepis
y nayui 3 KapToHy

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3miHa
noctavasibH1Ka nakyBasibHUX MaTtepiasis abo
KOMMNIEKTYUNX (SKLWO 3a3Ha4Y€HO B AOCLE)
(3amiHa abo goAaBaHHS NocTavya/lbHUKAY) -
OHOB/IEHHS po3ainy 3.2.P.7 Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6, a came
[0faBaHHsA anbTepHaTMBHOIO NocTayasibHuKa
nniskn nonimepHoi asowaposoi (PVC/PVdC)
Perlen Packaging AG, LLseiiuapisi Ta Hangzhou
Plastic Industrial Co.,Ltd., Kutaii; 3miHu | Tuny -
3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
CucTema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cneungikauiii Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOIO
nNiKapcbkoro 3acoby (BUYyYEHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTapisioro NoKasHUKa))
- OHOBJIEHHA po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came
BUyYeHHS 3i cneuudikalii Ha NNiBKy NoniMepHy
Asowaposy (PVC/PVAC) He3HauHMX NoKa3HWKiB
«Martepian»; 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oToBMiA nikapcekuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo AonycTUMmx
MeX NMepPBUNHHOT YNakoBKM FOTOBOrO MiKapCbKoro
3aco06y (iHLWi 3MiHK) - OHOBMIEHHS po34iny
3.2.P.7 Cuctema KoHTeliHep/ 3aKynoproBasibHWiA
3acib, a came BHECEHHS 3MiH 40 cneuudikawii
Ha nnisky nonimepHy asolaposy (PVC/PVdC)
3a n. "lpeHTudikayis", a came BHeceHO
YTOYHEHHS Ta 3a3Ha4YeHO MeTof, 3rigHO SKOoro

3a
peyerimom

UA/18679/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

NPOBOAATL KOHTPO/1b MAIBKN. BU3HAUYEHHS
NPONOHYETLCA NpoBOANTM 3rigHo EP/ AdY,
2.2.24 meTo[0M iHgIpayepBoOHO|
cnekTpodhoToMeTpii; 3miHu | Trny - 3MiHu 3
sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMMX
MeX NEepBUHHOT YNakoBKM rOTOBOrO NiKapCbKoro
3ac006y (iHLWi 3MiHK) - OHOBMIEHHS PO34iny
3.2.P.7 Cuctema KoHTeliHep/ 3aKynopoBasibHWi
3aci6, a caMe BHECEHHS 3MiH A0 cneumdikayii
A15 honbrn antoMiHiEBOT lakoBaHOT ApyKOBaHOI
3a n. "lgeHTudikauis", a came BHeCeHO
YTOYHEHHS Ta 3a3Ha4YeHO MeTOZ, 3rigHO AKOro
NPOBOAATL KOHTPO/b hONbIv. Bu3HaueHHs
MPOMNOHYETLCSA NPOBOAUTK 3rigHO EP/ DY,
2.2.24 meTon0M iHdpayepBoHOI
cnekTpochoTomeTpil. A5 yHidikawi
[OKyMeHTauii BUpo6HukoMm AT «dapmaks»
AeTanizoBaHo Ha3By (hO/bIv, a caMme 3MiHEHO 3
«honbra antoMiHieBa nakoBaHa» Ha «osbra
a/IloMiHiEBa /lakoBaHa [ipyKoBaHa», 3 BHECEHHS
BiANOBIAHUX 3MiH [10 p. «YnakoBka» MKA 13

81.

AIOBAH®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, No 160
mr; no 14 TabneTok
y 6nicTepi, no 1 abo
2 6nictepu y
Kopoo6ui

HoBaprtic
dapma Al

Lseiuapi
A

HoBapTic ®apma
LLTeliH AT,
LLiBeiiuapis;

HoBaprtic
dapmMacbloTUKa
C.A,, IcnaHis

Lseiuapis/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHW | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(BkntOYaOuK, 3a HeObXiAHOCTI, Micue
NpoBeAEeHHS KOHTPO/IO AKOCTI), abo BNacHMka
macTep-haiina Ha A®l, abo noctavanbHuka
AdI/BMXigHOrO MaTepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOHULTBI
A®| (KW 3a3HAYEHO Y [OCbE Ha NikapCbKuii
3acib) 3a BigCyTHOCTI cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, ab0 BUPOOHMKA HOBOI fOMOMIXHOT
PEYOBMHM (AKLLO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3BM BUpo6HMKa cybcTaHLii 3 Novartis
International Pharmaceutical Ltd., Ireland Ha
Novartis Integrated Services Ltd., Ireland, 6e3
3MiHW MicLA BUPO6HMLTBA. 3MiHK | TUNY - 3MiHK
3 AKocTi. A®l. BupobHuLTBO. 3MiHa BUPO6HUKA
BWXiZHOrO/NPOMIXHOro NPOAYyKTy/peareHTy, Lo
BMKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLLECi
A®l, ab60 3miHa BUpOGHMKa (BKOUatouu, e
HeobxiAHO, MicLe NPoBeAEHHS KOHTPOJTHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BianoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy

3a
peyerimom

UA/7169/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

[0CbE)(3MiHM A0 3ax0fiB, NOB'A3aHNX 3
KoHTponem A®l, abo foaaBaHHs AiNbHULI, ae
NPOBOAMTLCS KOHTPO/b/BUNPOBYBaHHSA cepii).
JlofaHHA HOBOroO anlbTepHaTUBHOIO BUPOGHUKA

cybcTaHuil Zhejiang Tianyu Pharmaceutical Co.
Ltd., China BignoBigasibHOro 3a BUpo6HMLTBO,
noApibHEHHS Ta KOHTPO/b SKOCTI CybcTaHLjl.
BupobHuk Zhejiang Tianyu Pharmaceutical Co.
Ltd., China mae CepTtucpikaT BignoBigHOCTI
€Bponevicbkin Papmakonei (CEP). 3miHun | Tuny
- 3MiHM 3 skocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneundikauii Ta/abo AonycTnMmx
MeX, BU3HaueHux y cneuudikayisx Ha A®l, abo
BMXiAHWIA/NPOMIKHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuytea AdI
(mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0NOriYHOro abo IMyHO/IOMNYHOro
NOXOXEHHS) napameTpa cneuudikadii 3
BiAMNOBIAHUM METOA0M BMNPOOYBaHHSA 3a
pesynbTatamv focnifixeHb 3 6e3nekn abo
AKocTi). 3MiHa napameTpiB cneundikawii y
3B’A3KY 3 peecTpalielo 40AaTKOBOrO BUPOOHMKa
Zhejiang Tianyu Pharmaceutical Co. Ltd., a
came - 3BY)KEHHS MiMITY 3a napameTpom
cneuudikauii “N-nitrosodimethylamine (NDMA)”
3 «not more than 0.090 ppm» Ha «not more than
0.030 ppm>». 3MiHu | TUNY - 3MiHK 3 AKOCTI. ADI.
KoHTposnb A®l. 3miHa y MeTogax BunpobyBaHHs
A®| abo BUXigHOrO MaTepiany/npoMiKHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWi 3mMiHK y
MeTofax BUNPOo6yBaHHS (BKIOUAKOUMN 3aMiHy
abo gonosHeHHs)) A®| abo
BVXifHOro/MpoMiXXHOro npoAaykTy). Po3pobka
HOBOrO aHasliTUYHOro MeToAy A5 TeCTYBaHHS
nomiwok NDBA ta NMPA signosigHo go CEP
BMPOGHMKa Divi's. 3ByXeHHs napameTpiB
cneuunagikauii onsa HiTposamiHy o 0,030 ppm.
3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHUX Yy cnevumdikalisx
Ha A®l, abo BMXigHWIA/NPOMDKHUIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoueci BUpobHuLTBa AP (iHLWi 3MiHK).

Mig yac nepernsgy NOTOYHOI MOHOrpadii
TecTyBaHHsa DS 3104767 016 R 02, EMA 6yno
HafaHo peKkoMeHJaLilo LWoAo BUAaIeHHs dpasun
«as an example» i3 po3giny «XpomatorpadiyHi
ymoBw». Novartis 3060B’3aBCS1 OHOBUTU
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Ne

Hassa

3asaBHUK

o ®dopma sunycKy Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

TecToBy MOHorpadito. Tomy, 3anponoHOBaHO
nonpasky A/191 ONWUCY TEKCTY METOANKM
BU3HAYEHHS 3a NokasHnKom «Nitrosamine
impurities by GC MS/MS» i BuganeHo ppasy
«as an example» i3 xpomaTorpadiyHmx yMoB,
o6 3aBepwmnTy Le EMA 3060B'A3aHHS. 3MiHN |
Tuny - 3MiHM 3 akocTi. CepTuddikat
BignosiaHOCTI/TE-cepTucpikat BignosigHoCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponelickbkiin hapmakonei: ans
A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCH Y BUPOOHNLTBI ADI; Ans
[OMOMIKXHOT peyoBuHY (cepTuddikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBneHWit cepTuddikart Bif, y)Ke 3aTBEPAKEHOTO
BMpOGHMKa. MNogaHHs OHOBMIEHOro cepTuduikaty
BiAnoBigHOCTI EBponeiickkili hapmakonei (CEP)
0N 3aTBEPXEHOr0 BUPOOHMKA CybCTaHLjl
Divi's R1-CEP 2012-338-Rev 00 (nonepegHs
Bepcisa RO-CEP 2012-338-Rev 02). 3miHu | Tuny
- 3miHu 3 sKocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BigNoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXifHOro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHNLITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHWIA cepTudikaT Bif yXe 3aTBepKEHOro
BMPOGHUKA.

MogaHHsA oHOBIEHOrO cepTudikaty
BiAgnoBigHOCTI EBponeiickkili hapmakonei (CEP)
0151 3aTBEP)KEHOr0 BUPOBHMKA cybcTaHLil
Novartis Pharma AG RO-CEP 2016-290-Rev 03
(nonepegaHs Bepcis RO-CEP 2016-290-Rev 00) y
3B’A3Ky 3: Pepakuis 02-03
-fopasaHHaM Lianhe Chemical Technology
(Taizhou) Co. Ltd. S5k NPOMIKXHOT naHKn
-00AaBaHHAM [1BOX BUPOOHWKIB BUXIAHWX
marepianis gns asugy Hatpito, ski
BVKOpPMCTOBYIOTbCA Lianhe Chemical
Technology (Taizhou) Co. Ltd.
-[04aBaHHAM anbTEPHATUBHOIO MeToAy
TECTyBaHHS Ha BMICT BaXKUX MeTauliB y
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

BMXigHOMY MaTepiani as3ug HaTpito, Lo
BMKopucToByeTbCA Lianhe Chemical Technology
(Taizhou) Co. Ltd.

Pepakuis 01-02
-nofaHo napameTpu cneyudikauii: NDMA Ta
NDEA (0,090 ppm Ta 0,022 ppm BignosigHo) Ta
BiANOBIAHI MeToAW BUNPOGyBaHb
-He3Ha4YHe OHOBJIEHHSA aHaNITUYHOTO MeToay
MET

Pepakuis 00 go 01
-BuaaneHHs Dymanit Nobel GmbH
-foaasaHHA fdinbHuui Novartis Grimby Ltd,
BiANOBIAA/IbHOI 32 KOHTPO/Ib AKOCTI
-3MiHM B cneumaikauii BUXigHUX martepianis
(Ratpito rigpokeug, Boaa TEXHIYHA)
-OHOBJ/IEHHSI TECTOBOI MOHOrpadii gns
intermediate compound 14. 3MiHu | TUNY - 3MiHK
3 AKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXifHOro Martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHWLITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bi HOBOTO BMPOGHMKA
(3amiHa abo f0NOBHEHHS). HoBuiA cepTudpikat
BiAnoBigHOCTI E€Bponeiickkili hapmakonei (CEP)
R1-CEP 2013-159-Rev 01 Big HoBOro
BUpO6HUKa BasicapTaHy: Zhejiang Tianyu
Pharmaceutical Co. Ltd., China. 3miHu | Tuny -
3MiHn 3 sxocTi. A®Il. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneuudikadisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea APl
(aopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOI
peyvoBUHM 6IONOrYHOro abo IMYHO/IOMYHOTO
NOXO/PKEHHS) NapameTpa creundikaLii 3
BiANOBIAHUM METOA0M BMUNPOOYBaHHA 3a
pe3ynbTaTamu gocnimkeHb 3 6e3nekn abo
AKOCTI). OHOBJIEHHA MOHOrpadii TecTyBaHHS
ANA Oilyoi peyoBMHY BasicapTaH Bif BUPOGHMKa
Zhejiang Tianyu Pharmaceutical Co. Ltd., China.
[ofaHHA HOBOro napameTpy cneuudikawii
«Azidobiphenyl tetrazol» 3 BignosigHUm
MEeTOoZ0M BUNPOBYBaHHA. 3MiHK | Tuny - 3MiHM 3
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

akocTi. CepTtudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BUTyYEHHS cepTudikaTa Bi4noBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiHOTO Matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ona 4ONOMIKHOI peyoBuHmn (cepTudikar
BiANoOBIgHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUiKaT Bif yXe 3aTBEPKEHOTO
BMPOGHMKA. [TogaHHA OHOBNEHOTO cepTudikaTty
BiAgnoBigHOCTI EBponeiickkili hapmakonei (CEP)
RO-CEP 2016-290-Rev 04 (nonepefHs Bepcis
RO-CEP 2016-290-Rev 03) o115 3aTBEPAKEHOTO
BUpPO6HMKa cybcTaHuil Novartis Pharma AG.

82.

AIOBAH®

TabneTtku, BKPUTI
NNiBKOBOO
o6onoHkoto, no 80
Mmr; no 14 TabneTok
y 6nicTepi, no 1 abo
2 bnictepuy
KOpobLi 3 KapTOHY

Hosapric
dapma Al

Lseiiuapi
o

Hosaptic ®apma
LLiTelin AT,
LLiBeiiuapis;

Hosapric
dapmacboTuka
C.A., IcnaHis

Lseiiuapis/
Icnanis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHW | TUNY - AAMiHICTPaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AiSIbHOCTI BUPOOHMKa
(BK/KOUAtOUM, 32 HEOOXiAHOCTI, Micue
NpoBefEHHA KOHTPOJII0 SIKOCTi), abo BracHuKa
MacTep-haiina Ha A®l, abo nocTavasibHMKa
Ad|/BMXxigHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO 3aCTOCOBYIOTHCA Y BUPOOHULTBI
A®| (KL 3a3HAYEHO Y OCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BifNOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHA
Ha3BW BNpOGHKMKa cybcTaHuji 3 Novartis
International Pharmaceutical Ltd., Ireland Ha
Novartis Integrated Services Ltd., Ireland, 6e3
3MiHW MicLi BUPOGHMUTBA. 3MiHW | TUny - 3MiHn
3 AkocTi. APl. BupobH1UTBO. 3MiHa BUpOBHUKA
BMXIiAHOr0/MPOMIXHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHNYOMY NPOLLECI
A®l, ab0 3miHa BUpO6HMKa (BKOUatouu, ae
HeobxigHO, MicLe NPoBeAEHHS KOHTPO/IIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CLE)(3MiHN [0 3ax0A4iB, NOB'A3aHMX 3
KOHTponem A®l, abo goAaBaHHA AiNbHULI, Ae
NPOBOAUTLCA KOHTPO/IL/BUNPOBYBaHHSA cepii).
[logaHHa HOBOro anibTePHATMBHOIO BUPOOHMKA
cy6ceTaHuii Zhejiang Tianyu Pharmaceutical Co.
Ltd., China BignoBiganbHOro 3a BUPOGHULTBO,
noApiGHEHHS Ta KOHTPO/Ib SIKOCTi cybcTaHLji.

3a
peyenmom

UA/7169/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

Bupo6Huk Zhejiang Tianyu Pharmaceutical Co.
Ltd., China mae CepTudikat BiANoBIAHOCTI
€sponevicbkin Papmakonei (CEP). 3miHun | Tuny
- 3MmiHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneuudikadisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(aopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOI
peyvoBUHM 6IONOrYHOro abo IMYHO/IOMYHOTO
NOXO/PKEHHS) NapameTpa creuungikaLii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA 3a
pesynbTaTamu gocnimkeHb 3 6e3nekun abo
sKocTi). 3MiHa napameTpis cnevudikauiin y
3B’A3KYy 3 peecTpauiero 404aTKOBOro BUPO6HMKA
Zhejiang Tianyu Pharmaceutical Co. Ltd., a
came - 3BYXXEHHS MiMiTy 3a napaMeTpom
cneuudikauii “N-nitrosodimethylamine (NDMA)”
3 «not more than 0.090 ppm» Ha «not more than
0.030 ppm>. 3MiHu | TUNY - 3MiHKU 3 AKOCTI. ADI.
KoHTposnb A®l. 3miHa y meTogax BunpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiXXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWi 3MiHW y
MeToAax BUNpoGyBaHHS (BK/THOHAKOUM 3aMiHY
a60 fonoBHeHHs) APl abo
BUXiAHOrO/NPOMIXHOro NpoAaykTy). Po3pobka
HOBOrO aHasTiTUYHOTO MeToAy A/1A TeCTyBaHHS
nowmiwok NDBA ta NMPA BignosigHo go CEP
BMPOGHMKa Divi's. 3ByXeHHs napameTpis
cneumdikauii 45 HiTposamiHy go 0,030 ppm.
3MiHu | TUNY - 3MiHKM 3 aKocTi. A®Il. KoHTpob
A®I. 3miHa y napameTpax cneuudikauivi Ta/abo
[OMNyCTUMKX MEX, BU3HA4YeHuX y creumdikanisax
Ha A®I, a6o BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Wo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®I (iHWi 3MiHK).

MMig yac nepernsgy NOTOYHOI MOHOrpagii
TecTyBaHHA DS 3104767 016 R 02, EMA 6yno
HaflaHO peKkomeHzauito LWoAo BUAaUIEHHS dpasu
«as an example» i3 po3giny «XpomatorpadiyHi
ymoBwu». Novartis 3060B’s13aBCSA OHOBUTMN
TecToBy MOHorpadito. Tomy, 3anponoHOBaHO
nonpasky A/191 ONWUCY TEKCTY METOANKM
BM3HAYEHHS 3a Noka3HuMkom «Nitrosamine
impurities by GC MS/MS» i BuganeHo pasy
«as an example» i3 xpomaTorpadiyHmx ymMoB,
o6 3aBepwmnTy Le EMA 3060B'A3aHHSA. 3MiHN |
TMNy - 3MiHK 3 AKkocTi. CepTudikat
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUyYEHHS cepTudikaTa
BiAnoBiaHOCTI EBponelickbkii hapmakonei: ans
A®I; ansa BMXigHOrO
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; ans
[OMNOMDKHOT peyoBuHY (cepTuddikat
BiANoOBIgHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUiKaT Bif yXe 3aTBEPKEHOTO
BMPOGHMKA. [TogaHHA OHOBNEHOTO cepTudikaTty
BiAgnoBigHOCTI EBponeiickkili hapmakonei (CEP)
015 3aTBEP)KEHOr0 BUPOBHMKa cybCTaHLil
Divi's R1-CEP 2012-338-Rev 00 (nonepegHs
Bepcis RO-CEP 2012-338-Rev 02). 3miHu | Tvny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHoCTI/TE-
cepTudikar BigNOBIAHOCTI €BpONENChbKil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Ad®l; pns
BUXIOHOIO MaTepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHNLITBI
A®I; ona fONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBneHunit cepTuddikart Bif y)Ke 3aTBEPAKEHOTO
BMPOGHMKA.

MogaHHs OHOBNEHOTO cepTudikaTy
BiAnoBigHOCTI E€Bponeiickkili hapmakonei (CEP)
0N 3aTBEpAXEHOr0 BUPO6HMKa cybcTaHLil
Novartis Pharma AG RO-CEP 2016-290-Rev 03
(nonepegaHs Bepcis RO-CEP 2016-290-Rev 00) y
3B'A3Ky 3: Pepakuis 02-03
-nofaBaHHaAM Lianhe Chemical Technology
(Taizhou) Co. Ltd. ik NpOMiXXHOT naHkn
-004aBaHHAM [BOX BUPOOHUKIB BUXIAHUX
martepianis 4719 a3ugy HaTpito, ki
BMKOpUCTOBYIOTbCA Lianhe Chemical
Technology (Taizhou) Co. Ltd.
-fofaBaHHAM anbTepHaTUBHOIO MeToAy
TeCTyBaHHS Ha BMICT BaXKVX MeTanis y
BMXigHOMY MaTepiani as3ug HaTpito, Lo
BMKopucToByeTbeA Lianhe Chemical Technology
(Taizhou) Co. Ltd.

Pepakuis 01-02
-nofaHo napameTpu cneyndikauii: NDMA Ta
NDEA (0,090 ppm Ta 0,022 ppm BignoBigHo) Ta
Bi4NoBiAHI MeToAM BUNPOOyBaHb
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

-He3Ha4YHe OHOBJIEHHS aHalITUYHOTO MeToay
MET
Pepaxuis 00 go 01
-BuganeHHs Dymanit Nobel GmbH
-fofaBaHHsA ainbHULi Novartis Grimby Ltd,
BiANOBIAA/IbHOI 3@ KOHTPO/b AKOCTI
-3MiHM B cneuudikauii BUXiagHUX Matepianis
(HaTpito rigpokeuna, Boa TEXHIYHA)
-OHOBJ/IEHHSI TECTOBOI MOHOrpadii gns
intermediate compound 14. 3miHu | TURy - 3MiHK
3 AkocTi. CepTudpikat BignosigHocCTI/IE-
cepTudikaT BigNOBIAHOCTI E€BpONENChKil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignNoBigHOCTI abo
BW/YYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIQHOIO MaTepiasny/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLITBI
A®I; ona [ONOMIKHOT peqyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudikar Bif HOBOro BUPOGHMKA
(3amiHa abo foNoBHeHHS). HoBwii cepTudiikat
BiAnoBigHOCTI EBponeiickkili hapmakonei (CEP)
R1-CEP 2013-159-Rev 01 Big HOBOro
BMPOGHUWKa BasicapTaHy: Zhejiang Tianyu
Pharmaceutical Co. Ltd., China. 3miHu | Tuny -
3MiHn 3 axkocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikauisx Ha Ad®l, abo
BMXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
(aopaBaHHA abo 3aMiHa (32 BUHATKOM aKTUBHOI
PEYOBUHM 6IONOTIYHOTO abo IMYyHO/IOMYHOro
NOXOXEHHS) napameTpa cneuudikauii 3
Bi4NOBIAHMM METOL0M BUMNPOOYBaHHSA 3a
pesynbTatamv focnifxeHb 3 6e3nekn abo
AkocTi). OHOBNEHHSA MOHOrpadii TeCTyBaHHs
[ONs [jlo4vol peqyoBrHN BasicapTaH Bif BUPO6HMKa
Zhejiang Tianyu Pharmaceutical Co. Ltd., China.
[opaHHa HoBoOro napameTpy cneuudikadii
«Azidobiphenyl tetrazol» 3 BignoBigH1M
MEeTOAO0M BUMPOOGYBaHHA. 3MiHM | TUMY - 3MiHK 3
akocTi. CepTtudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BUXiQHOro MaTepiany/peareHTy/npoMmixxHoro
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHMIA cepTudikaT Bif yXe 3aTBepXKEHOro
BUPOGHMKA. [ofaHHA OHOBNEHOTO cepTudikaty
BiAnoBigHOCTI E€Bponeiickkili hapmakonei (CEP)
RO-CEP 2016-290-Rev 04 (nonepeaHs Bepcis
RO-CEP 2016-290-Rev 03) o151 3aTBEpA)KEHOTO
BMpo6HMKa cybeTaHuii Novartis Pharma AG.
83. | AIOBAH® TabneTku, BKpUTI Hosapric LBeiiuapi Hosaprtic ®apma Lseiiuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/7169/01/02
NNiBKOBOIO dapma Al a LLTeliH AT, IcnaHis 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudpikat peuenmom
o6onoHkoto, no 80 LLiBeiuapis; BignosigHocTi/l E-cepTudikar BignosigHocTi
mr; no 14 Tabnetok Hosapric €Bponeiicbkili hapmakonei/MmoHorpadii.
y 6nicTepi; no 1 abo dapmacboTuka MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
2 6nictepuy C.A., IcnaHis BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara

KOpO6LL 3 KAPTOHY

BiANOBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BUXigHOro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBrHU (cepTudikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bi HOBOrO BUPOGHMKA
(3amiHa abo AONOBHEHHS) - A0AaBaHHA HOBOro
anbTepHaTUBHOrO BMPOGHMKa AP| BasicapTaHy
Divi's Laboratories Limited, India, 3a HasiBHOCTI
cepTudikaty signosigHocTi E® CEP Ne RO-CEP
2012-338- Rev 02. Hoswuii BUPO6HUK Bignosigae
3a BUPOGHMLUTBO Ta noapibHeHHA AdI.
OHoBNEHHSA crneundikaLii Ta MeToAiB KOHTPOIO
A®l|'y Bupo6Huka 'N3; 3miku | Trny - 3miHn 3
akocTi. A®I. BUpo6bHMUTBO. 3MiHa BUPOGHUKaA
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTy/peareHTy, LWo
BMKOPWCTOBYIOTbCS Y BUPOOHUYOMY NpoLeCi
A®I, abo 3miHa BUpoOHYKa (BKOYaouu, ae
Heob6XiAHO, MicLe NPOBEeAEHHS KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CLE)(3MiHN [0 3aX0/iB, NOB'A3aHNX 3
KOHTponem Adl, abo goaaBaHHs AiNbHULI, ae
NPOBOANTLCS KOHTPO/Ib/BUNPOGYBaHHS cepii) -
[oflaBaHHA HOBOro BUPOGHYKaA, BifgnoBigaibHOro
3a KOHTPO/Ib SIKOCTI, & came BUNpPoGyBaHHSA
Mikpob6ionoriyHoi uictot A®I BancaptaHy, SGS
Institut Fresenius GmbH, Germany; 3MmiHu | Tuny
- 3MiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHA
BMPOGHMKA BUXIAHOr0/MPOMIXKHOTO
NpoAYKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMKa (BK/IKOYaum, e HeobXigHo, micue

npoBefileHHA KOHTPOSo sikocTi) APl (3a
BiICYTHOCTI cepTucpikata BiANoOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CLE)(3MiHN [0 3aX0/iB, NOB'A3aHUX 3
KOHTponem Adl, abo goaaBaHHs AiNbHULI, Ae
NPOBOANTLCS KOHTPO/Ib/BUNPOGYBaHHSA cepii) -
[0[aBaHHS HOBOro BUPOOHUKa AdI,
BiANOBIAA/IbHOrO 3a KOHTPO/Ib sKoCTi AdI
BasicapTaHy Divi's Laboratories Limited, India;
3MiHu | TUnNY - 3MiHK 3 AKoCTi. ADL.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BUXIiAHOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLLECi
A®l, ab60 3miHa BUpO6GHMKa (BKOUatouu, e
HeobxigHO, MicLe NPoBeAEeHHS KOHTPOJTHO SKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BianoBiAHOCTI
€Bponeiicbkil hapmakonei y 3aTBepakeHomy
[0CbE)(3MiHM [0 3ax0fiB, NOB'A3aHNX 3
KoHTponem A®l, abo foaaBaHHs AiNbHULI, ae
NpPOBOANTLCS KOHTPO/b/BUNPOGYBaHHSA cepii) -
BBEJEHHS HOBOTO BMPO6HUKa AdI,
BiANOBiAa/IbHOrO 3a KOHTPOs1b SKOCTIi AdI
BasicapTaHy, Lek Pharmaceuticals d.d.,
Slovenia; 3MiHn | TURYy - 3MiHK 3 sKocTi. AdDI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BMXIiAHOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
A®l, ab0 3miHa BUpO6HMKa (BKIKOUatouu, ae
HeobxigHO, MicLe NPOBEAEHHSA KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudcpikaTta BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CLE)(3MiHN [0 3ax0A4iB, NOB'A3aHMX 3
KOHTponem A®l, abo fgoAaBaHHA AibHULI, Ae
NPOBOAMNTLCA KOHTPO/L/BUNPOBOYBaHHSA cepii) -
BBEAEHHA HOBOroO BUpOOHMKa A®| BanicapTaHy,
BiANOBIAA/ILHOrO 3a KOHTPO/Ib sikoCTi AdI
Novartis Saglik, Gida ve Tarim Urunleri Sanayi
ve Ticaret A.S., Turkey; 3miHn | Tuny - 3MiHK 3
akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneyudikalin Ta/abo foNyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(aopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOI
peyvoBUHM 6IONOrYHOro abo IMyHO/IOMYHOTO
NOXO/PKEHHS) NapameTpa creundikaLii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA 3a

pesynbTaTtamy AoCifKeHb 3 6e3nekn abo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
AKOCTI) - BBEZ,eHHS B cneuudikauiio AdI

BUpo6HuKa N3 HoBoro napameTpy N-
nitrosodimethylamine (NDMA) 3 HOpMyBaHHSAM
0,090 ppm Ta BiAMOBIgHMM METOA40M
BUNPOBYBaHHS; 3MiHM | TUMY - 3MiHW 3 AKOCTI.
A®l. KoHTposnb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMUX MEX,
BM3HaYeHX y cneyndikauisx Ha A®l, abo
BMXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea Ad|
(aopaBaHHA abo 3aMiHa (32 BUHATKOM aKTUBHOI
pPEeYOoBUHM 6IONOrIYHOTO abo IMyHO/IONYHOro
NOXOXEHHS) napameTpa cneuudikauii 3
Bi4NOBIAHMM METOLOM BMNPOOYBaHHA 3a
pesynbTatamv focnifxeHb 3 6e3nekn abo
AKOCTI) - BBEZ,eHHS B cneuudikauiio AdI
BUpo6HuKa N3 HoBoro napameTpy N-
nitrosodiethylamine (NDEA) 3 HopmyBaHHsIM
0,022 ppm Ta BignoBigHUM MeToA0M; 3MiHH |
TMny - 3MiHK 3 AkocTi. API. KoHTposnb APl. 3miHa
y napameTpax cneumdikayin Ta/abo gonyctmmmx
MeX, BU3HaueHux y cneuudikayisx Ha A®l, abo
BMXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuytea Ad|
(3BYXXEHHS [ONYCTUMUX MEX, BUSHAUYEHUX Y
crneundikauii) - 3By>XXeHHs BUMOr cnevudikauii
A®| y BupobHuka 13 3a nokasHukom «Hatpito
asng» 3 10 ppm Ao 4,7 ppm. OHOB/IEHHS
MeToAy BUNpobyBaHHs (ioHHa xpomarorpadisi) y
BiANOBIAHOCTI BUMOT cneuudikalii BUpo6bHmKa
A®l. Y meToauLi BUNpoGYyBaHHSA «3asILLKOBI
PO3YMHHWKM» OHOBJ/IEHI MOTOYHI XpOMATOrpamu;
3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®l. 3miHa y meTogdax BunpobyBaHHSA AdD| abo
BUXIQHOIO MaTepiany/npoMixxHOro
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutBa APl (He3HauHi 3MiHN y
3aTBEPMXEHNX METOoAaX BUNPOOYBaHHS) -
He3HauHi 3MiHV B MeTogi BUnpobysaHHa APl ans
BMPOGHMKa Divi's 3a NOKasHUKOM
«Mikpob6iosnoriyHa unctota». [jofaTkoso,
pefakuinHi 3mMiHn B metogax «KinbkicHe
BU3HAYEHHSA METOA0M TUTPYBaHHA», «KinbKicHe
BW3HAY€HHSA METOL,0M BUCOKOPIAVNHHOT
xpomatorpadii», «Boga, metogom K.diwepa,
noTeHuioMeTpis»; 3MiHu | Tuny - 3MiHK 3 SKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili

hapmakonei/moHorpadii. NMoaaHHs HoBoro a6o
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BUTyYEHHS cepTudikaTa Bi4noBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiHOTO Matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ona 4ONOMIKHOI peyoBuHmn (cepTudikar
BiANoBigHOCTI €Bponelickkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXe 3aTBEPKEHOTO
BMPOBHMKA - NOJaHHA OHOB/IEHOro cepTudikarty
BignosigHocTi E® Big BUpo6HUKa Divi's
Laboratories Limited, India, CEP NeR1-CEP
2012-338-Rev 01 (nonepenHs sepcis CEP Ne
R1-CEP 2012-338-Rev 00). BHacnigok
oHoBneHHsA CEP 3i cneumdikayii A®I BunyyeHo
nokasHuk «Valeryl chloride» Ta «Methylene
chloride», 3By)xeHO HOpMyBaHHS A1 AOMILLIOK
NDBA (3 2,159 ppm go 0,082 ppm) Ta NMPA (3
0,443 ppm fo 0,110 ppm); 3miHu | TMny - 3MiHK
3 aKkocTi. A®Il. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneuudikadisx Ha Adl, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTBa AdI
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BifNoBigHMM METO40M BUNPOOYyBaHHS)
- BBeZleHHs B cneuudpikauito APl Bupo6Huka M3
nokasHuka «MeTaHos1» 3 HOPMYBaHHSAM «He
6inble 250 ppm» A1s BUpobHuka Divi's
Laboratories Limited, India. Takox Buiy4aeTbcs
KOHTPO/b NOKasHUKa «MeTuneHxnopng»,
OCKi/IbKU JaHWiAi PO3YMHHIK BinbLue He
BUKOPVCTOBYETLCA B NPOL,ECi BUPOBHMLTBA
Divi's. Moka3HyK BUIyYaEeTLCS BIAMOBIAHO A0
npeactasneHoro CEP Bupo6Huka Adl; 3minu |
TMny - 3MiHK 3 AkocTi. APL. KoHTposnb API. 3miHa
y NapameTpax cneumdikayin Ta/abo gonyctmmmx
MeX, BU3HaueHux y cneuudikayisx Ha A®l, abo
BMXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuytea Ad|
(monoBHeHHS crevmdikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHMM METOAO0M BUMNPOBYBaHHS)
- BBefeHHsA B cneuudikaviio A®I BupobHuka M3
nokasHuka «O-KCUNeH» 3 HOPMYBaHHAM «He
6inbLue 2170 ppm» ans BupobHuka Divi's
Laboratories Limited, India. Takox BunyyaeTbcs
KOHTPO/Tb NOKa3HuKa «N-Basiepuaxnopna»,
OCKiNIbKN BBXKAETHCA HEMYTareHHO AOMILLKOLO,
i KnacudpikoBaHuii sk gomilka ICH M7, knac 5
(HemyTareHHa). HesHauHi 3MiHM o0 MeToay
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Ne
n/n

Hassa
NiKapcbKo20

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

KOHTPOJTI0 «3aNLLKOBI PO3YMHHUKMN», 3MiHA
meToay «N-BanepiaHoBa KucnoTa» yepes
nepernag CEP gns Bupo6Huka Divi's; 3miHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosiaHoCTI/TE-cepTucpikat BignosigHocCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudikata
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponelickbkiin hapmakonei: ans
A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[OMOMIXKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudikar Bif, BXe 3aTBEPIKEHOrO
BMPOGHMKa - mogaHHsA HoBoro CEP ans
3aTBepKeHOro BUpo6Hrka APl BancapTaH —
Novartis Pharma AG, Switzerland CEP Ne RO-
CEP 2016-290-Rev 00. Ha gogatok, 6ynu
BHECEHI peflakLiiiHi 3MiHM fo po3giny
3.2.5.2.1.Bupo6HuK(-1), a came BUIyYEHHS
BMpo6HMKiB Novartis Biociencias S/A , Brasil Ta
Sumitomo Chemical Co. Ltd, Japan

3a

UA/7169/01/03

84.

AIOBAH®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, No 160
mr; no 14 TabneTok
y 6nicTepi; no 1 abo
2 6nictepu y
KOpo6Li 3 KapTOHY

HoBaprtic
dapma Al

Lseiuapi
A

HoBapTic ®apma
LLTeliH AT,
LLiBeiiuapis;

HoBaprtic
dapmMacbloTUKa
C.A,, IcnaHis

Lseiuapis/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHoCTI/TE-cepTucpikart BignosigHoCTI
€Bponeiicbkin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHs cepTudikaTa
BiANOBiAHOCTI EBponelickbkiin hapmakonei: ans
A®I; ansa BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMIKHOT peyoBUHU (cepTudikar
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei) -
HoBwuii cepTudpikar Bif HOBOrO BUPOGHMKA
(3amiHa abo [,ONOBHEHHS) - AOA4ABaHHS HOBOIO
aNbTepHaTMBHOIO BUPO6HMKa APl BancapTaHy
Divi's Laboratories Limited, India, 3a HasBHOCTI
cepTudpikaty signosigHocTi E® CEP Ne RO-CEP
2012-338- Rev 02. HoBwuii BUPOGHUK BignoBigae
3a BUPOGHMLTBO Ta noapibHeHHs AdI.
OHoOBNEHHA creundikaLii Ta MeToAiB KOHTPOSIO
A®l y BupobHuka 'N3; 3miHun | Tuny - 3miHn 3
akocTi. A®l. Bupo6HMLUTBO. 3MiHa BUPO6HUKaA
BVXiZHOrO/NPOMIXHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTHCS Y BUPOOHNYOMY NpoLieCi
A®l, a60 3miHa BUpo6HMKa (BKAKOYauu, ae

peyerimom
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

HeobxigHO, MicLe NPoBeAEeHHS KOHTPOJTHO SKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BianoBiAHOCTI
€Bponeiicbkil thapmakonei y 3aTBepapkeHoMy
[0CbE)(3MiHM [0 3ax0fiB, NOB'A3aHNX 3
KoHTponem A®l, abo foaaBaHHs AibHUL, ae
NpPOBOANTLCS KOHTPO/b/BUNPOGYBaHHSA cepii) -
[0faBaHHsA HOBOrO BUPOGHKKA, BifnoBiganbHOro
3a KOHTPO/Ib SIKOCTi, @ came BUNpobyBaHHSA
Mikpob6ionoriyHoi uictot A®| BancaptaHy, SGS
Institut Fresenius GmbH, Germany; 3miHu | Tuny
- 3MiHM 3 AkocTi. A®I. BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIZHOrO/NPOMIKHOTO
npoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa
BMpPOOHMKa (BK/IKOYalOUN, e HeobxigHo, Micue
npoBefeHHs KOHTposIto akocTi) AP (3a
BiACYTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeiicbkil hapmakonei y 3aTBepakeHomy
[0CbE)(3MiHM [0 3ax0fiB, NOB'A3aHNX 3
KoHTponem A®l, abo foaaBaHHs AiNbHULI, ae
NpPOBOANTLCS KOHTPO/b/BUNPOGYBaHHSA cepii) -
[0faBaHHA HOBOTO BUpO6bHUka Adl,
BiANOBiAa/IbHOrO 3a KOHTPOs1b SKOCTIi AdI
BasicapTaHy Divi's Laboratories Limited, India;
3MmiHu | TUNY - 3MiHK 3 AKocTi. API.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BMXIiAHOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
A®l, ab0 3miHa BUpO6HMKa (BKIKOUatouu, ae
HeobxigHO, MicLe NPOBEAEHHSA KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudcpikaTta BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CLE)(3MiHN [0 3ax0A4iB, NOB'A3aHMX 3
KOHTponem A®l, abo fgoAaBaHHA AibHULI, Ae
NPOBOAMNTLCA KOHTPO/L/BUNPOBOYBaHHSA cepii) -
BBEEHHS HOBOTO BMPOGHUKa AdI,
BiANOBIAA/ILHOrO 3a KOHTPO/Ib sikoCTi AdI
BasicapTaHy, Lek Pharmaceuticals d.d.,
Slovenia; 3MiHn | TUNY - 3MiHK 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPO6HUKaA
BVXiZAHOrO/NPOMIXHOro NPOAYKTYy/peareHTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHNYOMY NpOLECi
A®I, abo 3miHa BUpoOHuKa (BKoYarouu, ae
Heob6XiHO, MicLe NPOBeEeHHSI KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTuchikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CLE)(3MiHN [0 3aX0/iB, NOB'A3aHUX 3
KOHTponem Adl, abo goaaBaHHs AiNbHULI, ae
NPOBOAMTLCSA KOHTPO/Ib/BMNPO6BYBaHHS cepii) -
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BBEAEHHSA HOBOroO BUpoOHMKa A®| BancapTaHy,

mMeToAy BunNpobyBaHHs (ioHHa xpomarorpadisi) y

BiANOBiAa/IbHOIO 3a KOHTPOs1b SKOCTI ADI
Novartis Saglik, Gida ve Tarim Urunleri Sanayi
ve Ticaret A.S., Turkey; 3miHu | TUny - 3MmiHK 3

crneundikayii Ta/abo AonycTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMIKHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuytea Ad|
(mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0NOriYHOIO abo IMyHO/IOMNYHOro
NOXOXEHHS) napameTpa cneuudikadii 3
BiAMNOBIAHUM METOA0M BMNPOOYBaHHSA 3a
pesynbTatamu focnifixeHb 3 6e3nekn abo
AKOCTI) - BBEA,EHHS B cneuundikauiio AdI
BMpo6HUuKa 13 HoBoro napameTpy N-
nitrosodimethylamine (NDMA) 3 HOpMyBaHHSM
0,090 ppm Ta BiANOBIAHUM METOAOM
BMNpPo6yBaHHs; 3MiHN | TUMY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®L. 3miHa y napameTpax
crneundikayii Ta/abo JonycTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuytea Ad|
(mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0NOrYHOIO abo IMyHO/IOMNYHOro
NOXOMXEHHS) napameTpa cneuudikadii 3
BiAMNOBIAHUM METOA0M BMNPOOYBaHHSA 3a
pesynbTatamv focnifixeHb 3 6e3nekn abo
AKOCTI) - BBEA,EHHS B cneuundikauiio AdI
BMpo6HUKa 13 HoBoro napameTpy N-
nitrosodiethylamine (NDEA) 3 HOpMyBaHHAM
0,022 ppm Ta BignoBigHUM MeTo0M; 3MiHu |
Tuny - 3miHu 3 skocTi. A®I. KoHTponb AdI. 3miHa
y napameTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaueHux y cneuudikadisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea APl
(3BYXXEHHSA AONYCTUMMX MEX, BUSHAYEHUX Y
cneuudikauii) - 3ByXKeHHS BUMOT cneupudikauii
A®| y BUpobHUKa M3 3a nokasHUKOM «Hatpito
asng» 3 10 ppm Ao 4,7 ppm. OHOB/IEHHS

BiANOBIAHOCTI BUMOT crieyndikaLii BUpo6HuKa
A®I. Y meToauLi BUNPOGYBaHHA «3a/IULLKOBI
PO3YMHHVKN» OHOBJ/IEHI MOTOYHI XpOMaTOrpamu;
3MiHu | TUNY - 3MiHKM 3 aKocTi. A®l. KOHTpob
A®I. 3miHa y meTogax BunpobyBaHHs AdD| abo

BUXiAHOrO MaTepiany/npomixHoro

AKOCTi. A®I. KoHTponb A®L. 3MiHa y napameTpax
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa APl (He3HaUHi 3MiHK Y
3aTBEPMKEHUX MEeToAax BUNPOOYBaHHS) -
He3HauHi 3MiHV B MeToi BUnpobyBaHHa APl ans
BMpPO6HMKa Divi's 3a NoKasHUKOM
«MikpobionoriuHa yncrtoTa». [JogaTkoso,
pefakuiiHi 3mMiHn B MeTogax «KinbkicHe
BU3HAYEHHSA METOA0M TUTPYBaHHS», «KinbKicHe
BM3HAYEHHS METOLOM BUCOKOPIANHHOI
xpomatorpadii», «Boga, metogom K.®iwepa,
noTeHuioMeTpisa»; 3MiHu | TUny - 3MiHW 3 SKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart
BiANOBIgHOCTI €BpONechbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXifHOro Martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHWLITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHMIA cepTudikaT Bif yXe 3aTBepXKEHOro
BMPOBHMKA - NOJaHHA OHOBJIEHOro cepTudikaty
BignosigHocTi E® Big BUPO6HUKA Divi's
Laboratories Limited, India, CEP NeR1-CEP
2012-338-Rev 01 (nonepeaHs Bepcisa CEP Ne
R1-CEP 2012-338-Rev 00). BHacnifgok
oHoBrieHHs1 CEP 3i cneundikauii A®| BunyyeHo
nokasHuk «Valeryl chloride» Ta «Methylene
chloride», 3By)x€HO HOpPMyBaHHS A1 AOMILLIOK
NDBA (3 2,159 ppm go 0,082 ppm) Ta NMPA (3
0,443 ppm o 0,110 ppm); 3MiHu | TUNY - 3MiHK
3 aKkocTi. A®l. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikauisx Ha Ad®l, abo
BMXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea Ad|
(8ONOBHEHHS cnevumdikayii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBigHMM METO40M BUNPOOYyBaHHS)
- BBeZeHHs B cneuudikauiio A®| BupobHuka M3
rokasHuka «MeTaHos1» 3 HOPMyBaHHSIM «He
6inbLie 250 ppm» gns BUpobHMKa Divi's
Laboratories Limited, India. Takox BuyyaeTbcs
KOHTPO/b NOKa3HUKa «MeTuneHxnopua»,
OCKi/IbKU [aHWiAi PO3UMHHYIK BinbLue He
BUKOPVCTOBYETLCA B NPOLECi BUPOBHMLTBA
Divi’s. Moka3HyK BUIyYaEeTbCA BIAMNOBIAHO A0
npepctasneHoro CEP Bupo6bHuka A®I; 3minn |
TMNy - 3MiHK 3 sikocTi. API. KoHTponb AP, 3miHa
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n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

y napameTpax cneuudikauin Ta/abo gonyctumumx
MeX, BU3HaYeHuX y cneuudikauisx Ha Ad®l, abo
BMXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
(8ONOBHEHHS cnevumdikayii HOBUM NOKa3HUKOM
AKOCTi Ta BifNoBigHMM METO40M BUNPOOYyBaHHS)
- BBeZeHHs B cneuudikauiio A®I BupobHuka M3
nokasHuka «O-KCUNEeH» 3 HOPMYBaHHSIM «He
6inblue 2170 ppm» gns BUPo6HMKa Divi's
Laboratories Limited, India. Takox BuyyaeTbcs
KOHTPO/Tb NOKasHMKa «N-Basiepuixnopua»,
OCKI/TbK/ BB&XXAETHCA HEMYTareHHO AOMILLKOO,
i KnacudpikoBaHuii sk gomilka ICH M7, knac 5
(HemyTareHHa). HesHauHi 3MiHM [0 MeTOAYy
KOHTPO/TH0 «3a/TMLLKOBI PO3YMHHMKM», 3MiHA
meTogy «N-BasiepiaHoBa KucnoTa» yepes
nepernag CEP ons Bupo6Huka Divi's; 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUyYEHHS cepTudikaTa
BiAnoBiaHOCTI EBponelickbkiit hapmakonei: ans
A®I; ansa BUXigHOrO
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; ans
[OMNOMDKHOT peyoBuHY (cepTuddikat
BiANoBIgHOCTI €Bponeiickbkili hapmakonei) -
HoBwuii cepTudpikart Bif BXe 3aTBEPKEHOrO
BMPOGHMKA - nogaHHsA Hosoro CEP ans
3aTBepXeHoro BupobHuka A®| BancaptaH —
Novartis Pharma AG, Switzerland CEP Ne RO-
CEP 2016-290-Rev 00. Ha gogatok, 6yu
BHECEeHi pefakuiiiHi 3MiHu go po3giny
3.2.S.2.1.BUpO6HUK(-1), @ came BUYYEHHS
BMpo6HuKiB Novartis Biociencias S/A , Brasil Ta
Sumitomo Chemical Co. Ltd, Japan

85.

AOKCENIH-3H

Kancynv TBepai no
25 wmr; no 10 kancyn
TBEpAMX y BnicTepi;
no 3 6nictepu y
KOpo6Li 3 KapTOHY

ToBapucTso 3
06MexeHot
BignoBsiganbHi
CTHo
"PapmaueBTn
YHa KoOMNaHis
"3popos'a”

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
"XapkiBcbke
hapmMaueBTuyHE
nigNpPUEMCTBO
"340poB'Aa
Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHa 3aaBHuka /13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460) BBeAeHHs 3MiH
NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHu | TUNY - 3MiHKW Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx nNpo cucTemy
dhapmakoHarnsay, 3mMiHa ynoBHOBaXKeHOT ocobu,

3a
peyenmom

UA/16778/01/01
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YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBiAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asBHvKa Ans 34ilCHeHHs
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6u,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa yrnoBHOBaXXEHOT 0cobun
3asBHWMKa, BiANOBiAaLHOI 3a hapMakoHarnsag,.
[itova pepakuisn: 3uMmuubka MapuHa
OnekcaHgpisHa. MNponoHoBaHa pejakuis:
LLleByeHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnsgy

86.

JLOKCULKAIH
y

rAPOX/IOPU,

kancynu no 100 mr
no 10 kancyny
6nictepi; no 1
6nictepy y kopobui 3
KapToHy

ToBapucTso 3
06MexeHot
BignoBsiganbHi
CTHo
«dapmaLeBTu
YHa KoOMNaHis
«300pOB’'A»

YKpaiHa

BUNYyCK cepil:
ToBapucTso 3
06MeXeHoI
BiANOBIAA/ILHICTIO
"XapkiBCcbke
hapmaueBThyHe
nigNpPUEMCTBO
"3a0poB'sa
Hapogay", YkpaiHa
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MeXeHoI0
Bi4nNoBiAaIbHICTIO
"®APMEKC
FPYI", YkpaiHa
BCi cTagii
BMPOBHULTBA,
KOHTPONb AKOCTI:
ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"@apmavueBTnyHa
KOMnaHis
"3p0pos'a”,
YKpaiHa

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHKW Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsagy (BBefieHHs
y3arasibHeHVX JaHux Npo cUucTemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iCHeHHs
thapmakoHarnagy B YKpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0co6U,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. Jivoua
pegaxuis: 3umuubka MapuHa OnekcaHgpisHa.
MponoHosaHa pefakLis: LesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapMakoHarasgy Ta oro Homepa. 3MiHa micus

3a
peyenmom

UA/1307/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
87. | AOCTUHEKC Tabnetkv no 0,5 wr; Mdpaizep IHK. CLIA Mdpainzep ITanisa ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/5194/01/01
no 2 abo no 8 C.p.n. 3MiHKM | TUNY - 3MiHK Woao peyenmom
TabneTok y goNakoHi; 6e3nekn/edpeKkTUBHOCTI Ta hapMakoHariagy
no 1 chnakoHy B (iHLWi 3MiHW) - 3MiHM BHECEHO A0 TEKCTY
KapTOHHI KOpo6Li MapKyBaHHS NepBMHHOT YNaKoBKMN MiKapCbKOro
3acoby B n. 4. «JATA 3AKIHUEHHA TEPMIHY
NMPNOATHOCTI» Tay n 8. «JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI»
BTOPVHHOI yNakoBku. TepMiH BBEA,EeHHS 3MiH -
npoTsarom 9 micsuiB nicns 3aTBepAKEHHS
88. | APOTABEPUH- | Ttabnetku, 40 Mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 6e3 - UA/7468/01/01
AAPHULA 10 TabneTok y "®GapmaueBTu "papmMaLeBTnYHa 3MiHu | TNy - 3MiHK 3 SKOCTi. FOTOBWIA peyenma
KOHTYpHil yHa chipma hipma "LapHuus” nikapcbknii 3aci6. KOHTPOb AOMOMIKHUX
YapyHKoBIl "OapHuus” peyoBuH. 3MiHa NapameTpiB cneuudikauii

ynakosLii, no 2 abo
no 3 KOHTYpHi
4apyHKOBI yNakoBKu
y navui

Ta/abo fonyCTUMMUX MEX A5 AONOMIKHOT
pevoBUHM (BUYYEHHS 3i cneumdikawi
He3Ha4yHOro nokasHuka (Hanpvknag 3acrapifioro
NoKa3HWKa)) - BUNYyYEHHS MOKa3HWKIB SAKOCTI
«3anizo» Ta «ANOMiHI» 3i cneyundikauii
[0NOMDKHOT peyoBrHU KpeMHito aiokeug,
KONoigHWiA 6e3B0HWIA, BigNoBiAHO A0
mMaTtepianis BUpo6HuMKa 3rigHo 3 ICH Guideline
«Q3D Elemental impurities» Ta BUMor fjto4oi
MoHorpadii € «Silica, colloidal anhydrous»;
3MiHu | TMny - 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX
peyoBWH. 3MiHa NapameTpiB cneuudikaw,ii
Ta/abo JonyCTUMMNX MeX A5 LOMOMIXKHOT
pevoBUHM (iHLWi 3MiHWM)

CynyTHS 3MiHa
- 3MiHM 3 IKoCTi. FOTOBWIA NiKapcbkuii 3acio.
KOHTpO/1b AONOMIDKHUX pEYOBKH. 3MiHa Y
MeToAax BUNPobyBaHHA [OMOMIKHOI PEHOBUHM
(He3HauHi 3MiHN y 3aTBEPKEHNX MeTogax
BMNPOGYBaHb);
npusefeHHs cneuudikaLii Ta MeToAiB KOHTPOO
SIKOCTi Ha AONOMDKHY peHOBUHY KpemHito
OioKcuz KoNoigHWin 6e3BOAHWIA A0 Ailo4nx BUMOT
Ta pekomeHaauin 4dY, 3 BpaxyBaHHSM BUMOT
€®d 3a NoKa3HMKOM «PO3YMHHICTb», KU
nepeHeceHo [0 po3aisy 3arasibHi BNacTUBOCTI,
OCKiNbKM Ma€e pekoMeHaaLiiHnii xapakTep Ta 3a
NOKasHUKOM «Mikpo6ionoriyHa YncToTa»
BHECEHO NocuaHHs Ha E®, aitoue BUAaHHS, 6e3
3MiHW HOPMYBaHHS Ta METOAMKN KOHTPOSIO
AKOCTI;
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3MiHM | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosiaHoCTI/TE-cepTucpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponeiicbkoi dhapmakonei, abo iHwoi
HaujioHanbHOI chapmakonei aepxasu €C (iHwWi
3MiHK) - NpUBeAeHHs po3ainis 3.2.P.4.1
Cneuyudpikauisa Ta 3.2.P.4.2 AHaniTuuHi metogu
peecTpavuiiHoOro AOCLE Ha [OMNOMiXHY PEYOBUHY
KpemHito giokeug konoigHuii 6e3sogHuin y
BiAMNOBIAHICTb A0 BUMOT Ajt040i MOHorpadii EP
«Silica, colloidal anhydrous». ¥ 3B’A3Ky 3 UMM
BHECEHO 3MiHM [0 po3ainis: «Onuc», «BTparta B
Maci Npy NpoxaproBaHHi», «KinbkicHe
BU3HAYEHHS»; [0AaHO NMOKa3HUK «X1opnans,
BWJIyYEeHO Po3finn: «HacunHa ryctnHa»

89.

AYTACTEPUL
T

Kancynu Teepai, 0,5
mr/0,4 mr; no 30 a6o
90 kancyn B NAsLLL;
no 1 naswuiy
KapTOHHIM navui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

BMPOGHMLITBO
NPOMIXXHOro
NPOAYKTY - M'SIKUX
XenaTuHOBUMX
Kancyn Ta
BUPOGHMLTBO /13,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BiANOBiAa/IbHWIA 3a
BUNYyCK cepil:
NABOPATOPIOC
NEOH ®APMA
C.A., IcnaHis;
BMPOGHMLITBO
NPOMIXXHOro
NPOAYKTY - rpaHyn
TamcynosvHy 3
MoaMdpiKkoBaHUM
BVBI/IbHEHHSM,
KOHTPONb AKOCTI:
C.K. 3EHTIBA
C.A,, PymyHisi;
KOHTPO/b AKOCTI
(anbTepHaTMBHUIA)
: NABOPATOPIO
EUEBAPHE, CA,
Icnaxis; KOHTPO/b
AKOCTI: XiMiKO-
hisnyHe

Icnanis/
PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TYnY - 3MiHK 3 aKocTi. CepTudikar
BignosigHoCTI/TE-cepTucpikat BignosigHOCTI
€Bponeiicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBiAHOCTI EBponelickbkiin hapmakonei: ans
A®I; ansa BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMKHOT peyoBUHU (cepTudikar
BiANoBigHOCTI E€Bponeiickkili hapmakonei) -
OHoBneHWit cepTuddikart Big, yke 3aTBEPAKEHOTO
BMPOGHMKa - MogaHHA OHOB/IEHOTO cepTudikaTy
BiANoBigHOCTI E€Bponeiickkili hapmakonei Ne R1-
CEP 2014-306-Rev 00 (3atBepaxeHo: RO-CEP
2014-306-Rev 02) ons Ail0yoi peyoBuHU
Dutasteride Big, 3aTBEpAXEHOr0 BUPOOHUKA
AUROBINDO PHARMA LIMITED, IHgis. 3miHu |
Tnny - 3MiHK 3 AkocTi. CepTudikat
BignosigHoCTI/IE-cepTucpikart BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ansa BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMIKHOT peyoBUHU (cepTudikar
BiANoBigHOCTI E€Bponeiickkili hapmakonei) -
OHoBneHW cepTudikart Bif yKe 3aTBEPAKEHOTO

3a
peyerimom

UA/18219/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
TeCTyBaHHS: BMPOGHMKa - [MofaHHA OHOBIEHOTO cepTudikaTy
dYHOACIOH BiANOBIgHOCTI EBponeiickkili hapmakonei Ne RO-
TEKHANIA CEP 2016-126-Rev 02 (3aTBepgxeHo: RO-CEP
PECEPY & 2016-126-Rev 01) ans Aitlo4oi pevoBrHN
IHHOBATIOH, Dutasteride Big, 3aTBEpAXEHOr0 BUPOOHUKA

IcnaHist; KOHTPO/Ib
AKOCTI: XiMiKO-
pisnyHe Ta
MikpobionoriyHe
TeCTyBaHHS:
HET®APMA/AB
KOHCANTIHI
CEPBAWACIC,
IcnaHin; neperHHe
Ta BTOPVHHE
nakyBaHHs:
NABEOPATOPIOC
NIKOH3BA, C.A,,
IcnaHis; BUpoGHWK,
BiAnoBiganbHUii 3a
BTOPWHHE
nakyBaHHS
(anbTepHaTUBHUIA)
: MAHAHTIAN
IHTEIPA, C.N1.10.,
IcnaHis; BUPOGHWK,
BiANOBigabHUI 3a
BTOPWHHE
nakyBaHHs
(anbTepHaTMBHUIA)
T ATOIC ®APMA,
C.J1., IcnaHis

HETERO LABS LIMITED, IHgjs. 3miHu | Tuny -
3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS FOTOBOIO J1iKapCbKOro
3acoby (He3HayHa 3MiHa Y 3aTBEepKEHNX
MeTofax BUNpo6yBaHHs) HesHauHi 3MiHW y
3aTBepKEHNX MeToAax BunpobysaHHsA 13 3a
NokasHUKOM «KinbkiCHe BU3HaYEHHS.
[ytactepu». 3MiHn | TMNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknin 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapcbKoro 3acoby (3amiHa abo
[0AaBaHHS AiNbHWLI, Ha SKili 3OiACHIOETLCSA
KOHTPONb/BUNPOGYBaHHSA cepii) 3amiHa
BMPOGHMYOI AiNbHULi AN BUPOGHMKA
BiANOBIAA/TLHOrO 3a KOHTPO/Ib SKOCTI
NABOPATOPIO EYEBAPHE, CA, Icnais
3arBepmxeHo: MNposeHuya. 312 6aikcoc, 08037
BAPCEJIOHA 3anponoHoBaHo: ABeHiga KaH
Bennet 61-65. CaH Kyrat gen Bannec.
BAPCEJIOHA, 08174. 3miHu | Tuny - 3miHn 3
akocTi. CepTtudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BUTyYEHHS cepTudikaTa Bi4noBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiZHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ansa gonomixHoi pevosuHu (ME-cepTuddikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHOro MaTepiany/peareHTy/npoMbKHOIo
npoaykTy abo AONOMIXHOI pevyoBunHN) - HoBwuii
cepTudiikat AN BUXigHOTO
marepiany/peareHTy/NpoMiKHOIo NPoAyKTy abo
[0NOMDKHOT peYOBMHU Bif HOBOro abo Bxe
3aTBEPAKEHOro BUpo6HUKa - MogaHHA HOBOrO
[E-cepTucpikaTy BignoBigHOCTI EBponeichbkiii
hapmakonei Ne R1-CEP 2000-116 - Rev 02 g5
[0MNoMiXHOT peyoBuHM Gelatin Big, BXxe
3aTBepKeHOro Bupo6Hrka GELITA Group.
3minu | TUny - 3miHn 3 sKocTi. CepTudikar
BignosiaHocTI/I E-cepTucpikar BignosigHOCTI
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

€Bponeiicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[onomikHoT pedoBuHu (ME-cepTudikat
BiANOBIAHOCTI E€Bponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/NpOMiXXHOIO
npoaykTy abo [ONOMiXHOT peyoBuHK) - HoBuiA
cepTudiikat AN BUXigHOTO
marepiany/peareHTy/npomikKHOro NpoaykTy abo
[ONOMDKHOT peyoBUHU Bif, HOBOro abo Bxe
3aTBEPKEHOro BUPOOHUMKa - MogaHHA HOBOro
['E-cepTudpikaTy BignoBigHOCTI EBponeichbkiii
hapmakonei R1-CEP 2001-424 - Rev 03 ansa
[onomikHOT peyoBuHmn Gelatin Big Bxe
3aTBepxeHoro BupobHunka GELITA Group.
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[ornomikHoT peyosuHu (ME-cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/NpOMiXXHOIO
npoAyKTy abo AONOMDKHOT pevyoBUHN) -
OHoBneHnin cepTuddikaT Bif BXe 3aTBEPAKEHOIO
BMPOGHUKa - MNMogaHHs oHoBneHoro ME-
cepTudikaTy BignoBigHOCTI EBponeichkili
thapmakonei R1-CEP 2003-172 rev 03
(3aTtBepaxeHo: R1-CEP 2003-172 rev 02) ans
[ornomikHOT peyoBuHu Gelatin Big, Bxe
3arBepxeHoro BupobHvka GELITA Group.
3MiHu | TURY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOrO NiKapCbKOro
3ac006y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHLCS NPW BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHu)
36isbLIeHHS Yacy 36epiraHHs MPOMiXXHOro
npoAaykTy 3 6 Micauis Ao 12 micsAuis. 3miHn |
Tuny - 3MiHn 3 akocTi. Ceptuddikat
BignosiaHocTI/I E-cepTucpikar BignosigHOCTI
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

€Bponeiicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (cepTudikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHWNIA cepTudikaT Bif yXe 3aTBepKEHOro
BUpO6HMKa - [ofaHHA OHOB/IEHOro cepTudikaty
BiANOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2009-121 - Rev 02 (3atBepmxeHo: R1-CEP
2009-121 - Rev 01) ans fjito4oi pevyoBuHU
Tamsulosin hydrochloride Big 3aTBEpAXEHOTO
BMpOG6HUKa (BrnacHuk CEP - Zentiva, k.s.), Ak
HacnigokK 3mMiHa Ha3BW BUPOOHWYOT AiNbHULL 3
CHINOIN PHARMACEUTICAL AND CHEMICAL
WORKS PRIVATE CO., LTD., YropwuHa Ha
EUROAPI Hungary Ltd., YropwmHa. 3miHu |
Tuny - 3MiHM 3 akocTi. Ceptuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUyYEHHS cepTudikaTa
BiANoBiaHOCTI EBponelickbkii hapmakonei: ans
A®I; ansa BUXigHOrO
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; ans
[0MNOMDKHOT peyoBuHY (cepTuddikat
BiANoBIgHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXe 3aTBEPKEHOTO
BMPOGHMKA - OfjaHHS OHOB/IEHOTO cepTudikara
BiANoBigHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2010-144 - Rev 03 (3atBepaxeHo: R1-CEP
2010-144 - Rev 02) gns [itoyoi pevyoBuHM
Tamsulosin hydrochloride Big Bxe
3aTBEPKEHOro BUPO6HMKA. HK HaciAokK, 3MiHa
Ha3BuW Ta agpecu BracHuka CEP Ta Ha3su
BMpOGHMYOI ainsHkn 3 CADILA HEALTHCARE
LIMITED, Ingist Ha ZYDUS LIFESCIENCES
LIMITED, IHgis. 3MiHu | TUny - 3MiHM 3 SKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpoNeichkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BUXiQHOro MaTepiany/peareHTy/npoMmixxHoro




85

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHMIA cepTudikaT Bif yXe 3aTBepXKEHOro
BUpO6HMKa - MofaHHA OHOB/IEHOro cepTudikaty
BiANoOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2016-126-Rev 00 ans gito4oi peyoBuHM
Dutasteride Big, 3aTBEpAXEHOr0 BUPOOHUKA
HETERO LABS LIMITED, IHgjs. 3miHu | Tuny -
3MiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTofAax BUNPOGYyBaHHS rOTOBOIO J1iKapCbKOro
3aco0y (He3HayHa 3MiHa Y 3aTBEepKEHNX
MeTofax BUNpo6yBaHHs) HesHauHi 3MiHW y
3aTBepKEHNX MeToaax BunpobysaHHs 13 3a
NokasHUKOM «KinbkiCHe BU3HaYEHHS.
TamcynosuH». 3MiHu | Tuny - 3MiHKM 3 AKOCTI.
oTOBMIA Nikapcbknii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPO6YBaHHS rOTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKEHNX METoAAX
BMNpo6yBaHHA) He3HauHi 3MiHU y 3aTBEepKEHNX
MeTofax BunpobyBaHHs /13 3a nokasHUKOM
«Po34rHeHHs. TaMCy103nH»

90.

EBIHOMNOH-B®

PO34UH ONS iH'EKLLN,
25 mr/mn; no 3 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy B nayui

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis:
3MiHKM | TUNy - 3MiHK WoAa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHSA MikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NMaHy nefiaTpUyHNX JOCAIAXKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiH1 BHECEeHi 0
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ainm "OcobnmnBocCTi
3acTocyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "Mo6iyHi
peakuii” BignoBigHO A0 OHOBMEHOT iHChopMaLi 3
6e3nekun 4ityoi pevyoBUHN.

BBefeHHst 3MiH npoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsieae

UA/19439/01/01

91.

ENIAEN®

Kpem ans
30BHiLLIHbOIO

MEJA d®apma
'M6X eHg Ko.

HimeyunH
a

MEJA
MeHblotheKYepUHr

PpaHLis

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHK | TMNy - 3MiHK WoA0

3a
peyenmom

UA/7137/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3acTocyBaHHs 1 %; Kl 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
nol5r,30r,60r 3MiHa YacToTn Ta/abo TepMiHiB NoAaHHSA
a6o 100 r y Ty6i; no perynspHO OHOB/OBaHMX 3BITIB 3 6e3nekn
1 Ty6i B kOpobL; 3 niKapcbkux 3aco6iB. 3MiHa 4acToTK Ta TEPMiHIB
KapToHy nofaHHA perynsapHO OHOB/OBAHOIO 3BITY 3
6e3nekn
[itova pepakuis: YactoTa nofaHHa perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku 1 pik. KiHuesa
Aara ans BkNoYeHHsA aaHunx go PO3b -
31.03.2023 p. Aata nogaHHsA - 09.06.2023 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHoO OHOBJ/IHOBAHOIO 3BITy 3 6e3nekn 3
pokm
KiHueBa fata ansa BKOYEHHs aaHux fo PO36 -
31.03.2023 p. farta nogaHHA - 29.06.2023 p.
PekomeHa0BaHO [10 3aTBEPKEHHS Bi4NOBIAHO
[10 NepioANYHOCTI NOAAHHS PerynsipHo
OHOB/IHOBAHUX 3BITIB 3 6e3MeKn NMikapcbKmx
3acobiBy EC
92. | ENI®OP Tabnetkun Mdcpaiizep CWA Brpo6HMLTBO, Ipnangis/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a - UA/14972/01/01
NPOSIOHroBaHoI fji Eiu.Ci.Mi. nepBuHHE Ta HimeuunHa 3MiHW | TMny - 3MiHK 3 AKocTi. API. peyenmom
no 100 wmr; no 14 Kopnope#iLH BTOPVHHE Brpo6HMLTBO. 3MiHa BUPO6HUKaA
Tabnetok y 6nictepi; nakyBaHHs, BMXIZAHOrO/NPOMIXHOr0 NPOAYKTy/peareHTy, LWo
no 2 6nictepu B KOHTPO/b SKOCTi: BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY NPOLECi
KapTOHHIA KopoobLi Mdpaiizep IpnaHgis A®I, abo 3miHa BUpoOHYKa (BKOYaouu, ae
dapmacbioTikans, Heob6XiAHO, MicLe NPOBEeAEHHS KOHTPOSIIO AKOCTI)
IpnaHgjs; A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
MepBuHHE Ta €Bponeiicbkiii hapmakonei y 3aTBepaKeHoMy
BTOPWHHE [10Cb€)(3anponoHOBaHW BUPOBHMK HANEXNTb
nakyBaHHs1, BUMYCK [0 TiEl camoi BUPOGHMYOT rpynu NignpuemMcTB,
cepii: Mdpaiizep LLIO i 3aTBEPAXKEHNIA) - BBEAEHHS BUPOGHMKA
MeHtodhekuypuHr BUXiZIHOTO NPOAYKTY — MeToKcuauerary -
[Jonunena rmoéX, BMKOPVCTOBYETLCS Y NPOLLeCi BUPO6eHHA AdI,
HimeuyunHa 30kpema — Siegfried USA, LLC (33 Industrial
Park Rd, Pennsville NJ 08070, USA).
Siegfried USA, LLC HanexwuTb o rpynu
nignpuemcts Siegfried Ltd, Switzerland. MeTopg
CMHTe3y Ta BUpOOHMYI onepadii (3a BUHATKOM
OesiKNX TEXHIYHNX 0COBNBOCTEN) 3aUIMLLATLCA
6€e3 3MiH
93. | ENM®OP Tabnetkun Mdcpaiizep CLIA Brpo6HMLTBO, Ipnangis/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a - UA/14972/01/02
NPOIOHrOBaHOI Aji Eny.Ci.Mi. nepBuHHE Ta HimeuunHa 3MiHKM | TURY - 3MiHK 3 AKOCTi. ADI. peuyenmom
no 50 mr; no 14 Kopnope#iLuH BTOPUHHE Brpo6HMLTBO. 3MiHa BUPOGHUKaA
Tabnetok y 6nictepi; nakyBaHHs, BUXiHOro/MPOMiXHOro NpoAyKTy/peareHTy, Lo

no 2 6nictepu B
KapTOHHIA Kopoo6Li

KOHTPO/b SIKOCTI:
Mdpaiizep IpnaHgis
dapmachbioTikans,
Ipnangis;

BUKOPVCTOBYIOTBCS Y BUPOOHNYOMY MPOLLECI
A®I, abo 3miHa BUpoOHYKa (BKIOYaKuu, ae
HeoOXxiAHO, MicLe NPOBeAEHHS KOHTPO/TIO AKOCTI)
A®I (3a BigCyTHOCTI cepTucpikata BiANoBIAHOCTI
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

MepBuHHE Ta
BTOPWHHE
nakyBaHHS1, BUMYyCK
cepii: Mdpaiizep
MeHtohekyypuHr
[Jonunena rméxX,
HimeuunHa

€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0cbe)(3anponoHoBaHUiAi BUPOGHMK HAIEXUTb
[0 Tiel camoi BUPOOHUYOI rpynu NigNpUeEMCTB,
LLIO Vi 3aTBEpPAXKEHNIA) - BBEAEHHS BUPOGHMKa
BUXiZIHOTO NPOAYKTY — MeToKcuaueTary -
BMKOPVCTOBYETLCS Y NPOLIECi BUPOGEHHA A,
30kpema — Siegfried USA, LLC (33 Industrial
Park Rd, Pennsville NJ 08070, USA).
Siegfried USA, LLC HanexwuTtb go rpynu
niganpuwemcts Siegfried Ltd, Switzerland. MeTog
CMHTe3y Ta BUPoOHMYI onepauii (3a BUHATKOM
OesKNX TEXHIYHNX 0COBNNBOCTEN) 3aUIMLLAKTLCA
6€e3 3MiH

94,

EM3VL®

NOPOLLIOK A5
po3unHy Ans
iH’ekujit, no 500 wr,
no 1 cpnakoHy B
KapTOHHI ynakosLi

Abpun
dopmynenwH3
Met. itg

IHais

Hekrap
NalidpcaliHcia
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHKM | TURY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa YacToTn Ta/abo TepMiHiB NOAaHHSA
perynsipHO OHOBJ/TOBAHUX 3BITIB 3 6e3neku
NiKapcbKNx 3aco6iB - 3MiHa 4acToTV Ta TEPMiHY
NoAaHHA PerysiipHo OHOBJIIOBAHOIO 3BITY 3
6e3nekn nikapcbKoro 3acoby:

[itova pegakuis:

YactoTa nogaHHa PO3B — 3 poku; KiHueBa gata
ON151 BKNOYeHHA faHnx o PO3b — 17.10.2018
p.; JaTta nogaHHa — 15.01.2019 p. MponoHoBaHa
peakuis:

YactoTa nogaHHs PO3B — 5 pokiB; KiHueBa
pata ans BKIYeHHs gaHux go PO3b —
17.10.2023 p.; AaTa nogaHHA — 15.01.2024 p.
PekomeHgoBaHO [0 3aTBEPXEHHS BiANOBIAHO
[10 NepioANYHOCTI NOJAaHHA PerynsapHo
OHOB/IOBAHMX 3BITIB 3 6e3Mekn Nikapcbknx
3aco6iB y €Bponeiicbkomy Cotosi.

3a
peyenmom

UA/15613/01/02

95.

EM3VNL®

MOPOLLIOK A5
po3unHy ans
iH’ekuiit, mo 1000 wr,
no 1 cpnakoHy B
KapTOHHIl ynakoBLi

Abpun
dopmynenLH3
Met. itg

IHais

Hekrap
Navichcalicia
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHY | TUNY - 3MiHN LWoAo
6e3nekn/eddekTVBHOCTI Ta hapMakoHariagy.
3MiHa YacToTv Ta/abo TepMiHiB NogaHHs
perynsipHO OHOBJ/IOBaHMX 3BITiB 3 6e3neku
NiKapCcbKnx 3acobiB - 3MiHa 4acToTK Ta TEPMiHY
NnoAaHHs perysisipHo OHOBJIHOBAHOTO 3BITY 3
6e3neku nikapcbLKoro 3acoby:

[itova pegakuis:

YactoTa nogaHHa PO3B — 3 poku; KiHueBa gata
0151 BKNoYeHHA gaHux go PO36 — 17.10.2018
p.; Aata nogaHHs — 15.01.2019 p. NponoHoBaHa
peakuis:

YactoTa nogaHHsa PO3B — 5 pokiB; KiHueBa
[ara Ans BKAYeHHs fgaHux o PO3b —

3a
peyenmom

UA/15613/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
17.10.2023 p.; faTa nofaHHs — 15.01.2024 p.
PekomeHaoBaHO [10 3aTBEPKEHHS BiNOBIAHO
[0 NepioANYHOCTI NOJAHHSA PerynspHo
OHOBJ/THOBAHUX 3BITIB 3 6€3MeKu NTiKapCbKmx
3aco6iB y €BponelicbkoMy Coto3i.
96. | EPUTPOMILUUH | Tabnetku, BKpUTI AT YkpaiHa AT "BITAMIHN" Ykpaina BHECEHHS 3MiH 4O pPEeeECTpaLiiHnX MaTepiasiis: 3a He UA/8709/01/01
060/10HKOHD, "BITAMIHWL" 3MiHu | TUNY - 3MiHKW Woao0 peyenmom nionseae
KMLLKOBOPO3UMWHHI, 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.

no 100 wmr; no 10
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu
y naJui 3 kKapToHy

3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[IMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynspHo OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHs NikapcbKoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 JOC/iAKEHb, MPOBeAEHNX
Bi4MNOBIAHO A0 NMaHy nejiatpudHNX AOCNiAKeHb
(PIP) (3mMiHy y3rofkeHo 3 KOMNEeTeHTHUM
YNOBHOB&XXEHWM OpraHoM) 3MiHN BHECEHO [0
IHCTPYKLUIT A1A MEeANYHOr0 3aCTOCYBaHHS
niKkapcbKoro 3acoby [o posginis
"MpoTunokasaHHaA", "B3aemogia 3 iHWMKN
nikapcbknmuy 3acobamu Ta iHWi BUAN
B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHS",
"Mo6iyHi peakuji”, a TakoX 40 KOPOTKOI
XapakTepucTukn o po3sginis "MpotunokasaHHs",
"B3aemogis 3 iHWMMK fikapcbkumn 3acobamu Ta
iHWI BMAW B3aemogiit”, "Ocob/nBi 3aCTEpPEXEHHS
Ta 3anobikHi 3axou Npu 3aCTOCYBaHHI",
"Mo6iuHi peakwyji" Woa0 6e3nekn 3acTocyBaHHSA
Lit040i pevyoBMHN epUTPOMILMH BiANOBIAHO A0
pekomeHgauiii PRAC. 3miHun | Tuny - 3MiHn
wopo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3acTocyBaHHA Ha Nigcrasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
3acoby, abo focnigkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKV 3BIiTYy 3 AOC/iAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpuyHNX SOCMiAXEHb
(PIP) (3MiHy y3roipeHo 3 KOMNETEeHTHUM
YNOBHOB&XeHWM opraHom) 3MiH1 BHECEHO A0
IHCTPYKUIT 419 MEeANYHOT0 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"MNpoTrnokasaHHs", "B3aeMogis 3 iHLMMK
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

nikapcbkMun 3acobamu Ta iHLWi BUau
B3aemogiit”, "3acTocyBaHHs y nepiog, BaritTHOCTi
abo rogyBaHHs rpyaato", a TakoX A0 KOPOTKOI
XapaKTepucTMKM A0 po3ainis "MpoTunokasaHHs",
"B3aemMogia 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHLWI BMAW B3aemogiin", "3acTocyBaHHs nif vac
BariTHOCTI Ta rogyBaHHs rpyaar” woao 6esneku
3aCTOCyBaHHS Ajito4oi PeYOBVHN ePUTPOMILMH
BiANOBIAHO A0 pekomeHaauin PRAC. 3miHu |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) 3MiHM BHECEHO
00 IHCTPYKUIT A4NS MEANYHOrO 3aCTOCYBaHHS
NikapcbKoro 3acoby, a TakoX A0 KOPOTKOI
XapakTepucTuku o po3szainy "Mo6iyHi peakuyii"
LLI0A0 3BITyBaHHSA NPO NO6iYHI peakuil

97.

EPIAE3®

TabneTtku, Wo
AVCNepryTbes y
POTOBIli MOPOXXHUHI,
no 5 mr, no 10
TabneTtok y 6nictepi;
no 1 6nictepy y
navui

MpAT
"®apmaueBTn
yHa hipma
"fapHuus”

Ykpaina

KEHE®APM
C.A.

peuis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHW | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpOoBaPKEHHS AISNbHOCTI BUpo6HUKa/imnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIo4aum
AiNbHULI BUNYyCKy cepii abo micue npoBefeHHs
KOHTPOJIHO SIKOCTI. (AifNIbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOUAKUM BUMYCK Cepild).
3MiHa HalimeHyBaHHS BMpo6HUuka M3
BifJNOBIAa1bHOMO 3@ NOBHWIA LMK BUPOOHULTBA.
TakoX YyTOYHEHHS afpecy BUPOOHMKa
BiANOBIAHO [0 OHOBMEHOro cepTudiikaty GMP.
Brpo6HMya AinbH1LUSA Ta yci BUpobHUYi onepadii
3aULLATLCA HE3MIHHMMUW. 3MiHU BHECEHI Y
po3ainn "BMpo6HUK" Ta "MicLie3HaxomKeHHs
BMPOOHYMKa Ta afpeca MicLis NPOBaKEHHA 1ioro
LOiSIbHOCTI" B IHCTPYKLi0 4151 MeANYHOro
3aCTOCYBaHHSA Ta K HAC/MIJOK - Y TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro 3acooy.
BBeneHHs 3MiH NpoTAroM 6-Tn MicsAuiB nicns
3aTBEPIKEHHS.

6e3
peyenma

nionseae

UA/18434/01/01

98.

ECCOBE/N®

TabneTku, BKPUTI
060/10HKO0, Mo 10
Mr o 14 TabneTok y
6nictepi; no 2
6nictepn y
KapTOHHIN ynakoBuUi

HOBEN INAY
CAHAI BE
TIIXKAPET
ALl

TypeyyuH
a

HOBEN INAY
CAHAI BE
TIIXAPET A.LL.

TypeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbknii 3aci6. 3MiHW Y BUPOOHMUTBI. 3MiHK Y
npoLeci BUpOGHULITBA FOTOBOrO /iKapCbKoro
3aco0y, BK/OYatouy NPOMKHUA NPOAYKT, LU0
3aCTOCOBYETLCS NPW BUPOGHULTBI FOTOBOIO
nikapcbKoro 3acoby (iHwWi 3MiHK) - npoLec
BMPOGHULITBA 3aTBEPAKEHOrO PO3Mmipy cepil
rOTOBOrO J1iKapCbKOro 3acoby OHOBNEHO Y
3B’A13KY 3 OHOB/IEHHAM BMPOBHNYOro
obnafHaHHA (BigKOpUroBaHo napameTpu
NpOCiloBaHHs Ta NnepemillyBaHHs). [1ns HoBoro

3a
peyenmom

UA/10328/01/01




90

Ne
n/n

Hassa
NiKapcbKo20
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Homep
peecmpayitiHo2o
nocsioYeHHs

po3mipy cepii BUPOGHWYMIA NPOLLEC OHOBJIEHO 3
MeToto aganTauii BUpOGHULTBA A0 HOBUX
MaclTabis, a came: BBeAEHO eTan
nonepeaHbLOro BUCYLLYBaHHSA KPOXMaUo
KYKYpYyA35HOTO; BiIKOPMroBaHoO napameTpm
NpOCitOBaHHA Ta NepeMillyBaHHs; BUKOPUCTaHO
6inbl MacliTabHe obnagHaHHsa. 3MiHu | Tuny -
3MiHM 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIouaoum
Jiana3oH po3Mipy cepii) roToBOro JlikapCbKoro
3aco06y (iHLWi 3MiHK) - BBEAEHHS O4ATKOBOro
po3mipy cepii roToBOro slikapcbkoro 3acoby no
10 mr
3aTtBepmxeHo: 200 000 TabneTok, BKPUTUX
NAiBKOBOK 060/10HKOI0. 3anponoHoBaHo: 200
000 TabneTok, BKpUTKX M/T1IBKOBOK 060/I0HKOLO,
800 000 TabneToK, BKPUTUX M/1IBKOBOK
060/10HKOI0.

99.

ECUMTANONP
AM

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKO10, MO 5 Mr,
no 10 TabneTok y
6nictepi; no 3 abo 6
6nictepis y kopobuj
3 KapPTOHY

ToBapucTso 3
06MeXeHo
BiANOBIAa/bHI
CTHO
«®apmavueBTu
YHa KOMNaHis
«3[0pOoB’A»

YkpaiHa

Bunyck cepii:
ToBapucTso 3
06MeXeHOoI0
Bi4nNoBiAaIbHICTIO
"XapkiBcbke
hapmavueBTuyHE
nigNpPUEMCTBO
"340poB'a
Hapogay", YkpaiHa
Yci ctagii
BMPOBHULTBA,
KOHTPONb AKOCTI:
ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"®APMEKC
FPYT", YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMmiH BBEAEHHSA
3MiH NPOTAroM 6 MiCALIB MiCNs 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHVKa, BigNoBiAabHOI 3a thapmakoHarnsag,.
[itova pepakuia: 3uMmuupka MapuHa
OnekcaHngpiBHa. MponoHoBaHa pejakLis:
LLleBuyeHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXXeHOT 0CO6M 3asBHMKA,
BiANOBiAabHOT 32 hapmakoHarnsg. 3MiHa
MiCLe3HaxoMKeHHs1 MacTep-halina cucremu
dhapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.

3a
peyenmom

UA/13811/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
100. | ECUATANONP | Tabnetku, BKPUTI ToBapucTBo 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/13811/01/02
AM NNiBKOBOO 06MeXeHo ToBapucTBo 3 3MiHa 3asaBHuKa J13 (MIBI) (BnacHuka peuenmom
060510HKot0, No 10 BiANOBIAaA/bHI 06MexeHot peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
mr no 10 TabneTok y cTHo BiANOBIAA/IbHICTIO MO3 Big 23.07.2015 Ne 460). TepmiH BBEAEHHS
6nictepi; no 3 abo 6 «®apmauesTu "XapkiBcbke 3MiH NPOTAromM 6 MICALIB MiCNA 3aTBEPIKEHHS.
6nicTepis y kopobuij YHa KOMNaHis hapmaueBTuyHe 3MiHu | TMRY - 3MiHK Woao
3 KapTOHY «300poB'A» nignpyeMcTBo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy.
"340poB'a BBefeHHs abo 3MiHM [0 y3arasibHeHUX AaHnxX
Hapogay", Ykpaina npo cuctemy papmakoHarnsay (BBeAeHHs
Yci cTagii y3arasibHeHUX AaHux Npo cuctemy
BUPOBHULTBA, thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
KOHTPO/b AKOCTI: BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
ToBapwvCTBO 3 chapmakoHarnsgy; KoOHTakTHoi ocobm 3
06MeXeHoI dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
BiANOBIAA/TbHICTIO hapmakoHarnisgy B YkpaiHi, SKLLO0 BOHA
"®APMEKC BiAMiHHa BiJ YNOBHOB&aXeHOI 0co6H,
FPYMN", Ykpaina BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHVKa, BigNoBiAaIbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: 3umuubka MaprHa
OnekcaHgpisHa. MponoHoBaHa pejakLis:
LLleBueHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[JaHnX yNoBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
MiCLie3HaxX0MKEeHHSA MacTep-halina cucremu
thapmakoHarnsgy Ta iioro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmMakoHarnsay.
101. | ECUMUTANONP TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/13811/01/03
AM NNiBKOBOO 06MeXeHo ToBapucTBo 3 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peuenmom
o060/10HKot0, No 20 BiANOBIAaAbHI 0bMexeHot peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
mr no 10 TabneTok y CTHo Bi4nNoBiAaIbHICTIO MO3 Big 23.07.2015 Ne 460). TepMmiH BBEAEHHSA
6nictepi; no 3 abo 6 «®apmavueBTu "XapkiBcbke 3MiH NPOTAroM 6 MICALIB MiCNA 3aTBEPLYKEHHS.
6nicTtepis y kopobuj YHa KOMNaHis hapmaueBTUyHe 3MiHu | TURY - 3MiHK Woao
3 KapTOHY «3[0poB’A» nigNpPUeEMCTBO 6e3nekn/ehekTMBHOCTI Ta hapmakoHariagy.
"340poB'Aa BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX
Hapogay", YkpaiHa npo cuctemy papmakoHarnsay (BBeAeHHs
Yci cragji y3arasibHeHuX AaHux nNpo cuctemy
BMPOBHULTBA, thapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,

KOHTPONb AKOCTI:
ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"®APMEKC
FPYI", YkpaiHa

BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapMmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHVKa, BigNoBiAaIbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: 3umuubka MaprHa
OnekcaHgpisHa. MponoHoBaHa pejakLis:
LLleBueHko OneHa IropiBHa. 3MiHa KOHTAKTHUX
[JaHnX yNoBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
MiCLie3HaxX0MKEeHHS MacTep-halina cucremu
thapmakoHarnsgy Ta iioro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmMakoHarnsay.
102. | ETUAMETWANTI KpucTaniyHmi ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: - - UA/16514/01/01
APOKCUNIPUA | nopoluok 06MeXeHo 06MeXeHo 3MiHu | TUNYy - 3MiHKn 3 akocTi. A®l. KoHTponb
NHY (cy6eTaHuis); y BiANOBIAaAbHI BiANOBIAALHICTIO A®I. 3miHa y napameTpax cneuudikauii Ta/abo
CYKUUHAT MiLLKax CTHo "OAPMXIM" O0NyCTUMUX MeX, BU3HAYeHUX Y cneumdikauisax
nosieTuIeHoBMX "PAPMXIM" Ha A®I, a6o BMXigHWIA/NPOMIXHWIA
ans npoayKT/peareHT, L0 BUKOPUCTOBYOTbLCA Y
hapmMaueBTUYHOIO npoueci BupobHuuTBa A®I (iHWi 3MiHK) -
3acTOCyBaHHSA BHeceHHs 3MiH 40 n. «CynpoBigHi AOMILLKM», a
came- BHECEHHS MPUMITKM * «3a faHnm
MOKa3HNKOM B CepTUIKaT AKOCTi BHOCATLCA
[LaHi KOHTPOJII0 Hepo3dhacoBaHOI NPOAYKLLIT»
BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS.
103. | ETMNOBUNA pigvHa (cybcTaHLuis) ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: - - UA/12775/01/01
E®IP a- y NONIeTUIEHOBUX 06MEXEHO 06MEXEHO 3MiHM | TUNY - 3MiHK 3 AkocTi. ADIl. Cuctema
BPOMI3OBA/E | kaHicTpax ans BignoBigasIbHi BiANOBIAA/IbHICTIO KOHTeliHep/3aKynoptoBasibHWiA 3aci6 (iHWi 3MiHK).
PIAHOBOI BMPOBGHULTBA CTi0 "PAPMXIM" BHeceHHs 3MiH A0 p. «MapkyBaHHs», a came-
KUCNnotu HecTepusbHUX "PAPMXIM" BWTYYEHHS faTu BUNYyCKy. BBeAeHHs 3MiH

niKkapcbknx hopm

NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb
Ad®l. 3miHa y napameTpax cneumdikauin Ta/abo
O0NyCTUMUX MeX, BU3HAYEHUX Yy cneumdikauisax
Ha A®I, abo BUXigHWIA/NPOMIKHNIA
NPOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoteci Bupo6HuuTBa A®I (iHwi 3MiHK). 3MiHa
[0 MeTOAIB KOHTPOJIt0 AKOCTI 3a N. «CTOPOHHI
LOMILLKM», «3a/TMLLKOBA Ki/TbKICTb OpraHivyHnX
PO3UYMHHYKIB» Ta «KisIbKiCHEe BU3HAYEHHS», a
came- BHECEHHSA «MPUMITKU*-3a AaHUM
NMoKa3HMKOM B cepTuddikaT SKOCTi BHOCATbCSA
[aHi KOHTPOJII0 Hepo3dacoBaHoi NPoAyKL;ii™
BBefieHHs1 3MiH NpoTArom 6-Tv MicsAuiB nicns
3aTBEPKEHHSA. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
A®I. KoHTposib AdL. 3miHa y MeToAax
BunNpobysaHHA APl abo BUXigHOrO
MaTepiaay/MpomiKHOro NPoAyKTy/peareHTy, Wwo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLTBa AD|
(iHWi 3miHW y MeTofax BUNPO6YBaHHA
(BK/TIOYA0UM 3aMiHy ab0 AONOBHEHHS) AdD| abo
BVXiHOro/MPOMiXKHOro NpoaykTy). BHeceHHs
3MiH 0 METOAMKN BUNPOBYBaHHS 3a n.
«CTOPOHHI AOMILLKM» 3 METOK OnTUMI3aLil
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPKEHHS.
104. | E®PCTAT TabneTkn, BKpUTI MpAT YkpaiHa HKEHE®APM pevis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a He UA/17530/01/01
NNiBKOBOO "papmaueBTu C.A. 3MiHW | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom | niosisizae
060/10HKO10, 1Mo 80 yHa hipma HalilMeHyBaHHs Ta/abo agpecu Micus
Mmr; no 14 TabneTok "NapHuus" NpPOBaKEHHS AiSi/IbHOCTI BUPOBOHUKa/imnopTepa
y 6nicTepi; no 2 roTOBOrO JIiKapCbKOro 3acoby, BK/vaum
6nictepu B LinbHULL BUNYCKY cepii abo micLe npoBefeHHs
KapTOHHIM navuj KOHTPOJH0 SIKOCTI. (AiSNbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNIOPTEP, BK/IKOYAKYM BUMYCK Cepild).
3MiHa HalimeHyBaHHs1 BUpo6HUKa 13
BiANOBIAA/IbHOrO 3a NOBHWUIA LKA BUPOGHMLTBA.
Takox yTOYHEHHS apecy BUPOOHMKa
BiANOBIAHO A0 OHOBNEHOrO cepTudiikaTty GMP.
Brpo6Huya fAinbH1uUA Ta yci BUpobHuyi onepadvii
3aMWATLCA HE3MIHHUMUW. 3MiHN BHECEHI Y
po3ainu "Bupo6HuK" Ta "MicLie3HaxomKeHHS
BMPOGHMKaA Ta agpeca MicLsa NPoBafXeHHs Moro
LOiSNTbHOCTI" B IHCTPYKUi0 4151 MeANYHOro
3aCTOCYBaHHSA Ta 5K HACNiAOK - y TEKCT
MapKyBaHHS yMakoBKM NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-tn micauis nicns
3aTBEPKEHHS.
105. | E®CTAT TabneTkn, BKPUTI MpAT YkpaiHa IDKEHE®APM Ipeuist BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a He UA/17530/01/02
NNiBKOBOO "papmaueBTu C.A. 3MiHM | TUNY - AQMIHICTpaTUBHI 3MiHW. 3MiHa peuyenmom | niosisizae
060/10HKO0, N0 120 YHa hipma HalimeHyBaHHs Ta/abo agpecu micus
Mmr; no 14 TabneTok "NapHuus” NPOBaYKEHHS Aisi/IbHOCTI BUPOBHUKa/imnopTepa

y 6nicTepi; no 2
6nictepu B
KapTOHHIM nauuj

roTOBOrO /liKapCbKOro 3acoby, BKIo4aoum
AiNbHULI BUNYCKY cepii abo micLie npoBefeHHs
KOHTPOJIH0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNOPTEP, BK/IOYAKUM BUMYCK Cepild).
3MiHa HalimeHyBaHHsA BUPO6HKKa M3
BiANOBIAA/IbHOIO 3a MOBHUIA LK BUPOGHMLTBA.
TakoX yTOYHEHHS afpecy BUPOOHMKa
BiAANOBIAHO [0 OHOBNEHOro cepTudikaty GMP.
Bupo6Hnya ginbHnuA Ta yci BUpobHuYi onepauii
3a/MLWATLCA HE3MIHHUMUW. 3MiHN BHECEHI Y
po3ainv "BUpobHuK" Ta "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsi NpoBaAKEHHS oro
LOiS/TbHOCTI" B IHCTPYKLi0 4151 MeANYHOro
3aCTOCYBaHHA Ta K HACMIOK - Y TEKCT
MapKyBaHHS YNakOBKW NiKapCbKOro 3acoby.




Ne

94

Hassa

o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPKEHHS.
106. | €EBPO Tabnetku; no 10 abo TOB «MIBE YkpaiHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH 4O peeCTpaLiiHnX MaTepiasiis: 6e3 nidnsieae UA/10827/01/01
LUMTPAMOH® 20 TabneTtok y YKPAIHA» ApuHaiimiTTens 3MiHu 1l TUny - 3MiHn Woao peyenma
6nictepi; no 1 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
6nictepy B 3MiHN Y KOPOTKIili XapakTepucTuLj NikapcbKoro
KapTOHHIM navi 3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMUN
OaHumn Ta gaHumn 3 papmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS MikapCbKoro 3acoby Ao po3ainy
"Mo6iyHi peakuji”. BBeAeHHS 3MiH NpOTArom 6-Tn
MicsILiB Micns 3aTBepAKEHHS.
107. | EBPOMOHT TabneTkn, BKPUTI Akkopa Monba BMPOOHULTBO IHgis/ BHECEHHS 3MiH 4O pPeecTpaLiiHnX MaTepiasiis: 3a - UA/19125/01/01
NNiBKOBOO Xerckea nNiKapcbkoro Benuka 3MiHK | TUNY - AOMIHICTPaTVBHI 3MiHW. peuenmom
060/10HKO0, Mo 10 Moncka Cn. 3acoby, nepsuHHe BputaHis/ BunyueHHs BUPO6HNYOI AinbHUL (BKIOYAKOUN
Mmr; no 14 TabneTok 3.0.0. Ta BTOPUHHE YropmHa LinbHuUi gns A®Il, npoMiXXHOro NpoaykTy abo

y 6nicTepi, no 2
6nictepun y naui

nakyBaHHs1,
KOHTPONb SIKOCTI
cepit:

IHTac
PapmacbloTikasc
NimiTeq, IHAiA
BMPOGHMLITBO
niKapcbkoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepit:

IHTac
dapmacbloTikasc
NimiTep, IHAisA
fopatkosa
LinbHUUA 3
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs:
AKKOP[,
XENCKEA
NIMITEL, Benvka
BpuTaHis
fopatkosa
LinbHUUA 3
NepBUHHOIO Ta
BTOPVHHOIO
nakyBaHHs:

roTOBOrO JliKapcbKoro 3acoby, AinbHULi ons
NpoBefileHHs NaKyBaHHS, BUPOOHNIKa,
Bi4NoBiga/IbHOro 3a BMMYCK Cepiii, Micue
NpPOBELIEHHS KOHTPOJIHO cepil) abo
nocTavyasibHMKa BUXIAHOro MaTepiasly, peareHTy
a60 J0MOMIKHOT pevyoBMHN (SIKLLLO 3a3HAYEHO Y
[0cCbe). AAMiHICTpaTMBHA 3MiHa BU/TyYEHHS
BMPOGHNYMX AifIbHULIb BigNOBifa/IbHUX 3a
KOHTPO/b SIKOCTi cepili: ACTPOH Pe3bopu
NimiTen, Benuka BputaHisi; ANIC Jlabopatopic
(FOKeit), Benuka Bputanis Ta AKKOP-FOKEW
NIMITE/[, Benuka BputaHis, npy Lbomy
AKKOP[I-FOKEW MIMITE/, Benvka Bputanis
3a/IMWIAETbCA K f0AaTKoBa fibHNLSA 3
NEepBMUHHOTO Ta BTOPUHHOIO NakyBaHHS.
3anmLwaTbCsl BUPOGHUKUN KOTPi BUKOHYIOTb Taky
X (PyHKLI0, WO I BUAyYeHi: BeccniHr XaHrepi
KdpT., YropwpHa; IHTac ®apmacboTikanc
NimiTen, IHais; Papmasanig 114,
Mikpo6ionoriyHa naéoparopisi, YropLyuHa.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

AKKOPJ-IOKEN
NIMITEL, Benuka
BputaHis
KOHTPO/b SIKOCTI:
SAPMABANIA,
nra.
Mikpob6ionoriyHa
nabopaTopis,
YropLmHa
KOHTPO/b SIKOCTI
BeccniHr XaHrepi
KdpT., YropwpmHa
BiANOBiAA/IbHWIA 32
BUNYyCK cepil:
AKKOP[,
XEJ/ICKEA
NIMITEL, Benuka
Bputanis

108.

3ENAOKC®

Kancynm TBepai no
40 wr; no 14 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHI Kopobuyj;
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

Biatpic
CnewenTi
nnc

CLIA

MakyBaHHA
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs),
MapKyBaHHS,
KOHTPO/b SKOCTI,
BUNYyCK cepil:
Mdpaiizep
MeHtodhekuypuHr
[Loliunena v6X,
HimeuunHa
Brpo6HuLTBO Ta
KOHTPO/b SIKOCTI:
Mdpaiizep IpnaHgis
dapmacbioTikans,
Ipnangis

HimeuunHa/
Ipnangis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TUNy - AAMIHICTPaTVBHI 3MiHW.
BunyueHHs BUPO6HMYOI AinbHUL (BKIOYAKUN
AinbHUUi ana A®l, npomikHOro NpoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULI Ans
NpoBefeHHs NaKyBaHHs, BUPOBHYKa,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPO cepii) abo
nocTavasibHvKa BUXIAHOrO MaTepiasly, peareHTy
ab0 [0NOMDKHOT PEHOBUHU (AKLLO 3a3HAa4YeHO Y
[ocbe). AgMiHICTpaTMBHA 3MiHa BU/TyUYEHHS
BMPOGHNYOI AiNbHML BIANOBIAAILHOI 38
BUPOBHMLITBO, NaKyBaHHSA, MapKyBaHHS,
KOHTPO/b AKOCTI Ta BMNyck cepii P-dapm
[xepmari TM6X, HimeuunHa. 3anviaetbcs
anbTepHaTUBHI BUPOGHUKN KOTPi BUKOHYIOTb
iieHTUYHI doyHKuii: Mdpalizep MeHogeKYypUHT
[onunang M'm6X, Himewunna ta Mdpaiizep
IpnaHgis ®apmacbioTikans, IpnaHgis. TepmiH
BBEJEHHS 3MiH npoTarom 12 micsuis nicns
3aTBepKeHHs. 3MiHK | TUny - AgMiHICTpaTUBHI
3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu
3asBHUKa (BacHNKa peecTpauiiiHoro
noceigyeHHs). AgMmiHiCTpaTnBHa 3MiHa
HaliMeHyBaHHS Ta agpecu 3asaBHUKa (BNacHuka
peecTpaLiiiHoro NocBigYeHHs1) 6e3 3MiHu camoi
IOpUANYHOI 0cobu. BnacHukom Pl 3anviaeTbes
ofHa ii Ta cama opuanyHa ocoba. 3miHu
BHECEHO B TEKCT MapKyBaHHs B N.6 «IHLLIE»
(nepBuHHa ynakoska) Tay n. 17 «IHLWE»

3a
peyenmom

He
nionsieae

UA/2595/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

(BTOpPVHHA yNakoBKa) LLI0AO0 /1I0roTUNY 3asBHUKA.
TepMiH BBEEHHSA 3MiH NpoTArom 12 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micLsa NPOBamXEHHS AisNbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbKoro
3aco6y, BKIOYAKUN AiNbHNL BUMYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNIOPTEp, BK/IHOYAKYM BUMYCK Cepild).
3MiHa agpecu BMpobHUKa BiAMNOBIA&/IbHOTO 3a
nakyBaHHs (NepBMHHE Ta BTOPUHHE),
MapKyBaHHS, KOHTPO/b SIKOCTI, BUNYCK cepil, Y
3B'A3KY 3 NpVBeAeHHAM afpecu [0 3a3HayeHol y
OHOB/IEHIN NiueHsii Ta GMP cepTtudikarti.
Brpo6HWya AinbHuUA Ta BCi BUpO6HUYI onepaw;i
3a1MWaTbCA He 3MiHHUMKU. TepMiH BBEAEHHSA
3MiH NpoTArom 12 micauis nicns 3aTBepApKeHHs.

109.

3ENAOKC®

Kancynm TBepai no
80 mr; no 14 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHI Kopobuyj;
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

Biatpic
CnewenTi
nnc

CLIA

MakyBaHHA
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs),
MapKyBaHHS,
KOHTPO/b SKOCTI,
BUNYyCK cepil:
Mdpaiizep
MeHtodhekuypuHr
[Loliunena v6X,
HimeuunHa
Brpo6HuLTBO Ta
KOHTPO/b SIKOCTI:
Mdpaiizep IpnaHgis
dapmacbioTikans,
Ipnangis

HimeuunHa/
Ipnangis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TUNy - AAMIHICTPaTVBHI 3MiHW.
BunyueHHs BUPO6HMYOI AinbHUL (BKIOYAKUN
AinbHUUi ana A®l, npomikHOro NpoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULI Ans
NpoBefeHHs NaKyBaHHs, BUPOBHYKa,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPO cepii) abo
nocTavasibHvKa BUXIAHOrO MaTepiasly, peareHTy
ab0 [0NOMDKHOT PEHOBUHU (AKLLO 3a3HAa4YeHO Y
[ocbe). AgMiHICTpaTMBHA 3MiHa BU/TyUYEHHS
BMPOGHNYOI AiNbHML BIANOBIAAILHOI 38
BUPOBHMLITBO, NaKyBaHHSA, MapKyBaHHS,
KOHTPO/b AKOCTI Ta BMNyck cepii P-dapm
[xepmari TM6X, HimeuunHa. 3anviaetbcs
anbTepHaTUBHI BUPOGHUKN KOTPi BUKOHYIOTb
iieHTUYHI doyHKuii: Mdpalizep MeHogeKYypUHT
[Jonunang M'm6X, HimeuwunHa Ta Mdpaiizep
IpnaHgis ®apmacbioTikans, IpnaHgis. TepmiH
BBEJEHHS 3MiH npoTarom 12 micsuis nicns
3aTBepKeHHs. 3MiHK | TUny - AgMiHICTpaTUBHI
3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu
3asBHUKa (BacHNKa peecTpauiiiHoro
noceigyeHHs). AgMmiHiCTpaTnBHa 3MiHa
HaliMeHyBaHHS Ta agpecu 3asaBHUKa (BNacHuka
peecTpaLiiiHoro NocBigYeHHs1) 6e3 3MiHu camoi
IOpUANYHOI 0cobu. BnacHukom Pl 3anviaeTbes
ofHa ii Ta cama opuanyHa ocoba. 3miHu
BHECEHO B TEKCT MapKyBaHHs B N.6 «IHLLIE»
(nepBuHHa ynakoska) Tay n. 17 «IHLWE»

3a
peyenmom

He
nionsieae

UA/2595/01/03
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

(BTOpPVHHA yNakoBKa) LLI0AO0 /1I0roTUNY 3asBHUKA.
TepMiH BBEEHHSA 3MiH NpoTArom 12 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micLsa NPOBamXEHHS AisNbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbKoro
3aco6y, BKIOYAKUN AiNbHNL BUMYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNIOPTEp, BK/IHOYAKYM BUMYCK Cepild).
3MiHa agpecu BMpobHUKa BiAMNOBIA&/IbHOTO 3a
nakyBaHHs (NepBMHHE Ta BTOPUHHE),
MapKyBaHHS, KOHTPO/b SIKOCTI, BUNYCK cepil, Y
3B'A3KY 3 NpVBeAeHHAM afpecu [0 3a3HayeHol y
OHOB/IEHIN NiueHsii Ta GMP cepTtudikarti.
Brpo6HWya AinbHuUA Ta BCi BUpO6HUYI onepaw;i
3a1MWaTbCA He 3MiHHUMKU. TepMiH BBEAEHHSA
3MiH NpoTArom 12 micauis nicns 3aTBepApKeHHs.

110.

3ENAOKC®

Kancynm TBepai no
20 mr, no 14 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHI Kopobuyj;
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

Biatpic
CnewenTi
nnc

CLIA

MakyBaHHA
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs),
MapKyBaHHS,
KOHTPO/b SKOCTI,
BUNYyCK cepil:
Mdpaiizep
MeHtodhekuypuHr
[Loliunena v6X,
HimeuunHa
Brpo6HuLTBO Ta
KOHTPO/b SIKOCTI:
Mdpaiizep IpnaHgis
dapmacbioTikans,
Ipnangis

HimeuunHa/
Ipnangis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TUNy - AAMIHICTPaTVBHI 3MiHW.
BunyueHHs BUPO6HMYOI AinbHUL (BKIOYAKUN
AinbHUUi ana A®l, npomikHOro NpoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULI Ans
NpoBefeHHs NaKyBaHHs, BUPOBHYKa,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPO cepii) abo
nocTavasibHvKa BUXIAHOrO MaTepiasly, peareHTy
ab0 [0NOMDKHOT PEHOBUHU (AKLLO 3a3HAa4YeHO Y
[ocbe). AgMiHICTpaTMBHA 3MiHa BU/TyUYEHHS
BMPOGHNYOI AiNbHML BIANOBIAAILHOI 38
BUPOBHMLITBO, NaKyBaHHSA, MapKyBaHHS,
KOHTPO/b AKOCTI Ta BMNyck cepii P-dapm
[xepmari TM6X, HimeuunHa. 3anviaetbcs
anbTepHaTUBHI BUPOGHUKN KOTPi BUKOHYIOTb
iieHTUYHI doyHKuii: Mdpalizep MeHogeKYypUHT
[Jonunang M'm6X, HimeuwunHa Ta Mdpaiizep
IpnaHgis ®apmacbioTikans, IpnaHgis. TepmiH
BBEJEHHS 3MiH npoTarom 12 micsuis nicns
3aTBepKeHHs. 3MiHK | TUny - AgMiHICTpaTUBHI
3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu
3asBHUKa (BacHNKa peecTpauiiiHoro
noceigyeHHs). AgMmiHiCTpaTnBHa 3MiHa
HaliMeHyBaHHS Ta agpecu 3asaBHUKa (BNacHuka
peecTpaLiiiHoro NocBigYeHHs1) 6e3 3MiHu camoi
IOpUANYHOI 0cobu. BnacHukom Pl 3anviaeTbes
ofHa ii Ta cama opuanyHa ocoba. 3miHu
BHECEHO B TEKCT MapKyBaHHs B N.6 «IHLLIE»
(nepBuHHa ynakoska) Tay n. 17 «IHLWE»

3a
peyenmom

He
nionsieae

UA/2595/01/04
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

(BTOpPVHHA yNakoBKa) LLI0AO0 /1I0roTUNY 3asBHUKA.
TepMiH BBEEHHSA 3MiH NpoTArom 12 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micLsa NPOBamXEHHS AisNbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbKoro
3aco6y, BKIOYAKUN AiNbHNL BUMYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNIOPTEp, BK/IHOYAKYM BUMYCK Cepild).
3MiHa agpecu BMpobHUKa BiAMNOBIA&/IbHOTO 3a
nakyBaHHs (NepBMHHE Ta BTOPUHHE),
MapKyBaHHS, KOHTPO/b SIKOCTI, BUNYCK cepil, Y
3B'A3KY 3 NpVBeAeHHAM afpecu [0 3a3HayeHol y
OHOB/IEHIN NiueHsii Ta GMP cepTtudikarti.
Brpo6HWya AinbHuUA Ta BCi BUpO6HUYI onepaw;i
3a1MWaTbCA He 3MiHHUMKU. TepMiH BBEAEHHSA
3MiH NpoTArom 12 micauis nicns 3aTBepApKeHHs.

111.

SINENOP®
nnroc

cnpeii OpOMYKO3HWIA,
po3uuH 1,5 mr/mn +
5,0 mr/mn no 30 mn
y thnakoHi; no 1
dhnakoHy y nauui

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TMny - 3MiHK 3 aKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOrO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHSA cepTudikata
BiANOBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BUXigHOro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBrHU (cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bi HOBOrO BUPOGHMKA
(3amiHa abo AONOBHEHHS) - BBELEHHS
albTepPHaTUBHOIO BUPOGHMKA Ai04OT PEYOBUHN
LletnnnipugoHito xnopuay Dishman Carbogen
Amcis Limited, IHAisi B SIKOro HasBHWA
CepTudikat BiANoBIAHOCTI €BpONECLKOT
dapmakonei Ne R1-CEP 2007-029 - Rev 04
(8ONOBHEHHS). 3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®l. KoHTponb AdL. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
mMaTtepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BVIKOPVCTOBYETLCS Y NPOLECi BUPOGHMLTBA AD|
(iHWi 3MiHW y MeToAax BUNPoOYyBaHHSA
(BKNtOYAOUM 3aMiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MPOMIKHOrO NPoAYyKTY) - 3MiHW Y
MeTogax BUNPo6OBYBaHHSA 3a MOKa3HNKOM
«CynpoBiZHi AOMILLKV» A8 HOBOTO BUPOGHMKa
Aito4oi peyoBrHM LieTnnnipnaoHio xnopuay

6e3
peyenma

UA/19354/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

Dishman Carbogen Amcis Limited, IHgjis. 3miHu |
TMny - 3MiHK 3 AKoCTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHSA cepTudikara
BiANoBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[,0MOMDKHOT peyoBrHU (cepTudikat
BiANOBIgHOCTI €Bponeiicbkili hapmakonei) -
OHoBreHWIA cepTUdiKaT Bif yXe 3aTBepKEHOro
BMPOBHUKA - NOaHHA OHOB/IEHOro cepTudikara
BiANoOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2007-029 - Rev 05 gns fjito4oi pe4yoBuHm
LleTunnipugoHito xnopuay BupobHuka Dishman
Carbogen Amcis Limited, IHAjs.

112.

SINENOP®
nnroc

cnpeii OpOMYKO3HWIA,
po3uuH 1,5 mr/mn +
5,0 mr/mn, no 30 mn
y thnakoHi
nonieTnneHoBoMy
abo npo3opomMy
CKsiHOMY; no 1
dhnakoHy y nauui

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TUny - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa y
NepPBUHHI yNakoBL,i FOTOBOTO JliKapCbKoro
3acoby (Tvn KoHTelHepa abo AofaBaHHA HOBOrO
KOHTeliHepa) - TBepai, M'AKi Ta HeCTepu/bHi
piZkKi nikapcbki opmMn — BBEAEHHS A04ATKOBOI
NepBUHHOT YNakoBKM AN NiKkapcbKoro 3acoby, a
came hriakoH npo3opwuii ckasHWA 11
riApONITUYHOrO KNacy (HaHoc-go3aTop Ta
po3nunoBay-agantep 3a/IMWLNANCH
He3MiHHMUMW), 3 BIAMNOBIAHUMU 3MiHAMU [0 P.
«YnakoBKa». 3MiHU BHECEHi B po3in "YnakosBka"
(mopaBaHHA 0OAATKOBOI NEPBUHHOT YNaKoBKM -
dhnakoH NPO30pUiA CKASIHWIA) B IHCTPYKLi0 ANs
MeAMYHOr0 3aCTOCYBaHHSA NikapCbKoro 3acoby,
AK HACNIfOK - 3aTBEPAKEHHS TEKCTY MapKyBaHHS
0N BigNOBIAHOT NEePBUHHOT YNakoBKU
nikapcbKoro 3acoby. BeefeHHs1 3MiH NPOTAromM
6-TV MicALiB nicnsA 3aTBEpAKEHHS; 3MiHK | Tuny -
3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) - He3HauHi 3MiHK
Y 3aTBEPXEHOMY TEKCTi MapKyBaHHS ynaKkoBKu
NikapcbKoro 3acoby, 30kpema BU/TyYeHHS
iHchopMmaLii, 3a3HaYeHOI POCilicbKor MOBOHO.
BBefeHHst 3MiH npoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHSA

6e3
peyenma

nionseae

UA/19354/01/01

113.

IM®IH3I

KOHUeHTpaT ans
pOo34MHy Asisi

ACTPA3EHEK
A HOK JlimiTeq

Benuka
BpuTaHis

KOHTPO/b SKOCTI:
MeglmyH HOK

Benuka
BpuTtanisa/

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHu Il TMny - 3MiHK 3 AKocCTi. ADI.

3a
peyenmom

UA/18578/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
iHcpysiia, 50 mr/mn; 1 Nimitea, Benuka LBeuis/ Brpo6HMLTBO. 3MiHa BUPO6HUKaA
donakoH (120 mr/2,4 BpuTaHis, CuwA/ BMXiZAHOrO/NPOMIXHOr0o NPOAYKTYy/peareHTy, Lo
M) 3 NpobKoto Ta KOHTPO/b AKOCTI HimeuunHa BMKOPWCTOBYIOTbCS Y BUPOOHNYOMY NpOLECi
koBnaykom «flip-off» (3a BUHATKOM A®I, abo 3miHa BUpoOHuKa (BKoYarouu, ae
Y KapTOHHIli kopobLi CTepW/IbHOCTI), Heob6XiAHO, MicLe NPOBeEeHHSI KOHTPOSIIO AKOCTI)
a6o 1 conakoH (500 BUMYCK cepil A®I (3a BigcyTHOCTI cepTuchikata BiANoOBIAHOCTI
mr/10 mn) 3 nikapcbkoro €Bponeiicbkili hapmakonei y 3aTBepakeHoMy
npo6koto Ta 3acoby: nocbe)(3miHa B AP| 6i010rYHOTO NOXOMKEHHS
KoBnaykom «flip-off» AcTtpa3eHeka Ab, abo BuxigHOMy MaTepiani/peareHTi/npoMikHOMY
Y KapTOHHiIil kopobLi LBeuis, NPOAYKTI, LLI0 BUKOPUCTOBYIOTLCS A/1A
BMPOOHULITBO BMpO6HULTBA 6i0/10r4YHOro/iMyHO0rYHOTO
nikapcbkoro nikapcbkoro 3acoby ) - logasaHHsA Eurofins
3acoby, BTOpPUHHE Lancaster Laboratories Inc, 2425 New Holland
nakyBaHHs: Pike, Lancaster, Pennsylvania 17605, USA, sk
KartaneHT IHgjaHa, anbTepHaTUBHY nnoLlaky, 415 BMpobHuLTBa Ta
NINC, CWA, 36epiraHHs pobo4oro 6aHKy KMiTvH i 36epiraHHs
BMPOOHULITBO rOIOBHOrO 6aHKy KNiTWH, AN 3a6e3neyvyeHHs
nikapcbkoro onepavuiiHoi THY4YKOCTi. TakoXX BHECEHHSI HU3KM
3acoby, KOHTPOsb peAakuiiHnX NpaBokK, ki He 6yno foAaHo B
AKOCTI (TiNbKN pamkax No4aTKoBOI 3as1BKM/ Ha OTPUMaHHS
CTEPWUNBHICTD i niuensii Ha peecTpauito Ta nepernag
€HZ0TOKCUHMW): BiAMOBIAHMX PO34iNiB peecTpayiiHnX
BetTtep dapma- matepianis: 3.2.S.2.1 Manufacturer of Drug
depTuryH NM6X ta Substance 3.2.S.2.3 Control of Materials
Ko. KT, S.2.3.4 Future Cell Bank Qualification and
HimeuunHa, Storage Protocols
BTOPUHHE S.2.3.5 Additional WCB Testing Results.
nakyBaHHs: 3asHaueHHs Fisher BioServices 10 Forge Park
AcTtpa3eHeka Ab, Franklin, MA, 02038, USA, Bnpo6Huka AdI
LLBeujis, KOHTPONb BiANOBIAa&/IbHOrO 3a 36epiraHHs rofI0BHOrO
AKocTi (3a 6aHKy KNMiTUH Ta 3a3HaYeHHs BUPOOHUYKX eTaniB
BUHATKOM ans BupobHukis A®I B MKA N3.
CTEepPWILHOCTI i
€HL,0TOKCUHY):
AcTpa3eHeka
PapmMacboTUKaC
M, CWA
114. | IHCNPA® TabneTtku, BKPUTI Biatpic CWA Bupo6bHuuTBO CuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/3752/01/01
NAiBKOBOIO CnewenTi npenapary "in PpaHuis 3MiHW | TUNY - AAMiHICTPaTMBHI 3MiHU. 3MiHa peyenmom | nionsi2ae
060/10HKO0, Mo 25 nnc bulk", Ta KOHTPO/b HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa

mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI KOpooLi

AKOCTI:
Mdpaiizep
dPapmactoTikan3
NNC, CWA
Bunyck cepii,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SKOCTI

(BNacHvika peecTpauiiiHoro NocBigYeHHs) -
3MiHa BHOCUTBCSA Y 3B'A3KY i3 3MiHOO
HaViMeHyBaHHS Ta afpecu 3asaBHMKa 6e3 3MiHK
caMoi 1opuanYHOT agpecu. 3MiHM BHeCeHi y n.6
IHLWE nepBuHHOI ynakoBku Ta n.17 IHLE
BTOPWHHOT yNakoBKM /iKapCbKoro 3acoby oo
norotuny 3asiBHUKa. TepMiH BBEAEHHS 3MiH
npoTArom 12 MicauiB nicns 3aTBepmAXeHHs
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
npy BUMYCKY:
dapeBa AMbya3,
PpaHuis
115. | IHCNPA® TabneTku, BKpUTI Biatpic CWA Brpo6HMUTBO ClwA/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a He UA/3752/01/02
NNiBKOBOO CnewenTi npenapary "in dpaHuis 3MiHW | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peuyenmom | niosnsizae
o60n0HkKoto, no 50 nnc bulk", Ta kOHTpOnb HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa
mr; no 10 TabneTok AKOCTI: (BNacHvika peecTpauiiHoro NocBigYeHHs) -
y 6nicTepi; no 3 Mdpaiizep 3MiHa BHOCUTBLCSA Y 3B’A3KY i3 3MiHOIO
6nictepu B dapmactoTikans HalilMeHyBaHHs Ta afpecu 3asiBHUKa 6e3 3MiHu
KapTOHHIA KopoobLi NNC, CWA camoi topuanyHoT agpecu. 3MiHY BHeCeHi y .6
Bunyck cepii, IHLWE nepBuHHOT ynakosku Ta n.17 IHWE
nakyBaHHs, BTOPVHHOI YNaKOBKM /iKapCbKOro 3acoby Loa0
MapKyBaHHS, norotuny 3asBHUKa. TepMiH BBEL,EHHS 3MiH
KOHTPO/b SKOCTI npoTsrom 12 micauis nicna 3aTBepakKeHHs
npy BUMYyCKy:
dapeBa Ambyas,
PpaHuis
116. | IHPAHPUKC cycneHsis (DTPa- nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4O peecTpaviiHnX MmaTepiasiis: 3a - UA/16235/01/01
FEKCA™/INFA HBV-IPV) ans AliH EkcnopT Bputanis Bionomxikans C.A. 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA peuyenmom
NRIX HEXA™ iH'ekwii no 0,5 mn (1 Nimiteq nikapcbkunii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHU
KOMBIHOBAH [[03a) Ta nioginisar BMNPOGYBaHb ab0 JONYCTUMUX MEX,
A BAKUVHA (Hib); 1 nonepefHbO BCTaAHOB/IEHUX Y cneuudpikauisx, nig vyac
ansa HanoBHEHW BMPOGHULITBA rOTOBOTO /iKapCbKOro 3acoby (iHLui
MPO®IIAKTUK | opgHopasoBuii 3MiHKn) [loaaBaHHS BUNPOOYBaHHS NepeBipKn
N ANDTEPII, wnpuy, (no 0,5 mn (1 LjinicHocTi 3aKkpuUTTS KOHTelHepa (Container
NMPABLA, [03a)) y KOMN/EKTi 3 Closure Integrity Test (CCIT)) ik TeCcT NpuiHATTA
KALLUTIOKY [BOMa rosikamu Ta pilweHHs wopo skocTi (Quality Decision test) nig,
(ALENONAPH dhnakoH 3 yac mixonepawjiiniHoro KOHTpos. BHeceHHs
nin niocpinizatom (Hib) pefakuiiiHux npasok o po3ginis 3.2.P.3.3,
KOMMOHEHT), ons 1 gosu, wo 3.2.P.3.4.
FEMATUTY B, 3MiLWyTbCA Nepes
MONIOMIENITY | BUKOPUCTAHHAM

TA
3AXBOPHOBAH
b,
3BYAHNKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TNy B

(wnpwy, 3 ronkamu
3aKpWTi FyMOBUMMN
KoBnaykamu); Asi
rosikn (0gHOro
po3mMipy), Wwnpu, Ta
donakoH repMeTUyHO
3anakoBaHi y
NNacTUKOBUiA
KOHTelHep; no 1 abo
no 10 nnacTUkoBux
KOHTEliHepiB Yy
KapTOHHiiA Kopo6L;
1 nonepegHLO
HanoBHeHW
0iHOPa30BMUi
wnpuy, (mo 0,5 mn (1
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
[03a)) y KOMN/IeKTi 3
[BOMa rofikamu Ta
donakoH 3
niodgpinizatom (Hib)
ona 1 nosu, wo
3MILLYHOTbCA Nnepes,
BUKOPVICTaHHAM
(wnpwy, 3 ronkamm
3aKpuTi FyMOBUMMN
KoBnaykamu); ABi
rofikn (0gHoro
po3mipy), Wwnpuw, Ta
chnakoH repMeTyHO
3anakoBaHi y
nAacTMKOBUiA
KOHTeliHep; no 1 abo
no 10 nnacTukoBmux
KOHTEliHepiB Yy
KapPTOHHI KOpooLy
117. | IHONAMIH cynosuTopii MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/7390/01/01
pekTanbHi no 0,015 akujioHepHe akujioHepHe 3MiHY | TURY - 3MiHN WoAo peyenmom | nidnsi2ae
r; no 5 cynosuTopiis TOBapUCTBO TOBap1CTBO 6e3nekn/ehekTMBHOCTI Ta thapmakoHariagy.
y 6nicTepi; no 2 "Jlekxim- "Nlekxim - Xapkis" 3MiHa y KOpOTKili XxapakTepucTuL,j NikapcbKoro
6nictepm y nauui 3 Xapkis" 3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
KapToHy MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKV 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHNX SOCMiXEHb
(PIP) (3MiHy y3roipKeHo 3 KOMNETEeHTHUM
YMOBHOB&XEHVNM OpraHom).
3MiHV BHECEeHO B IHCTPYKLi0 4151 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zinis
"MpoTunoka3aHHa", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar” BignoBsigHoO
[0 OHOBNEHOI iHGhopMaLiT Woao 6e3nekn
3aCTOCyBaHHS Ail040l pevoBMHY 3rigHO 3
pekomeHgauieto PRAC. BBefieHHS 3MiH
NpOTArom 6-TM MiCALIB MicaA 3aTBePAKEHHS
118. | IHOYNTAH PO34MH ANs iHdysii TOB "tOpis- YkpaiHa TOB "tOpis-dapm” YKpaina BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a He UA/11955/01/01
10 mr/mn; no 100 mn Papm” 3MiHM | TUNY: 3MiHW 3 AKOCTi. FOTOBMIA peuyenmom | niosisizae

y NASALWLi CKNAHIN
abo AW
nonimepHiii; no 1
NAAWL y KopoobLi 3
KapTOHY

NiKapCbknii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa
a60 BBeAEHHS [04ATKOBOI AiNbHML
BMPOGHULITBA A4/15 YaCTUHU abo BCbOro
BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (gibHMUSA, Ha SKi NpoBOAATLCA 6y ab-
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

AKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY cepii,
KOHTPOJII0 AKOCTi Ta BTOPMHHOTO NakyBaHHA A1
CTEepPW/IbHUX JiKapCbKUX 3ac06iB (BKIOYaum
BMPOGIEHI acenTYHUM MeTOA0M), KpiM
nikapcbknx 3acobis 6i0n10rivYHOro/iMyHoN0rYHOro
NOXOMKEHHS) - BBEEHHS [,04aTKOBOI AiNbHUL
BMPOGHMLTBA J13 B NAsALWKaxX NOMIMEPHUX 3
noninponineHy no 100 mn: Ykpaina, 18030,
Yepkacbka 06:1., M. Yepkacu, Byn. YNrmpuHebka
21/11; 3minHun | TURY: 3MiHKW 3 AKocTi. ADI.
KoHTpornb A®I. 3miHa y MeTofax BUNpo6yBaHHs
Ad| abo BMXigHOrO MaTepiany/npoMiKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpobHuuTBa A®I (iHLWi 3MiHK Y
MeTofax BUNPOOYyBaHHs (BKIOUAKYMN 3aMiHy
abo gonoBHeHHs)) A®I abo
BWXiZAHOrO/NMPOMIXHOr0O NPOAYKTY)
CynyTHS 3MmiHa:
3MiHn 3 sKkocTi. A®Il. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneuudikadisx Ha Adl, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTBa AdI
(iHLWi 3MiHK) -3MiHa MeTofiB BUNPO6YBaHHSA Ta
3miHa BuMoOr creumdikayii A®| napaueramorn,
3aTBEPAKEHOro BUpo6HMKa Angiu Luan
Pharmaceutical, Kutaii 3a nokasHukom
"CynpoBigHi AOMiLKW"; 3MiHW | TUMy: 3miHK 3
sKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BK/IYaoumn
Jiana3oH po3Mipy cepii) roToBOro JlikapCbKoro
3aco06y (36inbLieHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIPOM) - BBEAEHHSA
[04aTKOBOro 36iMbLIeHOro po3Mipy cepii ans
[0[4aTKOBOT AiNbHUL BUpo6HMLTBA: 4000 N
(31869-39478 wT.) (3aTBEPAKEHO: 3000 N
(26069-30169 wiT.)); 3miHu Il TUNY: 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4OMoMiKHUX peyoBMHAxX)
roTOBOrO JlikapcbKoro 3acoby (iHLLi JOMOMKHi
peyoBuHM) - AKICHI @60 KiNbKICHI 3MiHU LLLOA0
ofHiei abo AeKiNIbKOX [OMOMDKHUX PEYOBYH, K
MOXYTb 3HAYHO BMVHYTK Ha 6e3neky, AKiCTb
ab0 eheKTBHICTb FOTOBOIO J1iKAPCLKOro 3acoby
- 3MiHa B cki1agi AONOMDKHUX PEYOBYH, a came
3amiHa copbiTy Ha MaHiTos, 3amiHa HaTpito
cynbiT 6e3BogHoro (E 221) Ha HaTpito
meTabicynbiT (E 223), BBEAEHHA B cknag

NPONiNEHINIKO/II0 Ta BUTYYEHHSI KOpereHTiB pH.




104

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

3MiHU BHECEHO B IHCTPYKLi0 415 MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"Cknag" (gonomixHi peyouHun) Ta KopoTky
XapaKTepUCTUKY JlikapCbKoro 3acoby y po3gin
"AKICHWIA | KiNbKiCHWIA cknaa”, ik HAaCNifOK 3MiHN
BHECEHO Y BIAMOBiAHI po3ainm "OcobamBocTi
3acTocyBaHHs" Ta "Oco6MBi 3aCTEpPeXEHHS Ta
3anobixHi 3axoa4un Npu 3acTocyBaHHI" IHCTPYKLIT
Ta KopoTkoi xapakTepucTuku nikapcbkoro
3acoby. BignosigHi 3MiHM BHECEHO Y TeKCT
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby;
3MmiHn | TMRY: 3MiHK 3 akocTi. FoToBwMiA
nikapcbkunii 3aci6. KOHTponb roToBOro
niKkapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb
(BK/THOYAKOUM 3aMiHy ab0 [LONOBHEHHS)); 3MiHu |
TUny: ALMIHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIKOYAKYMN AinbHULI ANS
A®I, NpomiXHOro nNpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BiAMNoBigaIbHOMO 3a
BUMYCK CepilA, MicLie NPOBEAEHHA KOHTPOSIO
cepii) abo noctavanbHWKa BUXIAHOrO matepiasny,
peareHTy abo AOMOMIKXHOI PEHOBUHM (SKLLO
3a3HaYeHO y [JOCbE) - BUNYHYEHHSI BUPOGHUKA
A®| napauetamony «Sri Krishna
Pharmaceuticals Ltd.», IHAisi, 32 HAsIBHOCTi
3aTBepKeHoro BupobHuka «Angiu Lu'‘an
Pharmaceutical Co., Ltd.», Kutaii; 3minu | Tuny:
3MiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6.
CucTema KoHTeliHep/3aKynoptoBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKM rOTOBOTO NikapCbKoro
3ac06y (BM/yYEHHS YMaKOBKM MEBHOTO PO3MIpY)
- BUy4YeHHs ynakosok no 20 mn, no 50 mny
NAAWKaX CKNSHWUX. 3MiHW BHECEHO B iHCTPYKLIitO
AN MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3acoby y po3gin "YnakoBka" (BUNyYEHHS
ynaxkoBok rno 20 mn Ta no 50 Mn 'y naswkax
CKNSAHMX) Ta K HAC/ifOK BUNYYEHHS TEKCTY
MapKyBaHHS A5 BiANOBIAHNX [03yBaHb; 3MiHN |
TMny: 3MiHKM 3 AKOCTi. FOTOBWUIA NiKapcbknii 3acio.
3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKTrOYatOUM dianasoH po3mipy cepii) roToBoro
NikapcbKoro 3acoby (iHWi 3MiHN) - BUTyYeHHS
3aTBepaxeHux ob'emis cepii 80 n, 160 n, 500 n,
900 5, 1000 Ny 3B'A3KY 3 BBEA,eHHAM
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA; 3MiHW I
TMny: 3MiHM 3 SIKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
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CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6.

3MiHa Y NepBUHHIiA yNakoBLji roTOBOro
nikapcbKoro 3acoby (Tun KoHTelHepa abo
[0faBaHHA HOBOTO KOHTelHepa) - CTepusibHi
niKkapcbki 3ac06u Ta Nnikapcbki 3acobmn
6i010r4YHOro/iMyHOOFYHOTO MOXOMKEHHS - Y
3B'AA3Ky 3 BBEAEHHAM [0AATKOBOI Ai/TbHNL,
[ofaeTbes ynakoBka 06'emom 100 mn y
nAsWKax NosiMepHyX 3 noainponineHy. 3MiHn
BHECEHO B iHCTPYKL,it0 A1 MEANYHOIO
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"YnakoBka" (AofaeTbCsa ynakoska 06'emom 100
My NASLWKax NoAiMepHUX 3 NoainponineHy) Ta
AIK HACNiJOK - BBEAEHHSA A0AATKOBOIO TEKCTY
MapKyBaHHS 415 BifMNOBiAHOIO A03yBaHHS;
3MmiHu | TMNY: 3MiHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOrO NiKapCbKOro
3ac006y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHLCS NMPW BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) - 3MiHa Y BUPOBHUYOMY NpoLeCi
[ON5 anbTepHaTMBHOI AiNbHULI Ha cTagii
"MpurotyBaHHA po3uunHy"; 3MiHu | TUNy: 3MiHK 3
AKoCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOBHUUTBI. 3MiHK Y npoLeci BUpo6HMLTBA
roTOBOro MiKapCcbKoro 3acoby, BKYaum
MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOOHULITBI FOTOBOTO J1iKAPCLKOr0 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA)- 3MiHa
y BUPOGHWYOMY MpOLLeC AN1A a/TbTEPHATUBHOT
OinbHUU Ha cTagii "®inbTpauis po3unHy"; 3MiHu
| Tuny: 3miHn 3 AKoCTi. FOTOBWUIA NiKapCbKuii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHW Y NpoLeci
BMPOGHMLTBA FOTOBOIO NiKAPCbKOro 3acoby,
BK/IO4AI0UM MPOMIXHUI MPOAYKT, WO
3aCTOCOBYETLCS NMPW BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BVMPOGHMLTBA) - 3MiHa Y BUPOOHNYOMY NpoLeCi
015 anbTepHaTVBHOI AiNbHULI Ha cTagji
"HanoBHeHHs Ta 3anatoBaHHs NaAWwok"; 3miHu |
TMny: 3MiHKM 3 AKOCTi. FOTOBWUIA NiKapcbknii 3acio.
3MiHU Yy BUPOGHMUTBI. 3MiHM y NpoLieci
BMPOGHMLTBA FOTOBOIO NiKAPCbKOro 3acoby,
BK/IO4AI0UM MPOMIXHUI MPOAYKT, WO
3aCTOCOBYETLCS NPV BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) - Y 3B'A3KY 3 BHECEHHAM
[0[aTKOBOI AiNIbHUL BUPOBGHNLITBA BHOCUTLCS
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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3MiHa go ctagii "O6TUCHEHHS NASALLIOK
Kpuwikammn'; 3miHu | Tiny: 3MiHK 3 AKOCTI.
oTOBMIA Nikapcbknii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPO6YBaHHS rOTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BKNtOYAOUM 3aMiHy @60 [LOMOBHEHHS))
CynyTHS 3MiHa:
3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHK) -
3MiHM B po3gini "Onuc”, a came nepeknag Ha
YKpaiHCbKy MOBY, peflakLiiiHi npaBku Ta 3MiHa
nocunaHHs.
3MiHM | TUNY: 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roToBOro
nNiKkapcbKkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOr0 /iKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BuNpobysBaHb
(BKNtOYaOuM 3aMiHy abo [OMOBHEHHS))
CynyTHS 3miHa:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMMX
MeX rOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHu) -
3MiHV B MeToAax KOHTPOosto AKocTi 13, Ta sk
Hacnifgok, B cneumdikauii 3a po3ainom
"laeHTudiKaLis", 30kpema BBe4EHHS
iaeHTudikauii Hatpito meTtabicynbity
(konbopoBa peakuis), He3HauHi 3MiHV 41
nokasHuka "laeHtudikaugis. Mapauetamon";
3Mminn | TMRY: 3MiHK 3 akocTi. FoToBwMiA
nikapcbkunii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb
(BK/IKOYALOUM 3aMiHy a60 [ONOBHEHHS))
CynyTHS 3MmiHa:
3MiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo gonycTnMmx
MEX roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) -
3MiHK 3a p. "Mpo3opicTb", a came nepeknaz Ha
YKpaiHCbKy MOBY, pefakLiiiHi npaskn Ta 3MiHa
nocunaHHs 3 4dY 2.2.1 Ha EP 2.2.1; 3MiHu |
TUny: 3MiHW 3 SKOCTi. FOTOBWIA NiKapCbKuii 3aci6.
KOHTPO/1b rOTOBOrO NikKapcbKkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro
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3aco6y (iHWi 3MiHM y MeToAax BUNpPo6yBaHb
(BK/THOYAKOUM 3aMiHy ab0 [ONOBHEHHS)); 3MiHu |
TMny: 3MiHKM 3 AKOCTi. FOTOBWUIA NiKapcbknii 3acio.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNPo6yBaHHA rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHN Yy MeTodax BUNpobyBaHb
(BKItOHat0uM 3amiHy abo AONOBHEHHS))(
CynyTHS 3MiHa:
3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHK) -
3MiHM 3a p. "O6'eM, WO BUTATAETLCA», a came
YTOYHEHHS BUMOT cneumdikauii, Ta 3miHa
nocunaHHa 3 AdY, 2.9.17 Ha EP 2.9.17,;
3MiHM | TUNY: 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roToBOro
nNiKkapcbKkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOr0 /iKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BuNpobysBaHb
(BKNtOYaOuM 3aMiHy abo [OMOBHEHHS))
CynyTHS 3miHa:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMMX
MeX rOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHu) -
3MiHV B MeTOZAj BUNPobyBaHHA Ta crneumdikavi
3a NOKa3HMKOM "MeXaHiuHi BKIYEHHS".
3arsepaxeHo: AdY 2.9.20, APY 2.9.19 meTof
1;3anponoHoBaHo: Ph. Eur., 2.9.20; Ph. Eur.,
2.9.19, meTog, 1.; 3minHu | Tny: 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nNikapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOr0 /iKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BuNpobysaHb
(BKNtOYaOUM 3aMiHy abo [OMOBHEHHS))
CynyTHS 3MiHa:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMMX
MeX r0TOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHu) -
3MiHM B cneuundikauii Ta metogi koHTponto M13
3a n. "CynpoBigHi AoMilLKK"; 3MiHK | TUMY: 3MiHK
3 sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobysaHb
(BrNtOYaOuM 3aMiHy abo [OMOBHEHHS))

CynyTHS 3miHa:
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3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo gonycTnMmx
MEX roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) -
3MiHM B MeToZax KOHTposto /13, Ta ik Hacnifok,
B cneuudikauii 3a n. "KinbkicHe BU3HaueHHs",
6e3 3MiHM BCTaHOB/IEHUX BUMOT cneuudikawlii;
3MiHu | TMNY: 3MiHK 3 AikocTi. FoTOBWIA
nikapcbkunit 3aci6. KOHTPONb roToBOro
nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPO6YBaHHS rOTOBOrO liKapCbKOro 3acoby
(iHwWi 3mMiHM y meTogax BunpobyBaHb
(BKtOYAKOUM 3aMiHy @60 [OMOBHEHHS))
CynyTHS 3MiHa:
3MiHuM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTUMmX
MEX FOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHK) -
MeToAWMKa 3a NOKa3HMKOM «CTepubHICTb»
akTyasizoBaHa i JONOBHEHA ONVMCOM
npoBeAeHHs1 BUNPOOYBaHHA METOLOM
MeM6paHHOI doinbTpaLii Ha cucTeMmi BigKpUTOro
Ta 3aKpuTOro Tuny, BiAMOBIAHO A0 pekoMeHAaLlii
Ph. Eur. 2.6.1; 3miHa dhapmakoneiHnx nocunaHb
3 1®Y 2.6.1 Ha Ph. Eur. 2.6.1., pegakuiiiHi
npaskun. 3MiHu | TUNy: 3MiHK 3 SiKOCTi. FOTOBWMIA
nikapcbkuit 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPO6YBaHHS rOTOBOrO JliKapCbKOro 3acoby
(iHwWi 3mMiHM y meTogax BunpobyBaHb
(BKNtOYAOUM 3aMiHy @60 [OMOBHEHHS))
CynyTHS 3MiHa:
3MiHuM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTUMmX
MEX FOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHK) -
3MiHM B 3aTBEPAXXEHOMY MeTOoZi BUNpobyBaHHs
'N3 3a noka3HuKoM "BakTepianbHi
€HAO0TOKCMHN", 6e3 3MiH BCTAHOB/IEHMX BUMOT
cneupmdikauii;
3MiHM | TUNY: 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMNYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOrO /1iKapCbKOro
3acoby (3amiHa abo AofasaHHsA AinbHULI, Ha
AKIl 34IACHIOETBCS KOHTPO/Ib/BUNPOOYBaHHS
cepii)- AofaBaHHA OiNbHULI Ha sKil
NPOBOANTLCHA KOHTPO/Ib SKOCTi FOTOBOrO
nikapcbKoro 3acoby 3a isnKo- XiMiYHUMMK
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nokasHukamu, a came: YkpaiHa, 18030,
Yepkacbka 0611., M. Uepkacu, Byn. YNrMpUHCbka
21/11; 3minu | TMny: 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkunii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AoNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (AONOBHEHHS cneuumdikadii
HOBUM MOKa3HUKOM 3 BifNOBIAHUM METOAO0M
BMNPOGYBaHHS)

CynyTHS 3miHa:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikKapcbKkoro 3acoby. 3miHa y
MeToAax BUNPoByBaHHSA rOTOBOTO J1iKapCbKOro
3aco06y (iHLWi 3MiHW) - AoAaBaHHA MOKa3HUKa
crneundikaii "OCMONSANBbHICTL" 3 HOPMYBaHHSAM
Big, 303 MocMosIb/KT A0 366 MOCMONL/KT Ta
BiANOBIAHUM METOAO0M BUNPOOYBaHHS
(Ph.Eur.2.2.35); 3minu | Trny: 3MiHu 3 SKOCTI.
loToBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AoNyCTUMUX MEX FOTOBOrO
niKapcbKoro 3acoby (AONOBHEHHS cneuumdikawi
HOBUM MOKa3HUKOM 3 BifNOBIAHUM METOAO0M
BMNPOGYBaHHS)

CynyTHS 3MiHa:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro
3aco06y (iHLWWi 3MiHK) - foAaBaHHA HOBOMO
nokasHuka cneuudikauii "KinbkicHe BU3HaYeHHSA
HaTpito MeTabicyIbiTy" 3 HOPMYBaHHAM «Bif,
0,10 mr go 0,45 mr/mn» Ta BiANOBIAHUM
MEeTOAOM BUNPOBYBaHHA (TUTPYBaHHS); 3MiHu |
TMny: 3miHK 3 skocTi. CepTudiikat
BignosiaHoCTI/IE-cepTudcpikat BignosigHocCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudikata
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponelickbkiin hapmakonei: ans
A®Il; ons BuxigHoro
mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCH Y BUPOOHNLTBI ADI; Ans
[OMOMIHOT peyoBuHY (cepTuddikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudikar Bif HOBOrO BUPOGHMKA
(3amiHa abo AONOBHEHHS) - MOJaHHSA
CepTudpikaty BignoBigHoCTI EBponeiickkiii
dapmakonei Big HOBOro BUpo6HMKa Farmson
Pharmaceutical Gujarat Privat Limited CEP Ne




110

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
CEP 2002-020-Rev 09.;
3MiHu | TMNY: 3MiHK 3 ikoCTi. FoTOBWMIA
nikapcbKuit 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPO6YBaHHS rOTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BK/IKOYAKOUM 3aMiHy ab0 [0MOBHEHHS))
119. | IPUKAP Masb, 0,1 r/1r no 50 AnbneH HimeuuunH Bupo6bHuk HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 6e3 - UA/3766/01/01
rmasiy Ty6i; no 1 dapma Mv6X a [030BaHoi hopmu, 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
Ty6i y KapTOHHiIl nepBrHHE Ta HaliMeHyBaHHs Ta/abo agpecy Micus
Kopobui BTOPVIHHE NpoBapPKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
nakyBaHHs, roTOBOrO MiKapCbKoro 3acoby, BKUaum
KOHTPO/b AKOCTI: OinbHULI BUMYycKy cepii abo micle NpoBeAeHHs
B. WniTyHep KOHTPOJIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
ApuHaiimiTTensa BMPOGHUK/IMIOPTEP, HE BKTHOYAKOUN BUMYCK
6puk TM6X, cepiii) - AgmiHiCTpaT/BHa 3MiHa Ha3BM
HimeuunHa BMPOGHMKa, BIANOBIAA/ILHOIO 3a NEPBUHHE Ta
Bupo6HuK, BTOPUHHE nakyBaHHs. 3MiHa 06ymoBeHa
BiANOBigabHUIA 3a opraHizayjiiiHmMm 3miHamu B rpyni komnaHii [p.
BUNYyCK cepil: LLisa6e. BupobHuua ainbHuus, agpeca, Ta BCi
[Op. N'yctas KnsiH BMPOGHMUYI onepauii 3a/MwaTbCsa HE3MIHHUMU
v6X & Ko. KT,
HimeuynHa
120. | MOAIKCON® cnpelii, 85 mr/r no 30 TOB YkpaiHa TOB "Mikpochapm” YKpaina BHECEHHS 3MiH 4O peecTpaviiHnX MmaTepiasii: 6e3 - UA/5764/01/01
Iy KOHTelHepi "Mikpochapm" 3MiHM | TUNY: 3MiHW 3 AKOCTi. FOTOBMIA peuyenma

naacT1KoBoMy 3
MeXaHi4YHUM
Hacocom Ta
posnunoBayem; no
1 KOHTelHepy B
nauui 3 KapToHy

nikapcbkuii 3aci6. Cuctema koHTeliHep/
3aKynoproBa/IbHMIA 3aci6. 3MiHa NocTavasibHMKa
nakyBa/lbHUX MaTepianis abo KOMMIEKTYUNX
(KO 3a3HaYeHo B A0Cke) (3aMiHa abo
[0faBaHHsA nocTtavyasibHuka). CynyTHA 3miHa:
3MiHu 3 siKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTellHep/3akynoptoBasibHKi 3aci6.
3MiHa y NepPBMHHII ynakoBLi FOTOBOro
nikapcbKoro 3acoby (SKiCHWI Ta KinbKicHUiA
cknag) - M'siki Ta HecTepuibHI pigki nikapcbki
opMm- 3MiHM 3 IKOCTi. [OTOBWMIA NikapCcbknii
3aci6. Cuctema KoHTeliHep/3aKkynoproBanbHuii
3aci6. 3miHa hopmm abo po3mipy KoHTelHepa
4uM 3aKynoproBasibHOro 3acoby (MepBUHHOT
yMakKoBKM) (HECTEPUNLHI Nikapcbki 3acobu)
BHECEHHS [,0,aTKOBOrO BUPOGHMKA NepPBUHHOIO
nakyBaHHS 3i 3MIHOK SIKICHOTO i KifIbKICHOTO
cknagy, oopmu Ta po3mipy KOHTeliHepy, a came
h1akoHy 3 noslieTUeHy BUCOKOI LLi/IbHOCTI
(HDPE)) 3 06TUCKHOI ropsioBUHOI No 30 M
BMpo6HMUTBa SHENZHEN BONA PHARMA
TECHNOLOGY CO., LTD, Kutaii 3 BignoBigHot0
crneumgikalieo Ta MeTogoM BUNpPobyBaHHA 40
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Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBepmxeHnx dnakoHis 3 PET Bupo6HuLTBa
TOB «®nopi cnpeli». 3MiHn | TUNY: 3MiHK 3
AkocTi. FoToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/ 3aKkynoploBasibHWiA 3aci6. 3miHa
noctavasibHuKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAaYEeHO B AOCHE)
(3amiHa abo fofaBaHHS NocTavasibHUKa).
CynyTHs 3miHa: 3MiHU 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa
chopmun abo po3Mipy KOHTeliHepa uu
3aKynoproBasibHOro 3acoby (NepBUHHOI
yMakoBKM) (HECTEPUSIbHI NiKapcbki 3acobu)
BHECEHHS [,0aTKOBOr0 BUPOGHMKA NepPBUHHOIO
naKyBaHHs, a caMe MeXaHi4HOro Hacocy Ta
posnunioBadya SHENZHEN BONA PHARMA
TECHNOLOGY CO., LTD, Kutaii 3 BignoBigHot0
cneumdikaLiero Ta MeETOA0M BUNPOOYBaHHS, 3i
3MiHO hopMYM Ta pO3Mipy po3nuoBava.
AKiCHWIA | KiNbKICHWIA cknag, MmaTepiasny He
3MiHMBCA (3aTBEpPAXEeHW BUpobHNK WUXI
SUNMART SCIENCE AND TECHNOLOGY CO.,
LTD», Kutait). 3miHu | Tuny: 3MiHW 3 SKOCTI.
[oToBWI Nikapcbkmit 3aci6. Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3aci6. 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTMMmnX Mex
NepPBVHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3aco06y (iHwi 3MiHK). CynyTHA 3MiHa: 3MiHK 3
sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3miHa y
mMeToAax BUNPoGyBaHHSA NePBMHHOT yNakoBKM
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW Y
3aTBEP)KEHNX MeToAax BuNpobyBaHb) 3MiHa B
cneuudikaLii Ta MeToaax KOHTPO/IH0 NEPBUHHOIO
nakyBaHHS! - MexaHiYHWil Hacoc Ta po3nuaBaY
3a NoKasHMKoM «MikpobionoriyHa ymctoTa,
came pO3LUNPEHHS KPUTEPITB NPUAHATHOCTI
(3aranbHe unicno APdKMIKOBUX Ta M/liCEHEBUX
rpubis (TYMC) — 2 KYO/Hacoc); yTOUHEHHS
KpuTepiiB Staphylococcus aureus i
Pseudomonas aeruginosa; He3HaHi 3MiHV B
MeTOoAMLj BU3HAYEHHS.

121.

KAATONPEC
12,5 -
JAPHULA

Tabnetku, no 10
Tabnetok y
KOHTYPHIl
YapyHKoBIl
ynakosLi, no 2
KOHTYPHIi YapyHKOBI

MpAT
"®apmaueBTn
yHa hipma
"fapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkunit 3aci6. KOHTpONb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToaax

BMNPOGYBaHHS rOTOBOrO NiKkapCbKOro 3acoby

(iHWi 3MiHM y MeToAax BUNpobyBaHb

3a
peyenmom

UA/8156/01/01
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KpaiHa
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YBaHHsT*
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122.

KAMTOMPEC-
JAPHULA

Tabnetkn, no 10

MpAT

YkpaiHa

MpAT

Ykpaina

(BKNtOYAKOUN 3aMiHy abo [OMOBHEHHS)) [lo
Marepianis peecTpaLiiiHoro A0Cbe BHOCATLCS
3MiHM 3a nokasHnkamu «OAHOPIAHICTL
[030BaHVX 0AMHNLB», «CynpoBigHi JOMILLKMN»,
«Po34rHeHHs» Ta «KisibkicHe BU3HaYeHHs», a
came BYMOTH LLOA0 NpUAaTHOCTI
XpomaTorpadivyHoi cucteMun NprBeAeHo y
BignosigHicTb Ao EP, 2.2.46, BHacNigok 4oro
3MiHEHO YMOBW XpomMatorpadlyBaHHs Ta
NPUroTyBaHHSA PO34MHIB. Mpn BHECEHHI 3MiH
BpaxoBaHO pe3y/sibTaTu Banigauii aHaniTMYHuX
MeToAnK. 3MiHu | Tuny - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkunii 3aci6. KOHTponb roToBOro
niKkapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb
(BKKOYALOUM 3aMiHY ab0 [ONOBHEHHS))
CynyTHS 3MiHa - 3MiHW 3 AKOCTI. F0TOBWIA
nikapcbkunii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AoNyCTUMUX MEX FOTOBOrO
nikapcbKkoro 3acoby (iHwi 3mMiHn) [lo maTepianis
peecTpauiiHoro JOCbEe BHECEHO 3MiHU 3a
nokasHukom «lgeHTudpikauis B» oHoBneHo
METOAVKY KOHTPO/II0, & caMe 3MiHEHO PinbTp
AN BUNPo60BYyBaHOTO PO34MHY, YTOUHEHO
NPUroTyBaHHS1 PO34MHY MOPIBHAHHA Ta
KOMMEeHCaLiiHOro po3ynHy, 3MiHEHO pe3y/bTart
Ta CnekTpasibHWiA Agiana3oH. 3a3HayeHo 3MiHN B
cneundikavii WoAOo Aiana3oHy NOrMHaHHSA
yNbTpacioNeToBMX CNeKTPiB/CnekTpasibHOro
Aiana3oHy. MeToauky BanigosaHo

Tabnetok y
KOHTYPHili
YapyHKOBIl
ynakosLi, no 2
KOHTYPHIi YapyHKOBI
yMakoBKM B mayLi

"®apmaueBTn
yHa hipma
"fapHuus”

"@apmavueBTnyHa
hipma "OapHuus"

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUNY - 3MiHK 3 SKocCTi. FoToBMIA
nikapcbkunii 3aci6. KOHTPOb roToBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax

BUMNPOOYBaHHA rOTOBOTO /iKapCbKOro 3acoby
(iHWi 3miHM y MmeTogax BuNpobysaHb

(BKkOYaOUM 3aMiHy ab0o [0MNOBHEHHS)) o

Marepianis peecTpauiiiHoro A0Cbe BHOCATLCS
3MiHUM 3a nokasHukamu «OAHOPIAHICTL

[,030BaHNX OA4NHNLbY», «CynpoBigHI AOMILLKN»,

«Po34rHeHHs» Ta «KifibkicHe BU3HaYeHH:A», a

cawve BMMOTH LLOA0 NpUAaTHOCTI

XpomaTorpadiyHoi cuctemmn npuBeaeHo y

BignosigHicTb Ao EP, 2.2.46, BHacNigok 4oro

3MiHEHO YMOBM XxpomaTorpadyBaHHs Ta

NPUroTyBaHHS PO34MHIB. MNpn BHECEHHI 3MiH

3a
peyerimom

UA/8156/01/02
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123.

BpaxoBaHO pe3ynbTatu Basligauii aHaniTmIHUX
MeToAuK. 3MiHM | TUny - 3MiHK 3 AKoCTi. FOTOBWMIA
nikapcbKuit 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPO6YBaHHS rOTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BKTtOYaKOUM 3aMiHy ab0 [ONOBHEHHS))
CynyTHS 3MiHa - 3MiHK 3 SIKOCTi. F0TOBMIA
nikapcbkunit 3aci6. KOHTPONb roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikaLiii Ta/abo AONYCTUMUX MEX FTOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHn) [lo maTepianis
peecTpauiiHoro JOCbE BHECEHO 3MiHU 3a
NoKasHWKOM «laeHTudikauis B» oHoB/IeHO
METOAMKY KOHTPO/IIO, @ caMe 3MiHEHO iNbTp
AN BUNPO60BYBAHOTO PO3YMHY, YTOUHEHO
NPUroTyBaHHS PO34MHY MOPIBHAHHA Ta
KOMMEHCAaLinHOro po34nHy, 3MiHEHO pe3y/bTat
Ta CNeKTpasibHWiA fiana3oH. 3a3HayeHo 3MiHU B
crneundikavii WoAo Aiana3oHy NOrUHaHHA
ynbTpacioNneToBMx CNeKTpiB/CnekTpasibHOro
nianasoHy. MeToavky BanigoBaHo

124.

KAPAUNPUN
10

KAPAMNPUN

kancynu no 10 mr no
10 kancyny
6nictepi; no 3
6nicTepn B nauyuj

Kancynu no 2,5 mr

AHaHTa
Megikeap /T4.

AHaHTa

Benwvka
BputaHis

ApTypa
dapmacbloTikan3
Mnet. /114., IHAiS;

dnamiHro
PapmMacboTUKasC
nra., Hais

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHn Il Tuny - 3miHn 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPO6HUKaA
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHUYOMY NpoLieCi
A®I, abo 3miHa BUpoOHYKa (BKOYaouu, ae
Heob6XiAHO, MicL,e NPOBEeLAEHHS KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
L0Cbe)(BBEAEHHS HOBOrO BUPOOHUKa ADI 3
HagaHHAM macTep-chaiina Ha A®Il) 3amiHa
BMPOGHMKa Aito4oi peyoBrHY paminpuny Melody
Healthcare Pvt. Ltd., IHAia Ha BUpo6HuKa Aarti
Industries Limited, IHAis 3 HagaHHSAM MacTep-
chaiina (AIL/RI/AP/05/CUS/2019-11-05) Ha A®I
ons sBupobHuka NN3 Aptypa ®apmacbloTikan3
MeT. NT4., IHAiA. BBEAEHHSA 3MiH NpoTarom 3-x
MicsLIB Micnsa 3aTBEpPAKEHHS

3a
peyenmom

UA/5200/01/04

2,5

no 10 kancyny
6nictepi; no 1 a6o 3
6nictepu B nayui

Megikeap N14.

Benuka
BpuTaHis

ApTypa
dapmacboTikani3
MBT. N14., IHAiNA;

dnamiHro
dapmacbloTUKasC
nra., IHpis

IHais

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHu Il TUny - 3MiHK 3 AKocCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKaA
BUXiHOro/MPOMiXHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTBCS Y BUPOOHNYOMY MPOLLECI
A®I, abo 3miHa BUpoOHYKa (BKIOYaKuu, ae
HeoOXxiAHO, MicLe NPOBeAEHHS KOHTPO/TIO AKOCTI)

A®I (3a BigCyTHOCTI cepTucpikata BiANoBIAHOCTI

3a
peyenmom

UA/5200/01/02
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Ne

Hassa

Popma sUnyCKy

3asaBHUK

o Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOroO BUPOOHUKa ADI 3
HaJaHHAM MacTep-haiina Ha Adl) 3amiHa
BMPOGHMKa Ailo4oi peyoBrHY paminpuny Melody
Healthcare Pvt. Ltd., IHAia Ha BUpo6HUKa Aarti
Industries Limited, IHAis 3 HagaHHAM MacTep-
chaiina (AIL/RI/AP/05/CUS/2019-11-05) Ha A®I
ons sBupobHuka NN3 Aptypa ®apmacbloTikan3
MeT. NIT4., IHAiA. BBEAEHHSA 3MiH NpOTArom 3-x
MicsILiB Micna 3aTBepAKEHHSs!
125. | KAPAUMNPUN 5 Kancynu no 5 mr no AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/5200/01/03
10 kancyny Megikeap /1T4. BputaHis dapmacbloTikans 3MiHn Il Tuny - 3miHn 3 akocTi. AdI. peyenmom
6nictepi; no 3 Met. NiT4., IHAis; Brpo6HMLTBO. 3MiHa BUPOGHUKaA
6nicTepn B nauuj dnamiHro BMXIZAHOrO/NPOMIXHOr0 NPOAYKTy/peareHTy, Lo
PapmMacboTUKasC BVMKOPUCTOBYHOTLCS Y BUPOOHNYOMY NPOLECI
nra., Hais A®I, abo 3miHa BUpoOHYKa (BKOYaouu, ae
Heob6XiAHO, MicLe NPOBEeAEHHS KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOrO BUPOOHUKa ADI 3
HagaHHAM macTep-chaiina Ha A®Il) 3amiHa
BMPOGHMKa Aito4oi peyoBrHY paminpuny Melody
Healthcare Pvt. Ltd., IHAia Ha BUpo6HuKa Aarti
Industries Limited, IHAis 3 HagaHHSAM MacTep-
chaiina (AIL/RI/AP/05/CUS/2019-11-05) Ha A®I
ons sBupobHuka N3 Aptypa ®apmachloTikan3
MeT. NT4., IHAiA. BBEAEHHSA 3MiH NpoTAarom 3-x
MicSLIB Micnsa 3aTBEpPAKEHHS
126. | KNCEHb rasnoln,15n,2 KomaHguTHe YKpaiHa KomaHauTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/17076/01/01
MEAVNYHUI n,3n,4n,5n,10 TOBapUCTBO ToBapucTeo "TOB 3MiHu | TMNYy - 3MiHK WoA[0 peyenmom
FA30MNOAIBHN | n, 40 ny cTasieBux "TOB "3anopisbkuii 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
" H6asioHax "3anopi3bkuii aBTOreHHui (IHLWi 3MiHKW) - 3MiHW BHECEHI B TEKCT
aBTOreHHW 3aBog" i MapKyBaHHs1 NEPBMHHOT YNakoBKM iKapCbKOro
3aBof" i KomnaHis" 3aco6y y n.17 IHLWE.
KomnaHist"
127. | KOAETEPN Tabnetkv no 10 ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a - UA/3563/01/01
Tabnetok y 6nicrepi; 06MeXeHo 06MeXeHo 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peuenmom
no 1 6nictepy y BiANOBIAabHI BiANOBIAALHICTIO peecTpaLiiHoro nNocBiAYeHHs) (3rifHO Hakasy
KOpOO6Lii 3 KapTOHY CTHO "XapkiBcbke MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
«dapmaLesTu chapmaueBTUYHe NPOTAroM 6-TW MicALIB NiCNA 3aTBEPLKEHHS.
YHa KOMMNaHis nigNpPUEMCTBO 3MiHu | TMNYy - 3MiHK Woa0
«300poB'A» "3p0poB's 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
Hapogay" BBegeHHsA abo 3MiHM [0 y3arasibHeHUX AaHnx

npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUx JaHnx npo cucremy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHOoT 0cobw,
BiZiNOBIAANbHOI 32 34jiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
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thapmakoHarnagy 3asBHuUKa Ans 34iliCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHa Bif YNOBHOB&XeHOI 0Co6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay
(BK/IKOUAIOYM KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa yNnoBHOBaXXeHOI 0cobM 3asBHUKaA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. [irovya
pegakuis: 3umuubka MapuHa OnekcaHAapiBHa.
MponoHoBaHa pepfakuis: LesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOT 0CO6M 3asBHIIKA,
BiANoBiAabHOI 3a hapmakoHarnsag. 3MiHa
MiCLie3HaxX0MKEeHHS MacTep-halina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.

128.

KOAETEPMN H

Tabnetku, no 10
TabneTtok y 6nictepi;
no 1 6nictepy y
KOpOOGLii 3 KapTOHY

ToBapucTso 3
06MeXeHo
BiANOBIAa/bHI
CTHO
«®apmavueBTu
YHa KOMNaHis
«3[0pOoB’A»

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"XapkiBcbke
hapmaLeBTuyHe
nignpueMcTBo
"340poB'a
Hapozy"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
NpoTArom 6 MicsiLiB nicns 3aTBepKeHHS. 3MiHN
| TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHa abo 3MmiHn [o
y3arasibHeHVX JaHux Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHuX
[aHuX npo cuctemy chapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBiAaNbHOI 3a
3AilicHeHHsT chapmakoHarnsay; KOHTakTHOT 0cobun
3 (papMakoHarnagy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa BifJ YNOBHOB&XeHOI 0co6y,
BiANOBIAa/IbHOI 3a 34iicCHEHHS hapMmakoHarnsgy
(BK/IIOUAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy).
3MiHa yNnoBHOBaXXeHOI 0cobu 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. [irova
pepakuis: 3umuubka MapuHa OnekcaHapisHa.
MponoHoBaHa pepfakuis: LLesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHNX
YMOBHOBaXEHOI 0CO6M 3asBHIIKA,
BiANOBiAabHOT 32 hapmakoHarnsg. 3MiHa
MiCLe3HaxoMKeHHs1 MacTep-halina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.

3a
peyenmom

UA/3563/01/02
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Ne

Hassa

o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
129. | KO-OIOBAH® TabneTku, BKpUTI HoBaprTic Leiiuapi Brpo6HMLTBO 3a ITanis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a He UA/8688/01/05
NNiBKOBOO dapma Al A NMOBHWUM LMK/OM: PymyHis 3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA peuyenmom | niossizae
06010HKot0, No 320 HosapTic ®apma nikapcbkuii 3aci6. 3MiHN y BUPOGHMLTBI. 3MiHa
mr/25 mr; no 14 C.n.A,, Itanis iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMNYCKY cepil
Tabnetok y 6nictepi; MepBuHHE Ta Ta KOHTPOJIt0 AKOCTi FOTOBOTO J1iKapCbKOro
no 1 a6o 2 6nictepu BTOPUHHE 3acoby (3amiHa abo gofasaHHA AinbHULI, Ha
y KOpo6Lji 3 KapTOHY nakyBaHHs: AKIl 34ICHIOETBCS KOHTPO/Ib/BUNPOOYBaHHS
Midpapm C.n.A., cepii) - gofaBaHHA BUpPoO6HUka CaHpgos C.P.J1.,
ITanis Byn. JliBeseHi 7A, Tupry MypeLw, okpyr Mypeuu,
KoHTponb sikocTi: 540472, PymyHis/Sandoz S.R.L., Str. Livezeni
CaHpgos3 C.P.J1., nr. 7A, Targu Mures, Jud. Mures, 540472,
PymyHis Romania BignoBiganbHOro 3a KOHTPO/Ib AKOCTI
roTOBOrO /liKapCbKOro 3acoby Ta 3a3HayeHHs
OYHKLUI o5 3aTBEPAKEHOTO BUPOGHMKA
HoBaptic ®apma C.n.A., ITanisa. BBegeHHs 3miH
npoTArom 6 micsLiB NicnsA 3aTBEpAKEHHS; 3MiHU
| TMNy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIKOYAKUN 4inbHULI ANS
A®I, npomixXHOro NpPoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
BWNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOJTI0
cepil) abo nocTtavyanibHUKa BUXIAHOTO MaTepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SKLLLO
3a3HayYeHo y [JOCbE) - BUNYUYEHHS BUPOOGHUKA
HoBapTic ®apma LUTeiiH AT, LLIBeliuapis
Bi4NOBiAa/IbHOIO 3a BUPOGHNLITBO, KOHTPO/1b
AKOCTi, NEPBUHHE NaKyBaHHS, BTOPVHHE
nakyBaHHS Ta BUNYCK Cepii roTOBOro NikapcbKoro
3acoby. BBefeHHs 3MiH NpOTArom 6 micauis
nicnsa 3aTBepKeHHs
130. | KO-4IOBAH® TabneTtku, BKPUTI Hosapric Lseiiuapi Bupo6HMLTBO 3a ITania/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/8688/01/02
NAiBKOBOIO dapma Al A MOBHUM LNKIOM: PymyHis 3MiHW | TUnY - 3MiHK 3 sikocTi. FoToBMIA peyenmom | rnionsi2ae

060/10HKOH0, M0 160
mr/12,5 wr; no 14
TabneTtok y 6nicrepi;
no 1 a6o 2 6nictepu
Y KOPO6Lj 3 KApTOHY

Hosaprtic ®apma
C.n.A,, Itanis
MepBuHHE Ta

BTOPUHHE
nakyBaHHs:

Micbapm C.n.A,,

ITanisa
KoHTponb skocTi:
CaHpgo3 C.P.N.,
PymyHis

nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKoro
3aco6y (3amiHa abo AofaBaHHA AinbHULI, Ha
SKil 3AIAICHIOETLCSA KOHTPO/1b/BUNPOBYBaHHS
cepii) - AogaBaHHsa BMpobHUka CaHgos C.P.J1.,
Byn. JliBeseHi 7A, Tupry Mypeu, okpyr MypeuLu,
540472, PymyHis/Sandoz S.R.L., Str. Livezeni
nr. 7A, Targu Mures, Jud. Mures, 540472,
Romania BignoBiAa/IbHOro 3a KOHTPO/Ib SAKOCTI
roTOBOrO /iKapcbKoro 3acoby Ta 3a3HayeHHs!
OyHKUIV 415 3aTBEPAKEHOr0 BUPO6HMKA
Hosaprtic ®apma C.n.A., ITanisa. BBegeHHA 3MiH
NpoTArom 6 MicsiLiB nicns 3aTBepKEHHS; 3MiHN
| Tuny - AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPOGHWYOT AinbHUL (BKIKOYAKYMN AiNbHULI ANS
A®I, NpomiXHOro nNpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BiAMNoBigaIbHOMO 3a
BUMYCK CepilA, MicLie NPOBEAEHHA KOHTPOSIO
cepii) abo noctavanbHVKa BUXIAHOrO matepiasny,
peareHTy abo AOMOMIKXHOI PEHOBUHM (SKLLO
3a3HaYeHO y [JOCbE) - BUNYHYEHHSI BUPOGHUKA
HoBapTic ®apma LUTeiiH AT, LLIBeliuapisa
BiANOBIAA/ILHOIO 3a BUPOGHMLTBO, KOHTPO/Ib
AKOCTi, NEPBMHHE NaKyBaHHS, BTOPUHHE
nakyBaHHS Ta BMNYCK Cepii roTOBOro NikapCbKoro
3acoby. BBegeHHs 3MiH MpOTArom 6 MicsAuis
nicnsa 3aTBepKeHHs

131.

KO-AIOBAH®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, No 160
Mr/25 wmr; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
Y KOPOO6L,ji 3 KApPTOHY

HoBaprtic
dapma Al

Lseiuapi
A

Brpo6HMLTBO 3a
MOBHWM LIVIK/IOM:
Hosaptic ®apma
C.n.A,, ITanis
MepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Midpapm C.n.A.,,
ITanis
KoHTponb sikocTi:
CaHpos3 C.P..,
PymyHis

ITania/
PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHn, LLIO CTOCYITbCSA BUNYCKY cepil
Ta KOHTPO/IO0 AKOCTi FOTOBOrO J1iKapCbKOro
3acoby (3amiHa abo foaaBaHHS AifbHUL, Ha
AKIV 34IACHIOETBCS KOHTPO/b/BUNPOBOYBaHHS
cepii) - AogaBaHHsa BUpobHnka CaHgos C.P.J1.,
Byn. JliBeseHi 7A, Tupry Mypeu, okpyr MypeLu,
540472, PymyHis/Sandoz S.R.L., Str. Livezeni
nr. 7A, Targu Mures, Jud. Mures, 540472,
Romania BignoBiAa/IbHOIO 3a KOHTPO/Ib SIKOCTI
roTOBOrO MiKkapCbKOro 3acoby Ta 3a3HauYeHHst
OYHKLi ANsa 3aTBEPAKEHOT0 BUPOGHUKA
Hosaptic ®apma C.n.A., ITanisa. BBegeHHs 3MiH
npoTArom 6 micsLiB NicNsA 3aTBEPAKEHHS; 3MiHU
| TMNYy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUPOBHMNYOT AiNbHULL (BKIHOYaOUN AiNbHULI ANS
A®I, npomixHOro NpPoAyKTy abo rotosoro
nikapcbKoro 3acoby, AiNbHULI 418 NPOBEAEHHS
nakyBaHHs1, BAPO6HMKa, BiANOBIAaNIbLHOIO 3a
BWMNYCK Cepiii, MicLie NPOBEAEHHSA KOHTPOII0
cepii) abo noctavasbHVKa BUXIQHOTO Matepiany,
peareHTy ab0 LONOMiXHOI peYOBUHY (SKLLO
3a3HayeHo y [0CbE) - BUTYUYEHHS BUPOGHMKa
HoBapTic ®apma LUTeiiH AT, LLIBeliuapis
Bi4NOBiAa/IbHOIO 3a BUPOGHULITBO, KOHTPO/1b
AKOCTi, NEPBUHHE NaKyBaHHS, BTOPUHHE
nakyBaHHS Ta BUNYCK cepii roTOBOro NikapCbKoro
3aco6y. BBefieHHs 3MiH NpOTArom 6 micsuis
nicns 3aTBepAkKeHHs

3a
peyerimom

He
nionseae

UA/8688/01/03

132.

KO-AIOBAH®

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOH, Mo 320

Hosapric
Papma Al

LBeiiuapi
A

Bupo6HMLTBO 3a
NOBHUM LIVIK/TOM:
HoBaprtic ®apma

ITania/
PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHu | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA
NiKapcbKuii 3aci6. 3mMiHM Yy BUPO6HMUTBI. 3MiHa

3a
peyenmom

He
nionsieae

UA/8688/01/04
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

mr/12,5 wr; no 14

Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
Y KOpo6Lji 3 KapTOHY

C.n.A,, Itanis
MNepBuHHe Ta
BTOPUHHE
nakyBaHHs:
Midpapm C.n.A.,
ITanis

KOHTpOsb SiKOCTi:

CaHpgos3 C.P.J1.,
PymyHis

iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUMNYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOrO /1iKapCbKOro
3acoby (3amiHa abo AofasaHHsA AinbHULI, Ha
AKIl 34IACHIOETBCS KOHTPO/Ib/BUNPOOYBaHHS
cepil) - gofaBaHHA BUpPobHUka CaHpgos C.P.J1.,
Byn. JliBeseHi 7A, Tupry MypeLw, okpyr Mypeuu,
540472, PymyHis/Sandoz S.R.L., Str. Livezeni
nr. 7A, Targu Mures, Jud. Mures, 540472,
Romania BignoBiAa/IbHOIO 3a KOHTPO/Ib SIKOCTI
roTOBOrO /liKapCbKOro 3acoby Ta 3a3HayeHHs
OYHKLUI o5 3aTBEPAKEHOr0 BUPOGHMKA
Hogaptic ®apma C.n.A., ITanisa. BBegeHHs 3miH
npoTArom 6 micsLiB NicnsA 3aTBEpAKEHHS; 3MiHU
| TMNy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIHOYAKUN AinbHULI ANS
A®I, npomi>HOro NpPoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
BWMNYCK Cepiii, MiCcLie NPOBEAEHHS KOHTPOJTI0
cepil) abo nocTtavyanbHUKa BUXiAHOTO MaTepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SKLLLO
3a3Ha4YeHo y [JOCbE) - BUNYUYEHHS BUPOOGHUKA
HoBapTic ®apma LUTeiiH AT, LLIBeliLapis
Bi4NOBiAa/IbHOIO 3a BUPOGHNLITBO, KOHTPO/1b
AKOCTi, NEPBUHHE NaKyBaHHS, BTOPVHHE
nakyBaHHS Ta BUNYCK Cepii roTOBOro NikapcbKoro
3aco6y. BBegeHHs 3MiH NpOTArom 6 micauis
nicnsa 3aTBepKeHHs

133.

KO-AIOBAH®

TabneTtku, BKPUTI
NNiBKOBOO
o60onoHkoto, no 80
mr/12,5 wr, no 14
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu
Y KOPO6Lj 3 KApTOHY

Hosapric
dapma Al

Lseiiuapi
2

Bupo6HMLTBO 3a
MOBHVM LK/IOM:
Hosaprtic ®apma
C.n.A,, Itanis
MepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Micbapm C.n.A,,
ITanisa
KoHTponb sikocTi:
CaHpgo3 C.P..,
PymyHis

ITania/
PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHW | TUnY - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKoro
3aco6y (3amiHa abo AofaBaHHA AinbHULI, Ha
SKil 3AIAICHIOETLCSA KOHTPO/1b/BUNPOBYBaAHHS
cepii) - AogaBaHHsa BMpPobHUka CaHgos C.P.J1.,
Byn. JliBeseHi 7A, Tupry Mypeu, okpyr MypeuLu,
540472, PymyHis/Sandoz S.R.L., Str. Livezeni
nr. 7A, Targu Mures, Jud. Mures, 540472,
Romania BignoBiAa/IbHOro 3a KOHTPO/Ib AKOCTI
roTOBOrO fiKapcbKoro 3acoby Ta 3a3HayeHHs!
OyHKUIV 415 3aTBEPAKEHOT0 BUPOGHMKA
Hosaprtic ®apma C.n.A., ITania. BBegeHHA 3MiH
NpoTArom 6 MicsiLiB nicns 3aTBepKEHHS; 3MiHN
| Tuny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIHOYAKUU AiNMbHULI ANS
A®I, NpomiXHOro nNpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AiNnbHULi 4718 NpoBeeHHS

3a
peyenmom

He
nidnsieae

UA/8688/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

nakyBaHHs, BUPOGHMKa, BiNOBigaIbHOTO 3a
BUMYCK CepiiA, MicLie NPOBEAEHHA KOHTPO/IO
cepii) abo noctavasnibHVKa BUXIAHOrO matepiasny,
peareHTy abo AOMOMIKHOI PEHOBUHM (SKLLO
3a3HaYeHO y [JOCbE) - BUNYHYEHHSI BUPOGHUKA
Hoaptic ®apma LUTeiiH AT, LLIBeliuapisa
BiANOBIAA/IbHOIO 3a BUPOGHMLTBO, KOHTPO/Ib
AKOCTi, NEPBMHHE NaKyBaHHS, BTOPUHHE
nakyBaHHS Ta BMNYCK Cepii roTOBOro NikapCbKoro
3acoby. BBegeHHs 3MiH MpOTArom 6 micsAuis
nicnsa 3aTBepKeHHs

134,

KCANATAH®

Kpanni OYHi, po3yrH
0,005 %; no 2,5 mn
y nonieTuneHoBoMy
donakoHi; no 1
donakoHy B
KapTOHHI KOpooLi

Biatpic
CnewenTi
nnc

CLIA

Mdpaiizep
MeHtohekyypuHr
Benbris

Benbris

BHECEHHS 3MiH 0 peecTpaLliiiHux MmaTepianis:
3MiHW | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) -
AJMiHiCTpaTuBHa 3MiHa HaliMeHyBaHHS Ta
afipecy 3asBHMKa (BNnacHWka peecTpauiiiHoro
noceigyeHHs) 6e3 3MiHV camoi lpUANYHOT
ocobu. BnacHukom P 3anuwiaeTbes ogHa i Ta
cama topuanyHa ocoba. 3MiH/ BHECEHO B TEKCT
MapKyBaHHs B N.6 «IHLUE» (nepBuHHa ynakoBka)
Tay n. 17 «IHWE» (BTOpUHHaA ynakoBka) LLoA0
norotuny 3asiBHUKa. TepMiH BBEAEHHSA 3MiH -
npoTArom 12 micAuiB nicns 3aTBepmXeHHs;
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBapKeHHs AiSNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIHOHaum
LinbHULL BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOJII0 AIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iIMNOPTEP, BK/TKOYAKOUM BUMYCK Cepild) -
3MiHa HalimeHyBaHHA Ta afpecy BUPOOHMKa
N3, y 3B'A3Ky 3 NPUBEAEHHSM A0 OHOBJIEHIN
niuensii Ta GMP cepTudikaTi. BupobHunya
OinbHUUSA Ta BCi BUPOBHUYI onepavii
3a/IMLWaTbCA He 3MIHHUMU. TepMiH BBEAEHHS
3MiH - NpOTArom 12 micauis nicas 3aTBepaKeHHs

3a
peyerimom

He
nionsieae

UA/11617/01/01

135.

KCENOJA®

TabneTku, BKPUTI
NAIBKOBOIO
060/10HKot0, No 150
Mr; no 10 TabneTok
y 6nicTepi; no 6
6nictepiB y
KapTOHHIlA ynakoBLi

TOB «Pow
YkpaiHa»

YkpaiHa

Brpo6HMuTBO
Hepo3dacoBaHol
nNpoayKLUiT,
nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
BUMPOOYBaHHSA
KOHTPOJIO SIKOCTI:
Ekcenna rm6X
eHg Ko. KI,

HimeuuunHa/
LLIBeliyapis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:
3MiHK | TURY - 3MiHK 3 KOCTI. [OTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
PO3Mipy yNakoBKM roTOBOrO /ikapCbKoro 3acoby
(iHWi 3MiHW) - BUNYYEHHA YNakoBKMN NiKapCbKoi
chopmu in bulk, 3 BignNoBiAHNMMM 3MiHaMKN A0
po3giniea MKSA /13 «Bupo6Huk», «Cknag»,
«YnakoBka», «MapKyBaHHs». 3rifiHO
3aTBEPAXXEHOIO TEKCTY MapKyBaHHS

3a
peyenmom

UA/5142/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

HimeyunHa;
MNepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BWMYCK Cepil:
®.XohpmaHH-/15
Pow Nltg,
LLiBeiiuapis;
Bunyck cepii:
®.XothpmaHH-/15
Pow 114,
Lseiiuapis

136.

KCENOJA®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, No 500
mr; no 10 TabneTok
y 6nicTepi; no 12
6nictepiB y
KapTOHHI ynakosLi

TOB «Pouu
YKpaiHa»

YkpaiHa

Brpo6HMUTBO
Hepo3dacoBaHo|
nNpoAyKLUiT,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNpPO6YyBaHHs
KOHTPOJIO AKOCTI:
Ekcenna rmé6XxX
eHp Ko. KT,
HimeuunHa,
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BMNpPOOYyBaHHSA
KOHTPOJIO AKOCTI,
BUNYyCK cepil:
®.XothpmaHH-/15
Pow T4,
LLiBeiiuapis;
Bunyck cepii:
®.XohpmaHH-/15
Pow NTp,
Lseiuapis

HimeuuunHa/
LLiBefiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3miHa
PO3Mipy YNakoBKu roTOBOrO /liKapCbKoro 3acoby
(iHWi 3MiHW) - BUNYYEHHS YNakoBKMN NiKapCbKoi
dhopmum in bulk, 3 BignoBigHNMMM 3MiHaMK A0
po3ginis MKA N13 «BupobHuk», «Cknagy,
«YnakoBka», «MapkyBaHHs». 3rigHO
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS

3a
peyerimom

UA/5142/01/02

137.

KCIrayo
MPONOHI

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKOI0,
NPONOHIroBaHoI Aji
no 10/500 wmr, no 7
TabneTtok y 6rictepi;
no 4 6nictepu y
KapTOHHIiA KOpo6Li

AcTpa3eHeka
AB

LLBeuis

BMPOGHMLTBO in-
bulk, koHTpONb
AKOCTi, NEPBUHHE
Ta BTOPVHHE
nakyBaHHs, BUNYyCK
cepit:
AcTpa3eHeka
PapmMacboTUKaC
nn, CWA;

CLWA

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHu | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA
nikapcbknii 3aci6. KOHTpob roToBOro

nikapcbKoro 3acoby (iHLUi 3MiHWN) - OHOB/IEHHS

BXE 3aTBEPAKEHNX METOLiB KOHTPO/IIO SKOCTI

N3, a came BUKNAAEHHSA TEKCTY AEPXaBHOK

MOBOIO 3TifJHO Cy4aCHMX BUMOT, & TaKoX
BHECEHHS peaKLiiH1X NpaBokK, peaaryBaHHs Ta
YTOYHEHHS nepeknaay BignoBigHo Ao

3a
peyenmom

UA/15985/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMLTBO in- opuriHasIbHVUX MaTepiasliB 3asBHUKa. BBeAeHHSA
bulk: Bpicton- 3MiH NPOTArom 6-Tu MicaLiB nicns
Maiiepc Cksi66 3aTBEPAKEHHSA
MaHyhakTypiHr
KomnaHi, CLUA
138. | KCIrgyo Tabnetkun, BKpUTI AcTpa3eHeka LLisewjs BMPOGHMLTBO in- CLWA BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/15984/01/01
MPONOHI NNiBKOBOO Ab bulk, koHTpObL 3MiHu | TUNY - 3MiHK 3 SKocCTi. FoToBMIA peyenmom
060/10HKOH, SKOCTi, NePBUHHE nikapcbkunii 3aci6. KOHTpob roToBOro
NPOSIOHroBaHoI fji Ta BTOPUHHE NiKapcbKoro 3acoby (iHLUi 3MiHWN) - OHOB/IEHHS
no 5/1000 mr, no 7 nakyBaHHs1, BUMYCK BXe 3aTBepKEHUX METOAIB KOHTPOJIHO AKOCTI
TabneTtok y 6nictepi; cepit: ['N13, a came BUKNaAeHHA TEKCTY AepXaBHO
no 4 6nictepn y AcTpa3eHeka MOBOIO 3TiHO Cy4aCHMX BUMOT, a TakoX
KapTOHHI KOpo6Li dapmMacbloTUKasIC BHECEHHS pefaKLiiiH1X NpaBokK, pegaryBaHHs Ta
nn, CWA. YTOUHEHHS nepeknagy BignoBigHo A0
BVMPOGHMLTBO in- opuriHasibHUX MaTepiasliB 3asBHUKa. BBegeHHSA
bulk: Bpicton- 3MiH NPOTArom 6-Tu MicALiB nicns
Maiiepc CkBi66 3aTBEpAKEHHSA
MaHyhakTypiHr
KomnaHi, CLLA.
139. | KCiIrayo TabneTku, BKPUTI AcTpa3eHeka Lsewjs BMPOGHMLTBO in- CLWA BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a - UA/15983/01/01
MPOJNIOHI NNiBKOBOIO Ab bulk, koHTpONb 3MiHu | TUny - 3MiHK 3 AKOCTI. FoTOBMIA peuyenmom
060/10HKOI0, AKOCTi, NEPBVHHE NiKapcbknii 3aci6. KOHTponb roToBOro
NPOJIOHroBaHoI fji Ta BTOPUHHE NikapcbKoro 3acoby (iHLUi 3MiHW) - OHOB/IEHHSA
no 10/1000 mr, no 7 nakyBaHHS, BUNYCK BXe 3aTBeppKEeHNX MeTO/iB KOHTPO/IO AKOCTI
Tabnetok y 6nictepi; cepit: ['N13, a came BUKNaAEHHsS TEKCTY AepXaBHOo
no 4 6nictepu y AcTpa3eHeka MOBOIO 3iJHO Cy4aCHMX BUMOT, & TakoX
KapTOHHI KOpooL; dapmacbloTukanc BHECEHHS pefakLiiiHNX NpaBokK, pegaryBaHHs Ta
nan, CWA YTOUYHEHHSA nepeknagy BignosigHo A0
BMPOGHMLTBO in- opuriHasibHUX mMaTepiasliB 3asBHUKa. BBeAeHHA
bulk: Bpicton- 3MiH NpOTArom 6-Tv MicsiLiB micns
Maiiepc CkBi66 3aTBEPKEHHS.
MaHyhakTypiHr
Komnani, CLLUA
140. | KycToaion pO34MH Ans Op. ®paHy HimeuuunH Op. ®paHy, HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis: 3a - UA/6672/01/01
nepdysiii, no 500 Kbonep Xewmi a Kbonep Xewmi 3MiHu Il Tuny - 3MiHK 3 sKOCTi. FOTOBWIA peyenmom.
mn abo 1000 mn y M6X M6X nikapcbkuii 3aci6. KOHTponb roToBOro Ansa
NASALWKaX CKAAHKX; nikapcbkoro 3acoby. 3miHa napameTpis 3acmocysaH
no1n, a6o 2 n, abo cneumdikauii Ta/abo AONYCTUMUX MEX FTOTOBOFO | Hs 8 ymMoBax
5 ny naketax nikapcbKoro 3acoby (3MiHa 3HaxoAMTbCA nNo3a cmayioHapy

3aTBEPMKEHNMU AONYCTMUMU MEXaMU
cneumdikauiin)
3mMiHa JonycTMUX MexX y cneuudikalii rotoBoro
nikapcbKoro 3acoby ans nokasHuka "pH" Ha
MOMEHT BUMYCKY Ta Ha TEPMiH NpuAaTHOCTI
3MiHIOTLCA 3 7,02-7,20 Ha 6,92-7,30. 3MmiHu |1
TUny - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTposb roToBOro Nikapcbkoro 3acooby.
3MiHa napameTpiB cneundikauii Ta/abo
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

[0NyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby
(3miHa 3HaxoAMTbCA NO3a 3aTBEPAKEHUMM
A0NyCTUMMMKU Mexamu cneumdikauii) 3miHa
OONYCTUMUX MEX (PO3LLMPEHHS) Y cneuudikauil
roTOBOrO /iKapcbKoro 3acoby Ansa nokasHuka
"KinbkicHe B13HaueHHs. KanbLjin" Ha MOMeHT
BMNYCKY Ta Ha TEPMIH NPWAATHOCTI 3MiHIOLTbCS
30,57 mr/mn - 0,63 mr/mn (95,0-105,0 %) Ha
0,51 mr/mn - 0,69 mr/n (85,0 -115,0 %). 3miHum Il
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa napameTpiB cneungikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby
(3miHa 3HaxoAMTbCA NO3a 3aTBEPAKEHUMM
O0NyCTUMVMMU Mexamu cneupdikaliin)
Po3wwmpeHHs gonyctummx mex cneumdikaii /13
015 nokasHuka "CTOPOHHI AOMILLKK": - BBEAEHO
nokasHuk "Hanbinbla HeigeHTudikosaHa
AOMiLKa", Mexa AN AKOT Ha MOMEHT BMMYCKy Ta
Ha TepMiH NpuaaTHOCTI BcTaHOBNOETLCA < 0,10
(% nnoww); - Ana cymun HeigeHTudikoBaHmx
[OMILLOK PO3LLUMPEHO MEXY Ha MOMEHT BUMYCKY i
Ha TepMiH NPUAATHOCTI, @ came BCTaHOB/IEHO
3HaueHHs < 0,20 (% nnowi) 3amicTb
nonepeaHLoro 3HaveHHs < 0,05 (% nnowi) (Ha
MOMEHT Bunycky) i < 0,10 (% nnoLyi)(Ha TepMiH
npugatHocTi). 3MiHu |l TunNy - 3MiHN 3 SKOCTiI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHM BUNpobyBaHb abo
LOMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneyudikauisix, nig yac BUpo6bHULITBA FOTOBOMO
niKapcbKoro 3acoby (po3LmpeHHs
3aTBEPMKEHNX AONYCTUMUX MEX A1
NOKa3HWKIB, SIKi MOXYTb MaTV iCTOTHWIA BNMB Ha
3arasibHy SIKiCTb FOTOBOIO N1iKapCbKOro 3acoby)
3MiHa gonycTMux Mex Ans nokasHuka "pH" y
Cneuudikauii 4na MixonepauiiHoro KOHTPoso 3
7,03-7,18 Ha 6,99-7,23

141.

NAMIBNN®

Tabnetkn no 250 mr;
no 14 tabnetok y
6nictepi; no 1
6nicTepy B KOpPOOLj

HoBaprtic
dapma Al

Lseiuapi
A

Brpo6HMLTBO,
KOHTPO/b AKOCTI,
nakyBaHHs, BUNYCK
cepii: HoapTic
®dapma MpogakLuH
v6X ,
HimeuunHa,;
MepBuHHe
nakyBaHHs,
BTOPUHHE

Himeuuunna/
CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHW | TUny - 3MiHK 3 AKocTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWIA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NepBVHHOI YNakoBKM rOTOBOTO NiKapCbKoro
3aco6y (AONOBHEHHS cneumdikalii HoBUM
NOKa3HUKOM 3 BiAMOBIAHUM METOAOM
BMNPOGYBaHHSA) - [JONOBHEHHS cnevuundikaL,i
nepBrHHOI ynakosku /13, a came-goAaBaHHsA

3a
peyerimom

UA/1005/02/01




123

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs, napameTpa cneuudikadii «Transparent PVC»
KOHTPO/b SIKOCTI, ans metopy «Appearance» ans BupobHuka Lek
BWMNYCK cepii: Jlek Pharmaceuticals d.d., Lendava Slovenia (ans
dapmMacbloTUKaC chopmyBasibHOTro kKoMnoHeHTa MNBX), Tak sk npu
A.4., BUpo6HMYa nonepeAHix 3mMiHax Lieii napamMeTp NOMWIKOBO
AinbHUUA He 6yn0 BK/IOYEHO. PegakuiiHi 3mMiHW ansa 6inbLu
Nenpasa, 3PO3YMINIOro onucy nakyBaslbHOro Matepiasny;
CnoseHis 3MiHu | TUNY - 3MiHK 3 iKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa
6y/[ib-AKOI YaCTUHW MaTepiany NepBUHHOT
YMakoBKW, L0 HE KOHTaKTYyE 3 rOTOBUM
nikapcbknM 3aco60m (Hanpuknag, konip
KPWLLEYOK 3 KOHTPOSIEM NEPLLOrO BiAKPUTTS,
KONip KO4OBUX KineLb Ha amnynax, KoHTeliHepa
Ans ronok (pisHi Bugu nnactmacu) (3miHa, sika
He BM/MBAa€E Ha KOPOTKY XapaKTepuCTUKy
NiKapcbKoro 3acoby) - 3mMiHa YacTuHK maTepiany
NepBUHHOT YNaKoBKMK, LLIO He KOHTakTye 3 /13, a
came-3MiHa HITPOLIe/t0103HOTO APYKaPCHKOro
npaviMepy Ha ApyKapcbkuii npaiimep, Lo He
MICTWUTb HITPOLE/0103W, 415 a/THOMiHIEBOT
NOKPUBHOI honbry (komnoHeHTa ALU/PVC
6nicTepis)

142. | NAHCOMPON® | kancynu no 30 mr, HOBEN INAY TypeyuunH NOBHUIA LMK TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis: 3a He UA/3932/01/02
no 7 kancyny CAHAI BE a BMPOBHULTBA, 3MiHu | TUnNYy - 3MiHK Woao peuyenmom | niosnsizae
6nictepi, no 2 a6o 4 TIIXKAPET BiANOBigabHUI 3a 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
6nictepu y A.LL. BUNYyCK cepil: 3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
KapTOHHIA ynakoBLi; HOBEN INAY 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
no 14 kancyny CAHAI BE MefMUHOrO 3aCTOCYBaHHS Ha NigcTaBi
6nictepi, no 1 a6o 2 TIIKAPET A.LL., perynsipHo OHOB/TIHOBAHOTO 3BiTYy 3 6e3nekn
6nictepn y TypeuuunHa,; nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
KapTOHHI ynakosLyi; BMPOGHMLITBO 3aCTOCyBaHHS MikapcbKoro 3acoby B
no 4 kancynuny Mikponener: nicnapeecTpaviinHnii nepiog, abo sk pesynbtar
6nictepi, no 1 Ynkap Kimia Caxali OL|iHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
6nictepy y Be TigpkapeT A.LL., BIAMNOBIAHO A0 NMaHy nefiaTpUyHNX JOCAIAXKEHb
KapTOHHI ynakoBL,i TypeyunHa (PIP) (3MiHy y3ropkeHo 3 KOMNETEHTHUM

YNOBHOB&XXEHWM OpraHoM) 3MiHWM BHECEeHi A0
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ainm "OcobnmnBocCTi
3acTocyBaHHs", "lMo6ivHi peakuii”" BignoBigHO A0
OHOB/IEHOI iHhopMaLiii 3 6e3nekn gitouoi
peyoBvHW. BBEEHHSA 3MiH MPOTArOM 6-Tu
MiCALIB Micna 3aTBepAKEHHS

143. | NAHCOMPON® | kancynu no 15 mr, HOBEN INAY TypeyuunH NOBHWIA LMK TypeuumHa BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a He UA/3932/01/01
no 7 kancyny CAHAI BE a BMPOGHMLITBA, 3MiHu | TUNY - 3MiHKn Woao0 peuyenmom | niosisizae
6nictepi, no 2 a6o 4 TIIXKAPET BiANOBIgaNbHMIA 3a 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
6nictepn y A.LL. BMNYCK cepil: 3MiHa y KOpOTKiil XapaKTepucTuLli Nikapcbkoro
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI ynakoBLi; HOBEN INAY 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
no 14 kancyny CAHAI BE MeAMYHOro 3acTocyBaHHA Ha niacTasi
6nictepi, no 1 a6o 2 TIIKAPET A.LL., perynsipHoO OHOB/HOBAHOTO 3BiTYy 3 6e3nekn
6nictepu y TypeuuunHa; nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapTOHHIA ynakoBLi; BMPOOHULITBO 3acTocyBaHHSA NikapcbKoro 3acoby B
no 4 kancynumy MiKponeneT: nicnsapeecTpauiiinii nepiog, abo sk pesynbtar
6nictepi, no 1 Ynkap Kimis CaHai OLLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX
6nictepy y Be Timkapet A.LL., Bi4NOBIAHO A0 NaHy nejiatpudHNX SOCNiAKEHb
KapTOHHI ynakosL,i TypeyunHa (PIP) (3mMiHy y3rofpkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHN BHECEHI A0
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3gim "OcobmBocCTi
3actocyBaHHs", "Mob6iyHi peakuyii" BignoBigHO Ao
OHOB/EHOI iHhopMaLii 3 6e3neku Aitoyol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MicsILiB Micnsa 3aTBepAKEHHs!
144. | NEMNPOPENIH | imnnanTart no 11,25 MicTtpan AHrnis BupobHuuTBO HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/19863/01/01
-BICTA Mmr, no 1 imnnaHtaty Kenitan roTOBOI NiKapCbKoi LLIseliyapis 3MiHKM | TURY - 3MiHK WoA0 peyenmom nidnsieae
y wnpuuy- MeHeXMeHT dhopmMK, nNepBuUHHA 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
annikaTopi (wnpuw- Nimiteq Ta BTOPUHHA (iHWi 3miHM) BHECEHHS 3MiH 40 MaTepianis
annikarop ynakoBka, peecTpauiiHoro Aockbe, a came BUKIaAeHHS
cKnafaeTbes 3 KOHTPO/Ib Cepil, [OMOMKHUX PEYOBUH 6€e3 3a3HaYeHHsI TOProBUX
nosiMmepHoro BUnyck cepii: AMB Ha3B B po3aini «Cknaa». 3MiHW BHECEHO B
Kopnycy 3 TpuMayem 'mM6X, HimeuumnHa; iHCTPYKLi0 4151 MeAMUYHOro 3acToCyBaHHS
4ns iMnnadTary, Crepunisauis: nikapcbKkoro 3acoby y po3ginu "Cknag”
rOMIKN Ta NOPLUHS); CuHepaxi Xeanc (BMNYyYEHHSI TOPrOBMX MaPOK 3 Ha3B AOMOMIXKHUX
no 1 wnpuuy B [JanikeH EAOXi, peyoBuH), "Cnocib 3acTocyBaHHs Ta fo3n"
naketi pa3om 3 LLiBeiiuapis; (peparyBaHHs po3finy), a Takox 4oAaHO po3s4in
BOJ/IOrONOI/IMHa/IbLHO Crepunisauis, "3asaBHMK" 3 BIANOBIAHUMY 3MiHAMW B TEKCTI
10 Kancysnoto, no 1 MiKpOGionoriuHe MapKyBaHHS1 YNakoBKM JTikapCbKOro 3acoby.
nakeTy B KApTOHHIi TecTyBaHHsA: BB® BBeeHHs 3MiH NpoTAroM 6-tn micAuis nicns
naui CrepiniseiiHceps 3aTBEpAKEHHSA
i3 T'M6X,
HimeuunHa,
Mikpob6ionoriyHe
TecTyBaHHS:
Na6op /IC CE &
Ko. KT,
HimeuunHa,;
Mikpob6ionoriyHe
TECTYBaHHS:
€spochiHc
Bio®apma
MpoaakT TecTiHr
MioHXeH TM6X,
HimeuunHa
145. | NIBPA® pO34nH ANa iHdysild, MpuBatHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a - UA/15578/01/01
42 mr/ma no 100 mn akuioHepHe akuioHepHe 3MiHu | TMNy - 3MiHKM 3 AKOCTI. [oTOBUIA peyenmom
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy

(nikapcbka gpopma,

ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

y naswuj, no 1
nAsaWwLli y navui

TOBapUCTBO
"IHdpy3ia”

TOBapUCTBO
"IHdy3ia”

nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb a60 A0ONYCTUMUX MEX,
BCTAHOB/IEHVX Y crneumdikayisx, nig vac
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby (iHLwi
3MiHM) 3MiHa NepioAMYHOCTI MPOBEAEHHS
BMNPOGYBaHHSA 3a NokasHUKoM «MikpobHe
HaBaHTaxXeHHs» y CrieuudikaLii Ha MPOMiXHY
NpoAYyKLito NikapcbKoro 3acooby.
3aTBepakeHo: MiKpobHe HaBaHTaXKEHHS:
MepioanyHICTb KOHTPOIO, BiANOBIAABHUIA:
KoxHy nepLuy cepito B kaMnaHii/OguH pas Ha
[o6y, BKA. 3anponoHosaHo: MikpobHe
HaBaHTakeHHs: [epioANYHICTb KOHTPOIO,
BignoBiganbHuiA: KoxHy cepito, BKA

146.

NIHE3ONIANH

PO3unH ANs iHQys3il,
2 mr/mn no 300 mny

nnswuyi; no 1
NAAWLU B nayui

MAT
"Tanuugapm”

YkpaiHa

MAT "Fanuudpapm"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHn | TURY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOrO NiKapCbKoro
3aco0y, BK/IOYatouy NPOMKHWA NPOAYKT, L0
3aCTOCOBYETHLCS NPW BUPOGHULTBI FOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLITBA) 3MiHA HAa3B NEBHUX CTafii
TEXHO/OMYHOro Npouecy BUrotoBneHHs M3, a
came: B ONMCi TEXHO/OTIYHOro NPoLLecy 3amicTb
hinbTpa «TOHKOT (hinbTpaLii» BHECTU (iNbTP
«CTepuNi3ytoyol hinbTpauii» i 3amicTb Ha3BU
cTagii «CTepunizauis» BHECTU Ha3By «TepMiuHa
06po6kax». BupobHUYii npouec 3a/miaeTbes
6e3 3MiH

3a
peyerimom

UA/11948/01/01

147.

NIHNAP3A

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, M0 100
Mr, Mo 8 TabneTok B
6nictepi; no 7
6nictepis B
KapTOHHI KOpooL;

ACTPA3EHEK
A AB

LLiBeuis

BMPOOHULTBO
Tabnetok
onanapuby (etan
BMPOOHULTBA
eKCTpyZ0BaHOro
NPOMIXHOro
npoaykTy Ta
nicNsiekcTpysinHnii
eTan
BUPOGHMLTBA),
KOHTPO/b SKOCTI:
AG6BI NimiTeq,
CnonyueHi WTatw;
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUMNYCK cepil:
AcTpa3eHeka FOK

CnonyyeHi
LWratwn/
Benuka

BpuTaHisa/
Lseuis

BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii:
3MiHu | TUNY - 3MiHKn Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
(iHLWi 3MiHW) 3MiHN BHECEHO B TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby o0 3a3Ha4YeHHs
HOMepy peecTpaLiliHoro noceiAYeHHs (BTOpUHHA
ynakoBka n. 12. <HOMEP PEECTPAL|INHOIO
MOCBIAYEHHSA»), a TakoX BHECEHHS
pefakuiiiHuX NpaBoK B NEPBUHHY Ta BTOPUHHY
yNakoBkuW. BBeAEHHs1 3MiH MpPOTArom 6 micsiuiB
nicnsi 3aTBepKeHHS

3a
peyenmom

UA/14747/02/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

NimiTen, Benvka
BpuTaHis;
BMPOGHMLITBO
TabneTok
onanapuoy (etan
BMPOGHULTBA
eKCTpyA0BaHOro
NPOMIXHOro
npoaykTy Ta
nicNsekcTpysinHnii
eTan
BMPOGHMLTBA),
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepil:
AcTpa3eHeka Ab,
LLiBeuis
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
LLIBeuis

148.

NIHMNAP3A

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKot0, Mo 150
Mmr, no 8 TabneTok B
6nictepi; no 7
6nictepis B
KapTOHHI KOpooLi

ACTPA3EHEK
A Ab

LLBeuis

BMPOOHULITBO
TabneTok
onanapuby (etan
BMPOGHULTBA
eKCTpyf0BaHoOro
NPOMIXXHOro
NpoAyKTy Ta
nicnsekcTpysinHnii
eTan
BUPOGHMLTBA),
KOHTPONb AKOCTI:
AGGBI NimiTepn,
CnonyueHi WTtatw;
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUNYyCK cepil:
AcTpa3eHeka HOK
NimiTeq, Benuka
BpuTaHis;
BMPOOHULITBO
TabneTok
onanapuby (etan
BMPOOHULTBA
eKCTpyf0BaHoro

Cnony4eHi
Wratn/
Benvka

BpuTanisa/
Lseuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmMakoHarnsagy
(iHLWi 3MiHW) 3MiHX BHECEHO B TEKCT MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby LL0A0 3a3HauYeHHs
HOMepy peecTpauiiHoro nocBigYeHHs (BTOpUHHA
ynakoska n. 12. <tHOMEP PEECTPALIVIHOIO
MOCBIAYEHHSA»), a TakoXX BHECEHHS
peAakuifiHnX NpaBoK B NEPBUHHY Ta BTOPUHHY
ynakoBku. BBeAeHHS 3MiH NpoTArom 6 micsuis
nicns 3aTBepkKeHHs

3a
peyenmom

UA/14747/02/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
NPOMIKHOrO
NpoAayKTy Ta
nicnsekcTpysinHnii
eTan
BUPOGHMLTBA),
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMYCK Cepil:
AcTpa3eHeka Ab,
Lsewis
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
LLiseuis
149. | NINPETTO TabneTku, BKpUTI TOB HB® YkpaiHa BMPOGHMYaA YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a He UA/18323/01/01
NNiBKOBOO "MIKPOXIM" AinbHUUA (BCi 3MiHW | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peuyenmom | niosnsizae
o60n10HkKot0, o 10 cTagii HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa
mr: no 10 Tabnetok BMPOGHMYOro (BNacHvka peecTpauiiHoro nNocBig4eHHs). 3miHa
y 6nicTepi; no 3 abo npouecy): azpecy 3asBHMKa. 3MiHW BHECEHI Y po3ain
no 9 6nictepis y TOB HB® "Micue3HaxomKeHHs! 3asBHINKA" B IHCTPYKLIHO
naJui 3 KapToHy; No "MIKPOXIM", 0151 MeMYHOro 3acToCyBaHHSA NikapCbKoro
30 TabneTok y YkpaiHa 3aco0by y 3B'A3Ky 3i 3MiHOI agpecy 3asBHUKaA
6aHui; no 1 6aHuji y BiANOBigabHUI 3a (BnacHvKa peecTpauiiHoro NnocBigYeHHs).
nadui 3 KapToHy BUNYCK cepii, He BBeeHHs 3MiH NpoTAroM 6-tn micAuis nicns
BK/IIOYa0Un 3aTBEPAXEHHSA. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
KOHTPONb/BUNPOGY [oToBMIA Nikapcbkunii 3aci6. 3MiHK y
BaHHA cepil): BMPO6HULTBI. 3MiHa iMnopTepa/3MiHuy, Lo
TOB HB® CTOCYHTbCS BUMYCKY cepii Ta KOHTPO/IH0 AKOCTI
«MIKPOXIM», roTOBOrO Nikapcbkoro 3acoby (3amiHa abo
YKpaiHa [oaaBaHHsA BUPOOHNMKa, LLO BignoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - He BkAovaroumn
KOHTpO/b/BMNPOGYBaHHSA cepii . logaBaHHsA
BMpOGHMWKa /13, BiANOBIAa/IbHOIO 3a BUMYCK
cepii, He BKNOYaoUM KOHTPObL/BUNPOBYBaHHS
cepii: TOB HB® «MIKPOXIM» (3a agpecoto:
Ykpaina, 01013 m. Kuis, Byn. BygiHaycTpii, 6ya.
5). 3MiHM BHECEHI B po34inu "BUpO6HUK" Ta
"MicuesHaxomkeHH BUPOGHMKa Ta agpeca
MiCLil MPOBaKEHHS AOr0 Ais/IbHOCTI'B
iHCTPYKL,it0 415 MEeANYHOrO 3aCTOCyBaHHS
NiKapcbKoro 3acoby y 3B'A3Ky 3 BBEAEHHSAM
[0AaTKOBOrO BYPOGHWMKA, BiANOBIMLHOIO 3a
BUMYCK cepii, Ta K HACNIA0K NosiBa TEKCTY
MapKyBaHHS 4117 0OAATKOBOro BUPOGHMKA.
BBeeHHs 3MiH NpoTAroM 6-tn micAuis nicns
3aTBEPKEHHS.
150. | NIOPETTO TabneTkn, BKPUTI TOB HB® YkpaiHa BMpO6HMYA YKpaina BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a He UA/18323/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
NAiBKOBOIO "MIKPOXIM" AinbHuUS (BCi 3MiHM | TUNY - AQMiIHICTPaTVBHI 3MiHW. 3MiHa peyenmom | nidnsizae
060/10HKO10, M0 20 craaii HallMeHyBaHHs Ta/abo afpecy 3asiBHMKa
mr: no 10 TabneTok BMPOBHNYOTrO (BnacHvka peecTpawiiHoro noceigyeHHs). 3MiHa
y 6nicTepi; no 3 abo npotecy): afpecy 3asBHVKa. 3MiHM BHECEHI Y po3gin
no 9 6nictepis y TOB HB® "MicLe3HaxoMKeHHs 3asBHUKA" B iIHCTPYKLO
nauuj 3 KapToHy; No "MIKPOXIM", ON5 MeNYHOro 3acToCyBaHHS NiKapCbKoro
30 TabneTtok y YkpaiHa 3acoby y 3B'A3Ky 3i 3MiHOI aJpecy 3asBHUKa
6aHLi; no 1 6aHui y BiAnoBiganbHUii 3a (BnacHvKa peecTpauiiHoro nocBigYeHHs).
nauuj 3 KapToHy BWMYCK Cepii, He BBefeHHs 3MiH NpoTArom 6-Tv MicauiB nicns
BK/IOYA0UN 3aTBEpMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
KOHTPONb/BUNPOBY [oTOBWIA NikapcbkMii 3aci6. 3MiHK Yy
BaHHS cepii): BMPOGHULTBI. 3MiHa iMnopTepa/3MiHuy, Lo
TOB HB® CTOCYIHOTbCS BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTI
«MIKPOXIM», roTOBOro Nikapcbkoro 3acoby (3amiHa abo
YKpaiHa [oJaBaHHA BMPOOHUKA, L0 BignoBigae 3a
BBE3EHHS Ta/abo BMMNycK cepii) - He Bkovyatoum
KOHTPONb/BUNPOGYBaHHSA cepil . JlofaBaHHsA
BMPOGHMKa /13, BiANOBIAA/IbHOIO 3a BUMYyCK
cepii, He BK/IOYaOUM KOHTPOJIb/BUMNPOOYBaHHS
cepii: TOB HB® «MIKPOXIM» (3a agpecoto:
Ykpaina, 01013 m. Kuis, Byn. BygiHgycTpii, 6ya.
5). 3MiHM BHeceHi B po3ainu "Bupo6HuK" Ta
"Micue3HaxomkeHHs BUPO6HYKa Ta afpeca
MiCLiA NMPOBa)KEHHS Or0 Ais/IbHOCTI"B
IHCTPYKL,itO0 415 MEeANYHOro 3aCTOCyBaHHS
NikapcbKoro 3acoby Yy 3B'A3Ky 3 BBEAEHHSAM
[04aTKOBOrO BUPOOHUKA, BiAMOBI/IbHOIO 3a
BUMYCK Cepii, Ta K HACNif0K NosiBa TEKCTY
MapKyBaHHS 419 40AaTKOBOro BUPOGHYKa.
BBefeHHs 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS.

151. | NIOPETTO TabneTtku, BKPUTI TOB HB® YkpaiHa BMpO6HMYaA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/18323/01/03
NAiBKOBOIO "MIKPOXIM" AinbHuus (BCi 3MiHW | TUNY - AAMiHICTPaTMBHI 3MiHU. 3MiHa peyenmom | rnionsi2ae
060/10HKO0, M0 40 cragji HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa
Mmr: no 10 TabneTok BMPOBHUYOTrO (BNacHvka peecTpauiiHoro nNocBigYeHHs1). 3miHa
y 6nicTepi; no 3 npouecy): agpecy 3asBHMKa. 3MiHN BHECEHI Y po3ain
6nictepm y nauui 3 TOB HB® "Micue3HaxoKeHHs 3asBHUKA" B iIHCTPYKLtO
KapToHy; no 30 "MIKPOXIM", 011 Me4NYHOro 3acToCyBaHHA NikapcbKoro
Tabnetok y 6aHui; YkpaiHa 3aco6y y 3B'A3Ky 3i 3MiHOIO afpecu 3asiBHUKA

no 1 6aHui y nauui 3
KapToHy

BiANOBiAa/bHWIA 3a
BUNYCK cepil, He
BK/IOYa0UN
KOHTPO/b/BUNPOGY
BaHHA cepii):
TOB HB®
«MIKPOXIM>»,
YKpaiHa

(BnacHviKa peecTpauiiHoro NocBigYeHHs).
BBeneHHs 3MiH NpoTAroM 6-T1 micsAuiB nicns
3aTBEPAKEHHSA. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
['oTOBWIA NikapcbkWii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMNopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta KOHTPO/IHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BMPOOHUKA, LU0 BignNoBigae 3a
BBE3€EHHA Ta/abo BMNyck cepii) - He BkAvarum




129

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

KOHTpO/b/BMNpOoGYyBaHHSA cepii . logaBaHHs
BUpo6HMKa /13, BignoBigaibHOro 3a BUMYyCK
cepii, He BKOYaoUM KOHTPO/b/BUNPOOYBaHHS
cepii: TOB HB® «MIKPOXIM» (3a agpecoto:
YkpaiHa, 01013 m. Kuis, Byn. byaiHayctpii, 6ya,.
5). 3MiHM BHeceHi B po3ainun "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUpo6HVKa Ta agpeca
MiCLil MPOBAKEHHS 10Or0 Ais/IbHOCTI"B
IHCTPYKLtO A58 MeANYHOro 3aCTOCYyBaHHSA
NikapcbKoro 3acoby Yy 3B'A3Ky 3 BBEAEHHAM
[04aTKOBOro BUPO6HKKA, BifNoOBiNbLHOMO 3a
BWMYCK Cepii, Ta Sk HAcNiA0K nosiBa TEKCTY
MapKyBaHHS 419 40AAaTKOBOro BUPOOHYKa.
BBefeHHs 3MiH NpoTAroM 6-tu micauis nicns

3aTBEPKEHHS.
152. | NOMNEPAMIA Kancynu tBepgino 2 | AT "IpiHgekc" Nartsis AT "I'piHaekc" Natsis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 6e3 - UA/6390/01/01
r'PIHAEKC Mr no 10 kancyny 3MiHu | TUNYy - 3MiHKM 3 akocTi. A®l. KoHTponb peyernma
6nictepi; no 1 Ad®l. 3miHa y napameTpax cneumdikauin Ta/abo
6nictepy y nauuj 3 O0NyCTUMUX MeX, BU3HaYeHUX Yy cneumdikauisax
KapToHY Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA

npoayKT/peareHT, L0 BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTBa APl (40NOBHEHHS
cneuudikaLii HOBUM NOKA3HMKOM SIKOCTI Ta
BIANOBIAHUM METOA0M BUNPOOYBaHHS) -
OHoBreHHA napameTpy Residual solvents ans
BUpobHuKa «Vasudha Pharma Chem Limited» y
3B'A3KY 3 A0JaBaHHAM a/ibTEPHATVBHOMO
BUPOGHMKa fjil0H0T peyoBUHU. 3aTBepKeHO
Residual solvents -acetone NMT 2500 ppm
3anponoHoBaHo For manufacturer Vasudha
Pharma Chem Limited Residual solvents -
acetone NMT 5000 ppm -mathylene chloride
NMT 600 ppm -chloroform NMT 60 ppm. 3miHu |
TMny - 3MiHK 3 AkocTi. API. KoHTposnb API. 3miHa
y MeTogax BunpobysaHHA APl abo BUXigHOIO
marepiany/npomiKHOro NPoayKTy/peareHTy, LWwo
BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHMX MeTofax
BMNPOGYBaHHS) - BHECEHO He3HauHi 3MiHV B
aHaiTUYHy npoueaypy BU3HaUYEeHHS Po3Mipy
YaCcTUHOK ANS YHidikauii metoais ans 060x
BMPOGHUKIB Ailoumx pevoBuH. Crnocib
avcnepryBaHHA 3pa3ka 3MiHEHO 3 CyXO0ro Ha
BOJIOTWiA. loAaHO NOBHE ONMCaHHA TecTiB
Mikpo6ionoriyHa unctota Ta CynbchatHa 305a.
3MiHu | TNy - 3MiHKn 3 aKkocTi. CepTudikar
BignosigHOCTI/IE-cepTucpikart BignosigHoCTI
€Bponeiicbkiii hapmakonei/MmoHorpadii.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
MoaaHHA HOoBOro abo oHOBNEHOrO cepTudikata

BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponelickbkiin hapmakonei: ans
A®Il; ons BuxigHoro
mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCSH Y BUPOOHNLTBI ADI; Ans
[OMOMIHOT peyoBuHY (cepTuddikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudikar Bif HOBOrO BUPOGHMKA
(3amiHa abo foNOBHEHHS) - MNogaHHSA HOBOTO
cepTudikaTy Bif HoBOro BupobHuka Vasudha
Pharma Chem Limited. R1-CEP 2013-333-Rev
01 02.03.2022. 3MmiHu | TUMY - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/MmoHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoO6XiAHICTIO NPUBEAEHHSA Y BiANOBIAHICTL A0
MoHorpadii AdY abo €Bponeiicbkoi
thapmakonei, abo iHLWOoi HaLioHa/IbHOI
thapmakonei gepxasu €C (3miHa y
cneuudikavisix, nos'asaHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLuii
HaLljioHanbHili hapmakonei gepxasu €C) -
OMNOBIAHO 4,0 OHOBNEHOT MOHOTpadil
€Bponelicbkoi dhapmakonel Ne 0929 ans
nonepamigy rigpoxnopugy. 3miHu | Tuny - 3miHu
3 aKkocTi. A®l. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikauisx Ha Ad®l, abo
BMXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI
(Hanpukiag BUTyYEHHs 3aCTapifioro NokasHuka))
- BunyyeHHs1 HEKOHTPOIbOBaHMX NapameTpiB
cneumnagikauii — Characteristics. 3minun | Tuny -
3MiHn 3 axkocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikauisx Ha Ad®l, abo
BMXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI
(Hanpuknag BUTyYEHHs 3aCTapifioro NokasHuka))
- BunyyeHHs1 HEKOHTPOIbOBaHMX NapameTpiB
cneuundikauii — Retest period. 3miHun | Tuny -
3MiHn 3 axkocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikauisx Ha Ad®l, abo
BMXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo

BMKOPMCTOBYHTLCS Y Npoueci BUpobHuuTea AdI
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

(BYNYyYEHHS1 HE3HAYHOTO MOKa3HKKa AKOCTI
(Hanpuknag BUNyYEHHS 3acTapifioro nokasHuka))
- BunyyeHHs HEKOHTPO/IbOBaHVX NapameTpiB
cneumngikauii — Storage condition.

153.

NONEPAMILY
rAPOXNOPU,

Kancynv no 2 mr; no
10 kancyny
6nictepi; no 1 abo
no 2 6nictepu B
KOpPOO6Lii 3 KApTOHY;
no 10 kancyny
6nictepi

ToBapucTso 3
06MexeHot
BignosiganbHi
CTHo
«dapmaLeBTu
YHa KoOMNaHis
«300pOB’'A»

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
"XapkiBcbke
hapmMavueBTuyHE
nigNpPUeEMCTBO
"340poB'a
Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460) TepMiH BBEAEHHS
3MiH NPOTAroM 6 MICALIB MiCNSA 3aTBEPAKEHHS;
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3araJsibHeHVX JaHux Npo cuctemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iCHeHHs
thapmakoHarnagy B YkpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6u,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOI
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsag. Jitoya pegakuis: 3uMuubka
MapuHa OnekcaHgpisHa. [ponoHoBaHa
pepakuis: LesyeHko OneHa IropisHa. 3miHa
KOHTaKTHUX JaHnX YNoBHOBaXKEHOI 0cobu
3asBHVKa, BigNoBiAabHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-daiina
cuctemu hapmakoHarnsgy Ta moro Homepa.
3MiHa MicLs 34iICHEHHS OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsagy

6e3
peuyenma

UA/6599/01/01

154.

NOPOEC®

TabneTky BKpUTI
060/10HKOI0 MO 5 M,
no 10 TabneTok y
6nictepi, no 1, 2 abo
3 6nictepn y
KapTOHHIA ynakoBLi

HOBE/ INAY
CAHAI BE
TIIXKAPET
ALl

TypeuuunH
a

HOBEN INAY
CAHAI BE
TIOXAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuL Nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4ns
MeJZIMYHOro 3aCTOCYBaHHs Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOC/TiAKEHb, MPOBEAEHNX
BiANOBIAHO A0 NaHy nejiatpudHNX SOCNIAKEHb
(PIP) (3miHy y3rofpkeHo 3 KOMMNEeTEeHTHUM
YNOBHOB&)XXEHMM OpraHoM) 3MiHWM BHECEeHi A0

6e3
peyenma

nionsieae

UA/11552/02/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "MobivHi peakuii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Aito40T pevoBMHN. BBeAEHHS 3MiH NPOTArom 6-Tu
MicALiB Nicna 3aTBepAKEHHs
155. | IOPAEC® cupon 2,5 mr/5 mn, HOBEN INAY TypeyuunH HOBEN INAY TypeuumHa BHECEHHS 3MiH 4O pPEeeECTpaLiiHnX MaTepiasiis: 6e3 nidnsieae UA/11552/01/01
no 150 mny CAHAI BE a CAHAI BE 3MiHM | TUNY - 3MiHK Woa0 peyenma
donakoHi; no 1 TIOXKAPET TIOXKAPET A.LL. 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
hnakoHy pasom i3 A.LL. 3MiHa y KOpOTKili XapakTepucTuL,j NikapCbKoro
NAacT1KoBO 3aco0y, TEKCTi MapKyBaHHs Ta IHCTPYKLIT Ans
MipHOIO JTOXKOHO B MeAMYHOro 3acTOCYBaHHS Ha niacTasi
KapTOHHI ynakosLi perynsipHoO OHOB/IIOBAHOTO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 JOC/iAKEHb, MPOBeAEHNX
Bi4MNOBIAHO A0 NMaHy nejiatpudHNX AOCNiAKeHb
(PIP) (3mMiHy y3rofkeHo 3 KOMNEeTeHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHV BHECEHI [0 IHCTPYKLIi AN MeguyHoro
3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3gin
"Mo6iuHi peakwii" BigNOBIAHO 4O OHOBMEHOI
iHchopmaLii 3 6e3neku AitoHoi peHOBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHSA
156. | JIOPICTA® H TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3a He UA/12084/01/01
100 NNiBKOBOIO HoBo mecTo bulk", nepBnHHe 3MiHKM | TURY - 3MiHKU WoA0 peuyenmom | niosnsizae

060n0HKot0, No 100
mr/12,5 wr; no 10
TabneTtok y 6rictepi;
no 3 a6o no 6
6nictepiB y
KapTOHHI kKopooLj;
no 14 tabnetok y
6nicTepi, no 2 abo
no 4 6nictepn y
KapTOHHI kopobuyj;
no 15 ta6netok y
6nicTepi, no 2 abo
no 4, abo no 6
6nictepiB y
KapTOHHI KOpooLj

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNYyCK cepil:

KPKA, a.4., Hoso

mecTo, CroBeHis;

KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Cepil:
NabeHa p.0.0.,
CnoBeHis

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuL Nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4ns
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BiTYy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OU}iHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX
BiANOBIAHO A0 NaHy nejiatpudHNX SOCNIAKEHb
(PIP) (iHWi 3MiHK) - 3MiHW BHECEHO [0 IHCTPYKLT
AN MeANYHOro 3acTOCyBaHHA NiKapCbKoro
3acoby Ao posainis "OcobmBocTi
3acTocyBaHHa" Ta "lMobiuHi peakuii" BigNoBigHO
[,0 OHOBNEHOT iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHSA Ajitlo40i Pe4OBUHM NiKapCbKoro
3acoby. BeefeHHs 3MiH NpoTAromM 6-Tu micsiis
nicns 3aTBepAKeHHs; 3MiHM | Tvny - 3MiHKn Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepuCTuL NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKUIT Ans
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

MeAMYHOro 3acTOCyBaHHSA
reHepUUHMX/ribpUAHNX/6I0NOAIGHNX NMiKaPCbKMUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
HafaHHA XOAHMX HOBKX [A0AATKOBUX JaHWX) -
3MiHWM BHECEHO A0 IHCTPYKLii 415 MeanuyYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemMogia 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHWi BMAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHsA" BiAMoBIgHO 4O OHOBEHOI
iHcbopMmaLii pedhbepeHTHOro nikapcbKoro 3acoby
(Cozaar Comp®). BBefeHHs 3MiH NPOTArom 6-Tu
MicsILiB Micnsa 3aTBepAKEHHs!

157.

MAHIT-
HOBO®APM

PO34UH ANst iHQY3il,
150 mr/mn, no 200
M, abo 250 mn, abo
400 mn, a6o 500 mn
y NAsiKax

ToBapucTso 3
06MexeHot
BignosiganbHi
CTIo thipma
"HoBothapm-
BiocnHTes"

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
dipma
"HoBodhapm-
BiocnHTes"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHW | TUNY - AAMiHICTPaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AiSIbHOCTI BUPOOHMKA
(BK/IKOUAtOUM, 32 HEOOXIAHOCTI, Micue
NpoBefEeHHA KOHTPOJII0 SIKOCTi), abo BracHuKa
MacTep-halina Ha A®l, abo noctavasibHMKa
Ad|/BMXigHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO 3aCTOCOBYIOTHCA Yy BUPOOHULTBI
A®I (KW 3a3HAYEHO Y OCBLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BifNOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbke, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [OCbE) 3MiHA
HalimeHyBaHHs BUpobHUka A®I maHiT i3 Hebei
Huaxu Pharmaceutical Co., Ltd. (Xe6eii Xyakcy
dapmacsbtoTikan Ko., /1ta.), Kutaii Ha
SHIJIAZHUANG HUA XU PHARMACEUTICAL
CO., LTD., KuTaii, 6€3 3miHu micus
BMPOGHMLTBA.

BBeeHHs 3MiH NpoTAroM 6-tn micAuis nicns
3aTBEPKEHHS.

3a
peyenmom

UA/3653/01/01

158.

MEOOTWUNIH

PO34YMH ANS1 iH e,
1000 mr/4 mn no 4
M B amny”i; no 3
amMnynn y KOHTYpHil
YapyHKoBIli
ynakosLi; no 1
KOHTYpHil
YapyHKOBIli yrnakoBLi
B KapPTOHHIi KopobLyi

TOB «YOP/IA
MEAVILIVH>

YKpaiHa

Medpap Inau CaH.

AL

TypeuyuunHa

BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii:
3MiHu Il TNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
po3Mipy cepii (BK/ItOYatoUM gianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby (iHLwi 3MiHwM)
BBE/IeHHS 0aTKOBOro po3mipy cepii gns
roTOBOrO likapcbkoro 3acoby 400 n (94,117
amnyn) 4o BXe 3aTBepKeHoro po3mipy cepii 60
n (14,118 amnyn). BBeAeHHA 3MiH NpPOTArom 6-
TV MiCALIB NiC/IA 3aTBEPAKEHHS.

3a
peyenmom

UA/18506/01/01

159.

METOKCUKAM

Tabnetkn no 0,0075
r no 10 TabneTok y
6nicTepi; no 1 abo

MNpuBaTHe
akujioHepHe
TOBapuCTBO

YKpaiHa

MNpuBaTHe
akujioHepHe
TOBapuCTBO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHKM | TUNy - 3MiHK WoA0
6e3nekn/eddekTMBHOCTI Ta ddapMakoHarngy.

3a
peyenmom

He
nionsieae

UA/7390/02/01
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Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

no 2 6nictepu B
nauui

"Jlekxim-
Xapkis"

"[lekxim - Xapkis"

3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCYBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX
BIANOBIAHO A0 NMaHy nefiaTpUyHNX JOCAIAKEHD
(PIP) (3mMiHy y3rokeHo 3 KOMMEeTeHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO B IHCTPYKLiO 415 MEANYHOTO
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpy4ar” BignoBigHO 4O OHOB/EHOI
iHchopmawii 3 6e3neky 3acToCcyBaHHS Ailo4oi
PEYOBUHY JiKapCbKOro 3acoby. BBeeHHs 3MiH
NPOTArom 6-T1 MICALLIB MiCNS 3aTBEPKEHHS

160.

ME/TOKCUKAM

Tabnetku no 0,015 r;
no 10 TabneTtok y
6nicTepi; no 1 abo
no 2 6nictepu B
naui

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS ikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpUyHNX JOCAIAKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO B IHCTPYKLiO 415 MeANYHOT0
3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rofyBaHHs rpy4Aro” BignoBigHO 4O OHOB/IEHO!
iHchopMmawii 3 6e3nekn 3acTocyBaHHS Aito4oi
PEYOBUHY NiKapCbKOro 3acoby. BBefeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNs 3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/7390/02/02

161.

METAMAKC

Kancynu no 250 mr
no 10 kancyn y
KOHTYpHil
YapyHKoBIli
ynakosLi; no 4
KOHTYPHi YapyHKOBI
ynakoBkM B naui

MpAT
"®GapmaueBTu
yHa chipma
"fapHuus”

YkpaiHa

MpAT
"papmMaLeBTnYHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta hapMakoHarisagy
(iHWi 3MiHW) 3MiHWM BHECEHi B TEKCT MapKyBaHHS
yNakoBKM NikapCbKOro 3acoby 00 BUKNaLEHHS
iHhopmauii nmwe ykpaiHCbKOK MOBOK, Ha
BTOPWHHI ynakosLi y n. 17 IHLWE gonoBHeHo
iHchopmauito woao HaHeceHHs QR-kogy. TepMiH
BBEJEHHS 3MiH MPOTAroM 6 micsAUiB nic/s

3a
peyenmom

UA/3572/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS
162. | METAMAKC PO3YUH O151 iH'EKLLNA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/3572/02/01
100 mr/mano5mnB | “"®apmaueBTu "papmMaueBTNYHa 3MiHY | TURY - 3MiHN WoAo peyenmom
amnyni; no 5 amnyn yHa thipma hipma "OapHuus” 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
Y KOHTYpHil "AapHuus" (iHWi 3MiHW) 3MiHV BHECEHI B TEKCT MapKyBaHHS
YapyHKOBIl yMakoBKM iKapCbKOro 3acoby o0 BUKIaAEHHS
ynakosLi; no 2 iHhopmawii n1Le yKpaiHCbKO MOBOK, Ha
KOHTYPHi YapyHKOBI BTOPWHHIiA ynakosLi y n. 17 IHLWE fnonoBHeHo
yMakoBKM B mayLi iHchopmawuito woao HaHeceHHs QR-kogy. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicns
3aTBEPAKEHHS
163. | ME®EHAMIHO | Tabnetku no 500 wmr; MPAT YkpaiHa MPAT YKpaina BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 6e3 nidnsieae UA/17139/01/01
BA KACNOTA no 10 TabneTok y "®ITOPAPM" "®ITOPAPM" 3MiHW | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuyenma
6nictepi; no 2 HaliMeHyBaHHS Ta/abo agpecy 3asBHUKa
6nicTepn B nauuj 3 (BnacHvKa peecTpawiiHoro NocBig4YeHHs) 3miHa
KapToHy agpecu 3asaBHMKa. 3MiHU BHECEHI B po3/in
"MicLe3Haxo4KeHHs 3asBHUKA" B iIHCTPYKLitO
AN MeANYHOro 3acTOCyBaHHSA NiKapCbKoro
3aco0y y 3B'A3Ky 3 yTOYHEHHAM agpecu
3aaBHVKa. BBefeHHs 3MiH NpoTsarom 6-u
MiCsILiB Mic/1si 3aTBEPAKEHHS.
164. | MIKA®YHrIIH- NopoLUOK ANs TOB «TeBa YkpaiHa AkTasic ITani ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis: 3a - UA/18945/01/01
TEBA pO34UMHYy ANns YkpaiHa» C.n.A. 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA peyenmom
iHcpysiii, 50 mr, no 1 nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN
donakoHy 3 BUNPO6YBaHb ab0 A0NYCTUMUX MEX,
NOPOLLKOM Y BCTAHOB/IEHVX Y crneumdikayisx, nig vac

KapTOHHI Kopoo6Li

BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby
(hopaBaHHs HOBOTO MeToAy BMMPOBYBaHHA Ta
[0NyCTUMUX MEX) A0AaBaHHA a/lbTEPHATUBHOIO
TecTy «Forward flow test» In-Process Control
(specification limit max 2.00 ml/min) ans
nepesipky LiNiCHOCTI thinbTpa nepes Apyrow
dhinbTpaLjielo 0OCHOBHOrO po3ymHy (Ha eTani 5.
Filling) 3 BigNOBIAHNMY 3MiHaMV B pO34inn
3.2.P.3.3. Onnc BMpo6HMYOro npouecy Ta
KOHTposto npouecy Ta 3.2.P.3.4. KoHTposb
KPUTUYHUX CTagii | NPOMXHOI NpoaykKuii. Takox
BHOCATbCS HE3HAYHI pefaKkTopCbKi NpaBKu.
3MiHn | TURY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOrO NiKapCbKOro
3ac006y, BK/1I0HAKUM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHLCS MPW BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHULITBA) HE3HAYHI 3MiHW A0
3aTBEPAKEHOrO BUPOBHNYOrO NpoLecy, Aki He
BNAMBaOTb Ha AKiCTb /13, 3 BigNOBigHVMM
3MiHamu B po3gin 3.2.P.3.3. Onuc BUpo6HMYOro
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npoLecy Ta KOHTPOJII0 NPOLECy: B MyHKTax 3 —
Compounding; 5 - Filling, 10 — Maximum
processing times (3MiHEHO onuc NepesipeHoro
MakcrMasibHOro yacy 06po6ku), B po3gini
3.2.P.3.5. Banigauis npouecy Ta/abo ioro
OLjiHKa BMMNpaB/ieHo APYKapCbKi MOMUKK, L0
CTOCYOTbCS «3BiTiB MPO NEPEBIPKy NPOLLECY»:
[ofaHo Homepu 3BiTiB. [logaHo 3BIT Npo
Baligauito Ans aosyBaHHs 40 mr

165.

MIKA®YHIIH-
TEBA

NOPOLLIOK A/1A
pO34nHy Ans
iHcpysii, 100 mr, no
1 chnakoHy 3
MOPOLLKOM Y
KapTOHHI KopoobLi

TOB «TeBa
YKpaiHa»

Ykpaina

AkTasic ITani
C.n.A.

ITanisa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHK
BMMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOBMEHUX Yy cneuudpikauisx, nig vyac
BMPOGHMLITBA rOTOBOrO J1iKapCbKOro 3acoby
(nopaBaHHS HOBOTO MeTOAy BMMPOBYBaHHA Ta
[0NyCTUMUX MEX) A0AaBaHHA aflbTEPHATUBHOIO
TecTy «Forward flow test» In-Process Control
(specification limit max 2.00 ml/min) ans
nepesipKky LiNICHOCTI hinbTpa nepes Apyrot
iNbTpaLield OCHOBHOIO PO34nHY (Ha eTani 5.
Filling) 3 BigNOBIAHNMY 3MiHAMVW B pO34inn
3.2.P.3.3. Onnc BMpo6bHMYOro npouecy Ta
KOHTposto npouecy Ta 3.2.P.3.4. KOHTposnb
KPUTUYHWX CTagii | NpOMiXHOI Npoaykuii. Takox
BHOCSITbCS HE3HAYHI PeAaKTOpChbKi MpaBku.
3MiHn | TURY - 3MiHK 3 SKocTi. FoToBUI
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoueci BUpOoOHULITBA rOTOBOrO NiKapCbKoro
3aco6y, BKIOYaKUM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHLCSA NPV BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHULITBA) HE3HAYHI 3MiHW A0
3aTBEPAKEHOIO BUPOBHNYOrO Npouecy, Aki He
BMMBaAOTb Ha AKIiCTb 13, 3 BigNoBiAHUMY
3miHamu B po3gin 3.2.P.3.3. Onnc BMpo6HUYOro
fpoLecy Ta KOHTPOJII0 NPOLECY: B MyHKTax 3 —
Compounding; 5 - Filling, 10 — Maximum
processing times (3MiHEHO onuc nNepesipeHoro
MakcrMasibHOro yacy 06po6ku), B po3gini
3.2.P.3.5. Banigauis npouecy Ta/abo ioro
OLjiHKa BMMNpaB/ieHo APYKapCbKi MOMUKK, L0
CTOCYHTbCA «3BITiB NPO NEPEBIPKY NpoLecy»:
[ofaHo Homepu 3BiTiB. [logaHo 3BIT Npo
Baligauito Ans AosyBaHHa 40 mr

3a
peyenmom

UA/18945/01/02

166.

MOP®IH-3H

Tabnetku no 10 mr;
no 10 TabneTtok y
6nicTepi; no 1 abo

ToBapucTso 3
06MeXeHoto
BignoBigasIbHi

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAA/IbHICTIO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHa 3aaBHuka /13 (MIBIM) (BnacHuka
peecTpaLiiiHOro NoceigYeHHs) (3rigHo Hakasy

3a
peyenmom

UA/5174/02/02




Ne

Hassa
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n/n

NiKapcbKo20
3acoby

Popma sUnyCKy

ynakoska)

(nikapcbka gpopma,

3asaBHUK

CTHO

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o

167.

MOP®IH-3H

no 5 6nictepiB y
KopobLi 3 KapTOHY

TabneTtkn no 5 wmr;

«®dapmaLeBTu
YHa KOMMNaHis
«3[0pOB’A»

"XapkiBcbke
hapmaueBTuyHe
nignpueMCcTBo
"3a0poB'a
Hapoay"”

MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TMRY - 3MiHK Woao
6e3nekn/edeKTNBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUxX JaHnx npo cuctemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy).
3MiHa YyNOBHOBaXXeHOI 0CObOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarag. [iroya
pepakuis: 3umuubka MapuHa OnekcaHzpisHa.
MponoHoBaHa pegakuis: LLiesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxoMKeHHs1 MacTep-aiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
dhapmakoHarnsgy.

nocsBi0O4YeHHs

no 10 TabneTtok y
6nictepi; no 1 abo
no 5 6nictepis y

KOpo6Li 3 KapTOHY

ToBapucTso 3
06MexeHot
BignoBsiganbHi
CTHo
«dapmaLeBTu
YHa KoOMNaHis
«300pOB’'A»

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
"XapkiBcbke
hapmMaueBTuyHe
nigNpPUEMCTBO
"340poB'Aa
Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHa 3aaBHuka /13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHKW Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsagy (BBefieHHs
y3arasibHeHVX JaHux Npo cUucTemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,

BiANOBiAA/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34ilCHeHHs
thapmakoHarnagy B YKpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0co6U,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm

hapmakoHarnagy).

3a
peyenmom

UA/5174/02/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBigasbHOI 3a hapmakoHarnsag. Aivoua
pegakuis: 3umuubka MapuHa OnekcaHgpisHa.
MponoHoBaHa pegakuis: LLieBueHko OnexHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsg. 3miHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapmakoHarniagy Ta moro Homepa. 3MiHa micus
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
168. | HATPIO PO34UH ANS iH'EKLIN, ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiiHux MmaTepianis: 3a - UA/8827/01/01
AJQEHO3UHTP 10 mr/mn no 1 mn B 06MexeHo BMPOGHMLITBA, 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
NDPOCDAT amnyni; no 10 BignoBigasIbHI KOHTPO/b SKOCTI, peecTpauiiHoro nocBig4eHHs) (3rigHo Hakasy
amnyn y kopobu,i 3 cTHo BUNYCK cepil: MO3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH
KapToHy; no 1 mn B «bapmaLesTu ToBapwvCTBO 3 MPOTAroM 6-TW MicALIB NiCNA 3aTBEPKEHHS.
amnyni; no 5 amnyn YHa KOMNaHis 06MeXeHo 3MiHu | TUnYy - 3MiHK Woao0
y 6nicTepi; no 2 «3[,0pOoB’'s» BiANOBIAA/IbHICTIO 6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy.
6nictepn y kopobu, 3 "XapkiBcbke BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
KapToHy; no 1 mn B thapmaLeBTUYHe npo cuctemy chapmakoHarnsgy (BBefeHHs
amnyni; no 10 nignpueMcTBo y3arasibHeHVX faHunx npo cuctemy
amnyn y 6nictepi; no "340poB'a thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi 0cobwu,
1 6nictepy y Hapogay", YkpaiHa BiANOBIAA/ILHOI 32 34iiCHEHHS
KOpo6Li 3 KapTOHY BCi cTagii hapMakoHarnsay; KOHTakTHOI 0cobu 3
BMPOGHMLITBA, dhapmakoHarnsgy 3asaBHuka Aia 34ilCHEHHS
KOHTPO/b SIKOCTI: thapmakoHarnsgy B YkpaiHi, SKLL0 BoHa
ToBapucTso 3 BigMiHHa Bi, yNOBHOBaXEHOI 0CO6U,
06MEXeHOo BiANOBIAa/IbHOI 3a 34iicCHEHH: hapMmakoHarnsgy
BiANOBIAA/ILHICTIO (BK/IKOUAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHn y
"papmMaueBTNYHa pO3MilLEeHHI MacTep-ghaiina cuctemm
KOMnaHis thapmakoHarnagy).
"3popos'a”, 3MiHa yNnoBHOBaXXeHOI 0cobM 3asBHUKA,
YkpaiHa BiANOBIAa/IbHOI 3a hapmakoHarnsg. [irova
pepakuisa: 3umnubka MapvHa OnekcaHgpisHa.
MponoHoBaHa pefakuis: LLesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0CO6M 3as1BHIIKA,
BiANOBiAabHOI 32 hapmakoHarnsg. 3MmiHa
MiCLie3HaxoMKeHHsA MacTep-halina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsay.
169. | HATPIIO PO34uH NS iHQy3il, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a He UA/13841/01/01
X1oPUA- 9 mr/mn, no 100 mn "®papmavueBTu "papmMaLeBTnYHa 3Minu | TMRY - 3MiHK Woao peyenmom | niosisi2ae
AAPHUUA a6o no 200 mn, abo yHa chipma ipma "fapHuus” 6e3nekn/edpekTBHOCTI Ta hapMakoHarisagy
no 250 mn, a6o no "OapHuus” (iHWi 3MiHW) -

400 mn, a6o no 500
M1y dpsiakoHax;

3MiHWN BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
3aCTOCYBaHHS MikapcbKoro 3acoby y po3gin
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
no 100 mny "Cnocib 3acTocyBaHHS Ta fo3n" (gofaBaHHS
donakoHi; no 40 anropuTtMy 3acTocyBaHHs) 3rigHo 3
hnakoHiB y kopobuy; mMarepianaMmm peectpauiliHoro fOcCbe.
no 200 mn a6o no
250 mn, a6o no 400
M, abo no 500 mny
chnakoHi; no 20
doNakoHiB y Kopobui
170. | HEKCIYM MOPOLLIOK ANs ACTPA3EHEK Benuka BMPOGHMLITBO, Lseuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/2534/01/01
PO34UHY A5 iH'EKL A HOK BpuTaHis BMNPOGYBaHHS, 3MiHM | TUny - 3MiHK 3 AKoCTi. FoTOBMIA peyenmom
Ta iHgysili no 40 wr; NIMITEL nepBuHHe nikapcbkunii 3aci6. KOHTPOb roToBOro
10 dpnakoHis 3 nakyBaHHs, BUMYCK nNiKapcbKoro 3acoby (iHLUi 3MiHWN) - OHOBMIEHHS
MOPOLLKOM Y Hepo3acoBaHoro BXe 3aTBeppKeHNX MeTOfiB KOHTPO/IIO AKOCTI
KapTOHHIA KopooLi nNiKapcbkoro ['N13, a came BUKNaJeHHA TEKCTY AepXaBHO
3aco0by, BTOpUHHE MOBOIO 3TiJHO Cy4aCHWNX BMMOT, & TaKoX
nakyBaHHSA Ta BHECEHHS pefaKLiiiH1X NpaBokK, pegaryBaHHs Ta
BUMYCK rOTOBOr0 YTOUHEHHS Nepeknaay BiAnNoBigHO A0
nikapcbkoro opuriHasibHUX MaTepiasliB 3asBHUKa. BBeAeHHSA
3acoby: 3MiH NPOTArom 6-Tu MicALiB nicns
AcTpa3eHeka Ab, 3aTBEPAXEHHS; 3MiHM | TMNY - 3MiHW 3 AKOCTI.
LLIBeuis oTOBUIA Nikapcbknii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOrO NiKkapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKNHOYAKOUN 3aMiHY ab0 [JOMOBHEHHS)) -
npuBefeHHs iHhopmal,ii y cnevymdikadii Ta
mMeTofax KOHTPosto AKocTi /13 y BigNoBigHICTb
[0 opuriHaNIbHNX MaTepiavliB 3asiBHUKa, a came
3a3HayeHHs 404aTKOBOI METOAMKN BUSHAYEHHS
BOAM MeTogoM CnekTpockonii B 6aAvKHin 1Y
o6nacTi cnekTpa (KpUTepiil NPUAHATHOCTI
3a3HayeHo AK 4719 3aTBEPKEHOr0 MeToay
(KynoHomeTpuuHe TUTpyBaHHA 3a Kapiom
diwepom «He BinbLue Hix 5 %»).
BBeneHHs 3MiH NpoTAroM 6-Tn MicsAuiB nicns
3aTBEPAKEHHSA
171. | HE®ONAMY NOpPOLLOK AT "dapmax" YkpaiHa BMPOGHULTBO AdI, Ykpaina/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: - - UA/19481/01/01
rigPOXNoPUL | (cybetaHuis); y BUnNyck cepii: AT Kutaii 3MiHu | TUNY - 3MiHK 3 AKOCTi. ADL.

MilLKax nogBiHMX
nonieTnNeHoBux
ans
chapmaneTnyHoro
3acTocyBaHHs

"®apmak”, YkpaiHa
Brpo6HMUTBO
TEXHIYHOrO
Hedhonamy
rigpoxnopugy:
AHbXoli BaHe
dapmacbroTikan
Ko., NiTg, Kutaii

Bnpo6HMLTBO. 3MiHM B MpoLeci BUPOOGHMLTBA
A®| (He3HauHa 3MiHa y npoLeci BUpobHuLTBa
A®I) - BHECEHHSA 3MiH A0 p.3.2.5.2.2 Onuc
BMPOGHMYOro MpoLecy Ta Noro KOHTPOsIto, a
came: 40AA€ETbCA MOX/IMBICTb NOAPIOHEHHS
BMCYLLEHOr0 Hedoonamy rigpoxsiopuay a6o 3a
[0NOMOro MAvHa 3 AiaMeTpoM OTBOPIB cuta
0,2 — 2,0 MM, abo Bpy4Hy 3 fjiaMeTpoM OTBOPIB
cnTa 0,2 — 2,0 MM. Becb TeXHOMOriYHMiA NpoLec
BWUrOTOB/IEHHS cy6CTaHLii Hedhonamy
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

rigpoxnopuay 3a/MWaeTbCs He3MiHHUM. Bcei
napameTpu KOHTPOJIHO SAIKOCTi TakoX
3a/IMLIAKTHCS HE3MIHHI.

172.

HIMECYNIA4

Tabnetku no 100 wmr,
no 10 TabneTtok y
6nictepi, no 1, 2, 3
a6o 10 6nicTepiB y
nauLi 3 KapToHy; no
10 TabneTok y
6nictepax

AT
"ly6Hnchapm"

Ykpaina

AT "ly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHu | TUnNYy - 3MiHK Woao0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NAaHy nefiaTpUyHNX JOCAIAXKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OpraHoMm) - 3MiHN BHECEHO [0
IHCTPYKUiT AN MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis: "OcobnnBoCTi
3acTtocyBaHHs", "Mo6ivHI peakuii” woao 6e3nekn
3aCTOCYBaHHS Ait040T PEYOBUHU HIMeCynif
BiANOBIAHO A0 pekomeHaauin PRAC. BBefeHHs
3MiH NPOTArom 6-Tv MicaLiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/5536/01/01

173.

HILEPIOJ1IH

TabneTku, BKPUTI
060/10HKO0, N0 10
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B nayui

MAT
"Tanuucpapm”

YkpaiHa

MNAT "Tanuucapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHU | Tuny - 3MiHK 3 akocTi. A®I. CTabinbHIiCTb.
3MiHa nepiogy NOBTOPHMX BUNPOOYBaHb/nepiogy

36epiraHHa abo yMoB 36epiraHHs A®I (3a
BiiCYTHOCTI Y 3aTBEP)KEHOMY AOCLE
cepTuguikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei, LWo BKIYAE nepiog NoOBTOPHOrO
BUNpobyBaHHSA) (Nepiog, NOBTOPHOTO
BUNPOOyBaHHs/nepiog 36epiraHHs) -
36inbLweHHs abo BBeAEHHSA nepiody NOBTOPHOrO
BMNpo6yBaHHsA/Nepiofy 36epiraHHsA Ha OCHOBI
pe3ynbTaTiB A4OCNiMHKEHb Y peaslbHOMY Yaci -
36inbLUEHHs pe-TecT nepiogy ans Adl
HilleproniHy 3 36 micauis Ha 60 micauis Ha
OCHOBI NO3WUTUBHWX Pe3y/bTarTiB JOBrOCTPOKOBUX
focnigpkeHb cTabifibHOCTI y peasibHOMY Yaci.
3aTtBepmxeHo: Po3ain 3.2.S.7. CtabinbHicTb Pe-
TecT nepiod. 36 micsuiB. 3anponoHOBaHO:
Po3zgin 3.2.S.7. CtabinbHicTb Pe-TecT nepios.
60 micsuiB

3a
peyenmom

UA/5252/01/01

174.

HOBOKCUKAM

PO3YUH ON15 iH'EKLLNA,
10 mr/mn, no 1,5 mn
y thnakoHi; no 5
dNakoHiB y

ToBapucTso 3
06MeXeHo
BiANOBIAabHI
CTHo chipma

Ykpaina

ToBapucTso 3
06MeXeHot0
BiANOBIAALHICTIO
dipma

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis:
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpOTKiil XapaKTepucTuLli Nikapcbkoro

3a
peyenmom

He
nionsieae

UA/12940/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLi
y nayui 3 KapToHYy

"Hosodhapm-
BiocnHTe3"

"HoBodhapm-
BiocnHTe3s"

3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynspHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbtat
OLLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy nejiatpudHNX SOCNiAKEHb
(PIP) (3mMiHy y3rofpkeHo 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO [0
IHCTPYKLUIT 419 MEeAUYHOTr0 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3giny "3acTocyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs rpyaar”
BignosigHo o pekomeHgauii PRAC EMA.
TepmiH BBEAEHHS 3MiH - NPOTAroM 6 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynspHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbtat
OLLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy nejiatpudHNX SOCNiAKEHb
(PIP) (3mMiHy y3rofpkeHo 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO [0
IHCTPYKLUIT 415 MEeAUYHOr0 3aCTOCYBaHHSA
nNiKkapcbKoro 3acoby A0 po3ginis "OcobanBocCTi
3actocyBaHHs", "Mob6iyHi peakuyii" BignoBigHO Ao
pekomeHgauii PRAC EMA. TepMiH BBe€HHS
3MiH - MPOTAroM 6 MicALIB Micna 3aTBEPAKEHHS

175.

HONbIMA3A®

niodpinisar ana
PO34UHY ON1s1 iH'eKLit
no 40 wmr, 1 a6o 5,
a6o 10, a6o 20
donakoHiB 3
MOPOLLKOM Yy
KapTOHHIA KopoobLi

KPKA, 4.4.,
HoBo mecTto

CnoseHis

Brpo6HMUTBO
Hepo3dacoBaHOl
npoaykuii "bulk",

nepBuHHe Ta

BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepil:

Bangedapm,

®paHuis;

BMPOGHMLITBO
Hepo3dacoBaHOl
npoaykuii "bulk",

nepBrHHe Ta
BTOPUHHE
nakyBaHHs:

PpaHuisn/
Moptyranis/
CnoseHis/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis:
3MiHu | TUnYy - 3MiHK Woao0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKIili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHS
reHepnYHUX/ribpuaHNX/6ionoaibHNX NiKapCbKMX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye
HafaHHA XOAHVX HOBUX AOAATKOBUX JaHWX)
3MiHV BHECEHI [0 IHCTPYKUIi AN MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3aim
"®apmakonorivHi BractueocTi", "Oco6nmnBocTi
3actocyBaHHSA", "MNoka3aHHA" (YTOUHEHHS
iHcbopmawii), "3acTocyBaHHs y nepiof BaritTHoCTi

3a
peyenmom

He
nionsieae

UA/7955/02/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Codpapimekc- abo rogyBaHHS rpyaaro” 3rigHo 3 iHdopmadieto
IHpacTpia KBimika LLOA0 MEAMNYHOTO 3aCTOCYBaHHA peddepeHTHOro
e dapmaueBTika, nikapcbkoro 3acoby (KOHTPOJIOK®, nopoLuok
C.A., MopTyranis; AN po34mHy Ans iH'exuiii no 40 mr). BeegeHHs
BTopuHHe 3MiH NPOTArom 6-Tv MicaLiB nicns
nakyBaHHs, 3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHK Woao
KOHTpO/b cepii Ta 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy.
BUNYyCK cepil: 3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
KPKA, a.4., Hoso 3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
mecTo, CroBeHis; MeAMYHOro 3acTOCyBaHHSA
BMPOOHULITBO reHepUUHNX/ribpUAHNX/6I0NOAIGHMX NiKapPCbKMUX
Hepo3dhacoBaHO| 3ac06iB Nic/1s1 BHECEHHSA TiET camoi 3MiHN Ha
npoaykuii "bulk", pedhepeHTHW NpenapaT (3MiHa He noTpebye
nepBuHHe Ta HafaHHA XOAHMX HOBUX AOAATKOBUX JaHUX)
BTOPVHHE 3MiHW BHECEHI A0 IHCTPYKLIT 418 MeaguyHoro
nakyBaHHs: 3acToCyBaHHSA Nikapcbkoro 3acoby y po3gin
Na6opatopioc "Mo6ivHi peakui™ 3rigHO 3 iHhopMauieto Woao
Ankana ®apma, MeZJMNYHOro 3acToCyBaHHsA pethepeHTHOro
C.J1., IcnaHis nikapcbkoro 3acoby (KOHTPO/IOK®, nopoLuok
AN po34nHy Ans iH'ekuilii no 40 mr). BeegeHHs
3MiH NPOTArom 6-Tn MicsuiB nicns
3aTBEPAKEHHSA
176. | OKTPEOTUS, - PO3YUH O151 iH'EKLLNA, M. BioTek iIT4 Benvka Bupo6HMK, 10 HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: - - UA/14243/01/01
MB 0,05 mr/mn; in bulk: BputaHis Bignosigae 3a 3MiHY | TRy - AAMIHICTPaTUBHI 3MiHW.
no 1 mn B amnyni; BUNYyCK cepil: BrnyyeHHst BAPO6HUYOI AinbHUL (BKIOYAKUN
no 50 amnyn y Benpanic MvéX, LinbHuUUi ans A®l, npoMixXHOro NpoaykTy abo
KapTOHHI Kopoo6Li HimeuunHa roTOBOrO NiKapCbKOro 3acoby, AinbHULi Ans
B1po6HWK, Lo NpoBefeHHA NakyBaHHs, BUPOOHUKa,
3[iiCHIOE MOBHMWIA BiAANOBIAa/IbLHOrO 3a BUNYCK Cepiit, MicLe
LUK NpoBeAEHHS KOHTPO/O cepii) abo
BMPOGHMLITBA, noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
KpiM BUMYCKY a60 [0NOMKHOT peqyoBMHN (SIKLLLO 3a3HAYEHO Y
cepii: [0CbE) - BunyyeHHs BUPOOHYKa, L0 34iACHI0E
Contodgapm MOBHWI LMK/ BUPOGHMLITBA, KPIM BUNYCKY cepil,
dapmavioiiTiwe a came Baccepbyprep ApLHeimiTTensBepk
EpuofirHicce vM6X, HimeuunHa. 3anuwaeTbes
M6X, HimeuunHa anbTepHaTuBHWI BUpo6HUK Contochapm
AnbTepHaTUBHUIA dapmauoliTilwe EpuoiirHicce Mm6X, HimeuunHa
BVPOGHWK, LLIO
3[iliCHI0E
BTOPWHHE
nakyBaHHs:
BiokaHon ®apma
vM6X, HimeuynHa
177. | OKTPEOTWA, - PO34MH ONs iH'EKLN, M. BioTek iTg Benvka BUpO6HMK, L0 HimeuunHa BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a - UA/14242/01/02
MB 0,1 mr/mn; no 1 mn B BpuTaHis Bignosigae 3a 3MiHK | TUNY - AOMIHICTPaTVBHI 3MiHW. peuyenmom

amnyni; no 5 amnyn
y nayui 3 KApTOHY

BUMNYCK cepil:
BeHganic N'mbX,

BunyueHHs BUPOOGHNYOI AinbHUL (BKIOYAKOUN
AinbHuui ans A®I, NnpoMiXHOro NpoaykTy abo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
HimeuunHa roTOBOrO JIiKapCcbKoro 3acoby, AinbHULi ons
B1po6HWK, Lo NpoBefeHHA NakyBaHHs, BUPOOHUKA,
3[iICHIOE MOBHWI BiANOBIA&/IbHOrO 3a BUNYCK Cepiit, MicLe
LMKN NpoBefieHHS KOHTPOJIIO cepil) abo
BMPOGHMLITBA, noctavasibH1Ka BUXiLHOTO MaTepiany, peareHTy
KpiM BUMYCKY ab0 AONOMDKHOT PeYOBMHN (SKLLO 3a3HaYeHo y
cepii: [0CbE) - BunyyeHHs BUPOGHWKa, L0 34jiCHI0E
Contoghapm NOBHWI LMK BUPOGHMLITBA, KPIM BUNYCKY cepil,
dapmavoiiTie a came Baccepbyprep ApuHeliMiTTeNnbBepK
EpuofirHicce v6X, HimeuunHa. 3anvwaeTbes
'M6X, HimeuyunHa anbTepHaTuBHUI BUpo6HUK Contochapm
AnbTepHaTUBHUIA dapmauoliTiwe EpuoiirHicce MmbX, HimeuunHa
BVPOGHWK, LLIO
34jicHI0E
BTOPUHHE
nakyBaHHs:
BiokaHon ®apma
'm6X, HimeyunHa
178. | OKTPEOTWUA, - PO34UH ON15 iH'EKLLN, M. BioTek /114 Benuka Bupo6HuK, Lo HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - - UA/14243/01/02
MB 0,1 mr/mn; in bulk: BpuTaHis Bignosigae 3a 3MiHK | TUNy - AAMIHICTPaTVBHI 3MiHW.
no 1 mn B amnyni; BWMYCK Cepil: BunyueHHs BUPO6HMYOI AinbHUL (BKIOYAKUN
no 50 amnyny Benganic MM6X, AinbHUUi ana A®l, npomikHOro NpoaykTy abo
KapTOHHI KopooLi HimeuunHa roTOBOrO NikapcbKoro 3acoby, AiNbHULI Ans
Bupo6HuK, Lo NpoBefeHHs NaKyBaHHs, BUPOBHYKa,
3[iiCHIOE NOBHUIA BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
LUK NpoBeAEeHHS KOHTPO cepii) abo
BMPOGHMLITBA, nocTavasibHvKa BUXIAHOrO MaTepiasly, peareHTy
Kpim BMMyCKY ab0 [0NOMDKHOT PEHOBUHU (AKLLO 3a3HAa4YeHO Y
cepil: [0CbE) - BunyyeHHs BUPOGHWKa, L0 34iiCHI0E
Contochapm MOBHWI LMK/ BUPOBHMLITBA, KPIM BUNYCKY Cepil,
dapmavoliTiwe a came Baccepbyprep ApuHeimiTTensBepk
EpuolirHicce M6X, HimeuyunHa. 3anvwaetbcs
mM6X, HimeuyunHa aNbTepHaTMBHMI BUPOGHMK Contodapm
AnbTepHaTUBHUIA dapmauoliTiwe EpuoiirHicce Mm6X, HimeuunHa
BUPOGHMK, IO
3[iicHIoE
BTOPWHHE
nakyBaHHs:
BiokaHon ®apma
m6X, HimeyunHa
179. | OKTPEOTUA, - PO3UMH ANA iH'EKLN, M. BioTtek NIt Benvka Bupo6HuK, Lo HimeuunHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a - UA/14242/01/03
MB 0,5 mr/mn, no 1 mn B BpuTaHis BignoBigae 3a 3MiHK | TUNy - AOMIHICTpaTVBHI 3MiHW. peuyenmom

amnyni; no 5 amnyn
y nautii 3 KapToHy

BUNYyCK cepil:
Benganic MM6X,
Himeuunna
Bupo6HuK, Lo
3[iiCHIOE MNOBHWIA
LMK

BrnyyeHHst BAPOOHMYOI AinbHUL (BKIOYAKUN
AinbHUU Ana A®l, npomikHOro NpoaykTy abo
roTOBOrO MiKapCbKOro 3acoby, AiNbHMLI Ans
NpPOBELIEHHS NaKyBaHHS, BUPOOHNKa,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepiit, MicLe
npoBeAEeHHS KOHTPO/IK cepii) abo
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Ne

Hassa

o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMLITBA, noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
KpiM BUMYCKY a60 [0NOMKHOT peqyoBMHN (SIKLLLO 3a3HAYEHO Y
cepii: [0CbE) - BunyyeHHs BUpO6HYKa, L0 34iACHI0E
Contochapm MOBHWI LMK/ BUPOGHMLITBA, KPIM BUNYCKY cepil,
dapmavoiiTiwe a came Baccepbyprep ApLHeimiTTensBepk
EpuofirHicce vM6X, HimeyunHa. 3anuwaertbes
vM6X, HimeuunHa anbTepHaTuBHWI BUpo6bHUK Contochapm
AnbTepHaTUBHUIA dapmauoliTilwe EpuoiirHicce Mm6X, HimeuunHa
BVPOGHMK, LLIO
3[iliCcHI0E
BTOPWHHE
nakyBaHHs:
BiokaHon ®apma
'M6X, HimeuynHa
180. | OKTPEOTUA, - PO34UH ANS iH'EKLIN, M. BioTtek T4 Benvka Brpo6HuK, Lo HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: - - UA/14243/01/03
Mb 0,5 mr/mn in bulk: no BpuTaHis Bignosigae 3a 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW.
1 mn B amnyni; no BUNYyCK cepil: BunyyeHHs1 BUPOOHWYOT AinbHULL (BKIHOYaOUN
50 amnyny Benganic Mv6X, AinbHUUi Ana A®l, npomikHOro NpoaykTy abo
KapTOHHIA KopoobLi HimeuyunHa roTOBOrO JliKapCcbKoro 3acoby, AinbHuLi ons
B1po6HWK, Lo NpoBefeHHs NakyBaHHsI, BUPOGHUKA,
3[iICHIOE MOBHWI BiANOBIA&/IbHOrO 3a BUNYCK Cepiit, MicLe
umKn npoBefieHHA KOHTPOtO cepil) abo
BMPOGHMLITBA, noctavasibHUKa BUXiLHOTO MaTepiany, peareHTy
KpiM BUMYCKY ab0 AONOMIKHOT pevOBMHN (SKLLO 3a3HaYeHo y
cepit: [0CbE) - BunyyeHHs BUPOOHNKa, L0 34jiCHI0E
Contothapm NOBHWI LMK BUPOGHMLITBA, KPIM BUNYCKY cepil,
dapmavoiiTie a came Baccepbyprep ApuHeliMiTTeNnbBepK
EpuofirHicce vM6X, HimeuunHa. 3anuwaeTbes
m6X, HimeyunHa anbTepHaTMBHWI BUpo6HUK Contochapm
AnbTepHaTUBHUIA dapmauoliTiwe EpuoiirHicce MmbX, HimeuunHa
BMPOGHMK, LLIO
34jiicHI0E
BTOPUHHE
nakyBaHHs:
BiokaHon ®apma
'm6X, HimeyunHa
181. | OKTPEOTWA, - PO34UH ON151 iH'EKLLNA, M. BioTek it Benvka Bupo6HuK, Lo HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a - UA/14242/01/01
MB 0,05 mr/mn; no 1 mn BputaHis Bignosigae 3a 3MiHU | TUny - AAMIHICTPaTUBHI 3MiHW. peyenmom

B amnyni; no 5
amnyn y navuj 3
KapToHy

BMNYCK cepil:
Benganic MM6X,
HimeuunHa
BUpO6HMK, L0
3[iICHIOE MOBHWIA

BunyyeHHs1 BUPOOHMYOT AinbHULI (BKIHOYa0oUn
AinbHUUi ana A®l, npomikHOro NpoaykTy abo
roTOBOrO JIiKapCbKOro 3acoby, AinbHULi ANs
NPoBefleHHA NaKyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUMNYCK Cepiit, MicLe

LUK NpoBeAEeHHS KOHTPOO cepii) abo
BMPOGHMLITBA, nocTayasibHvKa BUXIAHOrO MaTepiasly, peareHTy
KpiM BUMYCKY ab0 4ONOMIXHOT pevOBMHU (SIKLLO 3a3HaYeHO Y
cepit: [0CbE) - BunyyeHHs BUPOGHWKa, L0 34iICHI0E
Contodhapm NMOBHMWI LKA BUPOGHMLTBA, KpiM BMNYCKY cepii,
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
dapmavoiiTie a came Baccepbyprep ApuHeliMiTTeNnbBepK
EpuolirHicce 'M6X, HimeuyunHa. 3anvwaetbcs
'm6X, HimeyunHa aNbTepHaTMBHMI BUPOGHMK Contodhapm
AnbTepHaTUBHUIA dapmauoliiTiwe EpuoiirHicce M'mbX, HimeuunHa
BUPOGHMK, IO
3[icHIoE
BTOPWHHE
nakyBaHHs:
BiokaHon ®apma
m6X, HimeyunHa
182. | ONIME/NIb N4E eMynbCisa Ans Bakctep C.A. Benbris BxigHwia Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/17379/01/01
iHdy3ili; no 1000 mn KOHTPO/1b, 3MiHuM | TURy - 3miHK 3 sikocTi. CepTucpikat peyenmom
y TpUkamepHomy KOHTPO/1b BignosigHocTI/IE-cepTudpikar BignosigHoCTi
naacTMKOBOMY NPOMIXXHOro €Bponeiicbkili hapmakonei/MoHorpadii.
nakeTi B 3aXWCHiil npoaykTy, MoaaHHA HOoBOro abo oHOBNEHOro cepTudikata
060/10HLj, Lo BMPOGHMLITBO, BiANOBIAHOCTI 260 BUyYEHHSA cepTudikaTa
MIiCTUTb NOrAnHaY nakyBaHHs, BiAgnoBiaHOCTI €Bponelickbkiit hapmakonei: ans

KUCHIO; NO 6 NakeTiB
Y KapTOHHIil kopobLyi;
no 1500 mny
TprKamepHoMy
nAacTKoBoOMy
nakeTi B 3aXWCHiii
060/10HLj, WO
MICTUTb NOFINHAY
KMCHIO; MO 4 nakeTtn
Y KapTOHHI kopobLyi;
no 2000 mny
TprkamepHoMy
naacTKoBoOMy
nakeTi B 3aXWCHiil
060/10HUj, Wo
MiCTUTb NOrAnHaY
KMCHIO; MO 4 nakeTtu
Y KapTOHHili kopobLi

KOHTPO/b AKOCTI
Ta BUNYCK cepil:
Bakctep C.A.,
Benbris

A®I; ans BUXigHOrO
mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; Ans
[O0MOMDKHOT peyoBuHY (cepTuddikat
BiANoOBIgHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHMIA cepTUIKaT Bif yXXe 3aTBEPLKEHOTO
BMpPOGHMKa. MNMogaHHs OHOBNEHOro cepTudikata
BiANoBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-
CEP 2014-002-Rev 00 (3atBepgxeHo: Ne RO-
CEP 2014-002-Rev 00) ans fjtoyoi pevyoBnHn
AnaHiH Bif, 3aTBEpAXeHOro Bupo6Huka Shanghai
Ajinomoto Amino Acid Co., Ltd., China. 3miHu |
Tuny - 3MiHM 3 akocTi. CepTuddikat
BignosigHoCTI/IE-cepTudpikar signosigHocCTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS cepTudikaTa
BiAgnoBiaHOCTI €Bponelickbkiit hapmakonei: ans
A®I; ans BUXigHOrO
mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; Ans
[0MNOMDKHOT peyoBuHY (cepTuddikat
BiANoOBIgHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUiKaT Bif yXXe 3aTBEPKEHOTO
BMpPOGHMKa. MNMogaHHs OHOBNEHOro cepTudikata
BiANoBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-
CEP 2008-099-Rev 04 (3aTBepaxeHo: R1-CEP
2008-099-Rev 03) ons Aito4oi peyoBuHU IMiLmH
BiJl BXe 3aTBEpAXeHOoro BupobHuka Evonik
Rexim (Nanning) Pharmaceutical Co., Ltd.,
China. 3miHu | TMny - 3MiHK 3 AKOCTI.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
CeprtudpikaT BignoigHocTi/l E-cepTuddikart

BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BUTyYEHHS cepTudikaTa Bi4noBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiHOTO Matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ona 4ONOMIKHOI peyoBuHmn (cepTudikar
BiANoOBIgHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUiKaT Bif yXe 3aTBEPKEHOTO
BMPOGHMKa. MNogaHHs OHOBNEHOro cepTuddikaTa
BiANoOBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2013-296-Rev 00 (3aTBepaxeHo: RO-CEP
2013-296-Rev 00) ans Aito4oi pevoBrHN
I30MeiuUmH Bif 3aTBEP)KEHOr0 BUPOOHMKA
Shanghai Ajinomoto Amino Acid Co., Ltd.,
China. 3miHu | TMny - 3MiHW 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BUTyYEHHS cepTudikaTa Bi4noBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiZHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ona 4ONOMIKHOI peyoBuHmn (cepTudikar
BiANoBIgHOCTI €Bponeiickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXe 3aTBEPKEHOTO
BMPOGHMKa. MNogaHHs OHOBNEHOro cepTuddikaTa
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2014-063-Rev 01 ans fito4oi pevyoBuHu
NisnHy aueTar Bif BXe 3aTBEPAXEHOT0
BMpo6Huka AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA, INC., USA.
3minu | TUny - 3miHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUyYEHHS cepTudikaTa
BiAnoBiaHOCTI EBponelickbkiit hapmakonei: ans
A®I; ansa BUXigHOrO
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; ans
[OMNOMDKHOT peyoBuHY (cepTuddikat
BiANoBigHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXXe 3aTBEPKEHOTO
BMPOGHMKa. MNogaHHs OHOBNEHOro cepTuddikaTa

BignoBigHOCTI €Bponelicbkili hapmakonei Ne R1-
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

CEP 2014-063-Rev 00 (3aTBepaxeHo: RO-CEP
2014-063-Rev 01) ons giodoi peyoBuHU JTisuHy
aueTar Bif, BXe 3aTBEPA)KEHOro BUPOGHMKa
AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA.3MiHu | Tvny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns
BMXifHOro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHNLITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHWIA cepTudikaT Bif yXe 3aTBepKEHOro
BUPOGHMKa. MofaHHA OHOBNEHOTO cepTudikaTa
BiANoBIgHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 1999-136-Rev 08 (3aTBepgxeHo: CEP
1999-136-Rev 07) 4Nns Ajto4oi pevyoBmHN
METIOHIH Bif 3aTBEPAKEHOro BUPOGHYMKa Sekisui
Medical Co., Ltd., Japan. 3miHu | TUny - 3MiHN 3
aKocTi. CepTudikat BignosigHocCTI/TE-
cepTudikat BigNOBIAHOCTI €BpONeNChKil
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Ad®l; pns
BUXIOHOIO MaTepiasny/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULITBI
A®I; oA fONOMIKHOT peqyoBuHM (cepTudikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBneHwnit cepTuddikart Bif, y)Ke 3aTBEPAKEHOTO
BMpOGHWMKa. MNogaHHs OHOBEHOrO cepTuddikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2014-132-Rev 00 (3aTBepgxeHo: RO-CEP
2014-132-Rev 00) ans Ailo4oi pevoBrHN
deHinanaHi Bif 3aTBEPKEHOTO BUPOOHMKA
Shanghai Ajinomoto Amino acid Co., Ltd.,
China. 3minHu | TMNy - 3MiHK 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIQHOIO MaTepiasny/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULITBI
A®I; ans AoNoMiXKHOT pevyoBrHK (cepTudpikat
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIgHOCTI €Bponelickkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXe 3aTBEPKEHOTO
BMPOGHMKa. MNMogaHHs OHOBNEHOro cepTuddikata
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2010-380 - Rev 03 (3atBepaxeHo: R1-CEP
2010-380 - Rev 01) ans gjtouoi peyosuHn Kanito

X/TOPUA, Bif, 3aTBEPAKEHOTO BUPOOHMKa K+S

Minerals and Agriculture GmbH, Germany.

3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®I (iHWwi 3MiHK). OHoBNeHHss ASMF ana Adl
Harpito rnivepodchocdar, rigpat, BUpoOHULTBA

Dr. Paul Lohmann GmbH KG, HimeuunHa Ha

version L45 e-s036-EP-AP-V13 (02.2022p.).

OHOB/IEHO NOTOYHMIA NPOTOKON Ta MPOTOKO/
cTabinbHOCTI NicNs cxBasieHHsA Ta 3060B’'A3aHHSA
LLI0AO CTabiNbHOCTI B 3B’A3KY 3 BUMYCKOM HOBUX
cepiid. 3MiHW | TUny - 3MiHK 3 skocTi. ADI. (iHLWi
3MiHN). Y 3B’A3Ky 3 OHOBNEHHAM ASMF version

L45 e-s036-EP-AP-V13 gnsa A®l Hatpito
rnivepodocdar, rigpat, BAPOOHULTBA KOMMaHIT
Dr. Paul Lohmann GmbH KG, HimeuunHa
BifAOyi0Cb OHOBNEHHSA Banigauii ons

BM3HAYEHHS TECTy «ETaHO/»: AONOBHEHO p.

3.2.5.4.3. Banigauis aHa/liTU4HUX METOAUK

nigpo3sginamu 4.3.2.4 Summary of validation

extension of the parameter Intermediate
Precision and Robustness Ta 4.3.2.5 Validation
report and experimental data of extension of the
validation regarding the parameters Intermediate
Precision and Robustness.
3MiHu | TUnYy - 3MiHK 3 aKocTi. A®I. (iHWi 3MiHK).
OHoBneHHss ASMF ans A®l Hatpito

rniyepodpocdar, rigpat, BupobHuuTea Dr. Paul
Lohmann GmbH KG, HimeuunHa Ha version L45
e-s036-EP-AP-V14 (06.2022p). 3miHu Il Trny -

3MiHM 3 akocTi. AL, (iHWwi 3miHK). MogaHHa

oHoBrieHoro ASMF anst A®| Hartpito

rniyepodocaar, rigpat, BupobHuLTBa Dr. Paul
Lohmann GmbH KG, HimeuunHa (3aTBEpAKEHO:
version L45 -EP-AP-V09 (dated December 2016
p); 3anponoHoBaHo: version L45 e-s036-EP-AP-
V11(24.11.2020 p.), version L45 e-s036-EP-AP-

V12 (8.09.2021 p.). Bigbynacb 3MiHa Ha3Bu

BMpo6Huka 3 Dr. Paul Lohmann GmbH KG Ha

Dr. Paul Lohmann GmbH & Co. KGaA, 6e3

3MiHM MicL BUPOGHMLTBA.

183.

ONIME/Ib N7E

eMynbCisa Ans
iHcpysiin; no 1000 mn

Bakctep C.A.

Benbris

BxigHwii
KOHTpPO/b,

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3miHu | TMny - 3mibu 3 siKocTi. CepTudikar

3a
peyenmom

UA/17380/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
y TpYKaMepHoMy KOHTpPO/Tb BignosigHocTi/l E-cepTudikar BignosigHocTi
nnacTMKoOBOMY NPOMIXHOro €Bponeiicbkili hapmakonei/MoHorpadii.
nakeTi B 3aXWCHiil npoaykKTy, MoaaHHA HoBOro abo oHOBNEHOrO cepTudikaTa
060/10HLj, Wo BMPOGHMLTBO, BiANOBIAHOCTI @60 BUyYEHHS cepTudikaTa
MIiCTUTb NOrAnHaY nakyBaHHs, BiAnoBiaHOCTI EBponelickbkii hapmakonei: ans

KUCHIO; NO 6 NakeTiB
Y KapTOHHIil kopobLi;
no 1500 mny
TprKamepHoMy
nAacTKoBoOMy
nakeTi B 3aXWCHiit
060/10HLj, WO
MICTUTb NOF/INHAY
KMCHIO; MO 4 naketn
Y KapTOHHIi kopobLyi;
no 2000 mny
TprKamepHoOMy
naacTKoBoMy
nakeTi B 3aXWCHiil
060/10HUj, LWo
MiCTUTb NOrAnHaY
KMCHIO; MO 4 naketn
Y KapTOHHIli kopobLi

KOHTPO/b AKOCTI
Ta BUNyCK cepil:
Bakctep C.A.,
Benbris

A®I; ansa BMXigHOrO
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; ans
[OMNOMDKHOT peyoBuHY (cepTuddikat
BiANoOBIgHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUiKaT Bif yXe 3aTBEPKEHOTO
BMPO6GHMKA - MNogaHHsA OHOBNEHOTO cepTudikaTa
BiANoOBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2014-002-Rev 00 (3atBepmxeHo: Ne RO-
CEP 2014-002-Rev 00) ans fjtoyoi pevyoBunHn
AnaHiH Bif, 3aTBEpAXeHOro BMpo6Huka Shanghai
Ajinomoto Amino Acid Co., Ltd., China. 3MmiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUyYEHHS cepTudikaTa
BiAnoBiaHOCTI EBponelickbkiit hapmakonei: ans
A®I; ansa BUXigHOrO
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; ans
[OMNOMDKHOT peyoBuHY (cepTuddikat
BiANoBIgHOCTI €Bponeiickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXe 3aTBEPKEHOTO
BMPO6GHMKA - MNogaHHsA OHOBNEHOTO cepTudikaTa
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2008-099-Rev 04 (3aTBepaxeHo: R1-CEP
2008-099-Rev 03) ons Aito4oi peyoBuHN IMiLmH
BiJl BXX€e 3aTBepAXeHOoro BupobHuka Evonik
Rexim (Nanning) Pharmaceutical Co., Ltd.,
China. 3miHu | TMny - 3MiHW 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BWUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiZHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ona 4ONOMIKHOI peyoBuHM (cepTudikar
BiANoBigHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXXe 3aTBEPKEHOTO
BMPO6GHMKA - MNogaHHsA OHOBNEHOTO cepTudikaTa
BignoBigHOCTI €Bponelicbkili hapmakonei Ne R1-
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

CEP 2013-296-Rev 00 (3aTBepgxeHo: RO-CEP
2013-296-Rev 00) ons Aioyoi peyoBuHU
I30MeiumH Bif 3aTBEP)KEHOrO BUPOOHMKA
Shanghai Ajinomoto Amino Acid Co., Ltd.,
China. 3miHu | TNy - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart
BiANOBIgHOCTI €BpoNeichbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns
BMXifHOro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHNLITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHWIA cepTudikaT Bif yXe 3aTBepKEHOro
BMpO6HUKa - [oJaHHA OHOB/IEHOro cepTuddikara
BiANoBIgHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2014-063-Rev 01 ans gito4oi peyoBuHM
Ni3nHy aueTar Bif BXe 3aTBepaKeHoro
Bmpo6Huka AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA, INC., USA.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHSA cepTudikara
BiANoBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BuxigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, Lo
BMKOPUCTOBYIOTbCH Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBrHU (cepTudikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHWIA cepTudikaT Bif yXe 3aTBepKEHOro
BMpO6HUKa - [oJaHHA OHOB/IEHOro cepTuddikara
BiANoOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2014-063-Rev 00 (3aTBepgxeHo: RO-CEP
2014-063-Rev 01) ons giodoi peyoBuHU JTisuHy
aueTar Bif, BXe 3aTBEPA)KEHOro BUPOGHMKa
AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA. 3Minu | Tny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns
BMXifHOro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

A®I; ona fONOMIKHOT peqyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBneHWit cepTuddikart Big, y)Ke 3aTBEPAKEHOTO
BMPOGHMKa - MNoJaHHSA OHOBIEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiickbkili hapmakonei Ne R1-
CEP 1999-136-Rev 08 (3aTBepgxeHo: CEP
1999-136-Rev 07) ans Aito4oi pe4yoBuHN
METIOHIH Bif, 3aTBEpXeHOro Bupo6Huka Sekisui
Medical Co., Ltd., Japan. 3MmiHu | TUny - 3MiHN 3
akocTi. CepTtudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BWUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ona 4ONOMIKHOI peyoBuHM (cepTudikar
BiANoBIgHOCTI €Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXe 3aTBEPKEHOTO
BMPO6HUKA - MNogaHHsA OHOBNEHOrO cepTudikaTa
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2014-132-Rev 00 (3aTBepaxeHo: RO-CEP
2014-132-Rev 00) ans Aito4oi pevoBrHU
deHinanaHiH Bif 3aTBEpXEHOr0 BUPOOHMKA
Shanghai Ajinomoto Amino acid Co., Ltd.,
China. 3miHu | TMny - 3MiHW 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BUTyYEHHS cepTudikaTa Bi4noBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiZHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ona 4ONOMIKHOI peyoBuHmn (cepTudikar
BiANoBIgHOCTI €Bponeiickbkili hapmakonei) -
OHoB/EHWIA cepTUdiKaT Bif yXe 3aTBEPKEHOTO
BMPO6GHMKA - MNogaHHsA OHOBNEHOTO cepTudikaTa
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2010-380 - Rev 03 (3atBepaxeHo: R1-CEP
2010-380 - Rev 01) ans gjtouoi peyosuHn Kanito
X/TOPUA, Bif, 3aTBEPAKEHOTO BUPOOHMKa K+S
Minerals and Agriculture GmbH, Germany.
3MiHn | TURY - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®| (iHwi 3miHM) OHoBNeHHss ASMF ana Adl
Harpito rniuepodcpocdar, rigpat, BUpoOHULTBA
Dr. Paul Lohmann GmbH KG, HimeuunHa Ha
version L45 e-s036-EP-AP-V13 (02.2022p.).
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NiKapcbKo20
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Homep
peecmpayitiHo2o
nocsioYeHHs

3MmiHu | TNy - 3MiHKM 3 AKocTi. APL. (iHLWi 3MiHW)
Y 3B’A3Ky 3 OHOBNEeHHsIM ASMF version L45 e-
s036-EP-AP-V13 gns A®I Hatpito
rniuepodpocdar, rigpart, BAPO6HULITBA KOMNAHT
Dr. Paul Lohmann GmbH KG, HimeyunHa
BifAOy10Cb OHOBNEHHSA Banigauii ons
BU3HAYEHHA TecTy «ETaHo»: [ONOBHEHO P.
3.2.S.4.3. Banigauist aHaniTM4HUX METOAMK
nigpo3sginamu 4.3.2.4 Summary of validation
extension of the parameter Intermediate
Precision and Robustness Ta 4.3.2.5 Validation
report and experimental data of extension of the
validation regarding the parameters Intermediate
Precision and Robustness. 3miHu | Tuny - 3miHn
3 AKocTi. API. (iHwi 3miHM) OHoBNeHHss ASMF
nns A®l Hartpito rniuepodpocdar, rigpar,
Bupo6HuuTBa Dr. Paul Lohmann GmbH KG,
HimeuunHa Ha version L45 e-s036-EP-AP-V14
(06.2022p). 3miHn Il TRy - 3MiHK 3 AkocTi. AdI.
(iHWi 3miHW) MogaHHsA oHoBNeHoro ASMF ans
A®| HaTpito rniyepodpocdoar, rigpar,
BMpo6HuuTBa Dr. Paul Lohmann GmbH KG,
HimeuuunHa (3aTBepxeHo: version L45 -EP-AP-
V09 (dated December 2016 p); 3anponoHOBaHo:
version L45 e-s036-EP-AP-V11(24.11.2020 p.),
version L45 e-s036-EP-AP-V12 (8.09.2021 p.).
Bigbynacbk 3miHa Ha3su BupobHuka 3 Dr. Paul
Lohmann GmbH KG Ha Dr. Paul Lohmann
GmbH & Co. KGaA, 6e3 3MiH1 micus
BMPO6GHULITBA

184.

ONIME/Ib N9E

eMy/fbCia ans
iHchysiii no 1000 mn
y TPUKaMepHoOMy
nAacTKoBoOMy
nakeTi B 3aXWCHiii
060/10HLj, WO
MICTUTb NOFINHAY
KMCHIO; Mo 6 nakeTiB
Y KapTOHHIi kopobLy;
no 1500 mny
TprkamepHoMy
naacTKoBoOMy
nakeTi B 3aXWCHiii
060/10HUj, Wo
MiCTUTb NOrAnHaY
KMCHIO; MO 4 nakeTtu
Y KapTOHHili kopobLyi;
no 2000 mny

Bakctep C.A.

Benbria

BXxigHuiA
KOHTPOSb,
KOHTPO/b

NPOMIXXHOro
NPOAYKTY,
BMPOGHMLITBO,
nakyBaHHs,
KOHTPONb SIKOCTI
Ta BUNycK cepil:
Bakctep C.A,,
Benebris

Benbriga

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHu | TYny - 3MiHK 3 aKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOrO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BUXigHOro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBrHU (cepTudikat
BiANoOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBrEHWIA cepTUdiKaT Bif yXe 3aTBepKEHOro
BMpOo6HUKa - [ogaHHA OHOB/IEHOro cepTudikara
BiANoBigHOCTI E€Bponeiickkil hapmakonei Ne R1-
CEP 2014-002-Rev 00 (3atBepgxeHo: Ne RO-
CEP 2014-002-Rev 00) ons Aitoyoi peyoBuHU
AnaHiH Bif 3aTBEpAKEHOro BUpobHMKa Shanghai

3a
peyenmom

UA/17381/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
TpyKaMmepHoMy Ajinomoto Amino Acid Co., Ltd., China. 3miHu |
nnacTMKoOBOMY TMny - 3MiHK 3 AKoCTi. CepTudikar

nakeTi B 3aX1CHIi
060/10HLj, Wo
MICTUTb MOr/IMHaY
KUCHLIO; Mo 4 naketn
Y KapTOHHiIi kopobui

BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHSA cepTudikara
BiANoBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[,0MOMDKHOT peyoBrHU (cepTudikat
BiANOBIgHOCTI €Bponeiicbkili hapmakonei) -
OHoBreHWIA cepTUdiKaT Bif yXe 3aTBepKEHOro
BMpO6HUKa - ofaHHA OHOB/IEHOro cepTuddikara
BiANoOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2008-099-Rev 04 (3aTBepgxeHo: R1-CEP
2008-099-Rev 03) ons Aito4oi peyoBuHU [MiLmH
Bifl BX€ 3aTBEPAXEHOro BMpobHUka Evonik
Rexim (Nanning) Pharmaceutical Co., Ltd.,
China. 3miHu | TNy - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart
BiANOBIgHOCTI €BpoNechbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXifHOrO Martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHNLITBI
A®I; ona fonoMikHOT pevyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiicbkili hapmakonei) -
OHoBreHMIA cepTudikaT Bif yXe 3aTBepXKEHOro
BMpOo6HUKa - [ofaHHA OHOB/IEHOro cepTuddikara
BiANoOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2013-296-Rev 00 (3aTBepaxeHo: RO-CEP
2013-296-Rev 00) ons Aioyoi peyoBuHU
I30MeiumnH Bif 3aTBEP)KEHOrO BUPOBOHMKA
Shanghai Ajinomoto Amino Acid Co., Ltd.,
China. 3miHu | TNy - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart
BiANOBIgHOCTI €BpoNechbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXifHOrO Martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiicbkili hapmakonei) -
OHoBneHuit cepTuddikar Bif yke 3aTBEpAKEHOT0
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-

BMPOGHMKa - MNoJaHHSA OHOBIEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2014-063-Rev 01 ans gito4oi peyoBuHn
Ni3nHy aueTar Bif BXe 3aTBepKeHoro
Bupo6bHuKa AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA, INC., USA.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosiaHOCTI/TE-cepTucpikat BignosigHoCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponelickbkiin hapmakonei: ans
A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCH Y BUPOOHNLTBI ADI; Ans
[OMOMIKXHOT peyoBuHY (cepTuddikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBneHWit cepTuddikart Bif, y)Ke 3aTBEPAKEHOTO
BMPOGHMKa - MNoJaHHSA OHOBIEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2014-063-Rev 00 (3atBepaxeHo: RO-CEP
2014-063-Rev 01) ans aito4oi pevoBuHN J1i3nHy
auerar Bif, BXe 3aTBEPAXXEHOI0 BUPOBGHUKA
AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA. 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikat BignosigHocCTI/lE-
cepTudikat BigNOBIAHOCTI €BpONEChKil
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/YYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Ad®l; pns
BUXIOHOIO MaTepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULITBI
A®I; ona fONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBneHunit cepTuddikart Bif y)Ke 3aTBEPAKEHOTO
BMPOGHMKa - MNoJaHHSA OHOBIEHOTO cepTudikaTa

CEP 1999-136-Rev 08 (3aTBepgxeHo: CEP
1999-136-Rev 07) ans Aitoyoi pe4yoBUHN
METIOHIH Bif, 3aTBEpAXeHOro Bupo6Huka Sekisui
Medical Co., Ltd., Japan. 3MmiHu | TUny - 3MiHN 3
akocTi. CepTtudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns

BUXiQHOro MaTepiany/peareHTy/npoMmixxHoro
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHMIA cepTudikaT Bif yXe 3aTBepXKEHOro
BMpOo6HUKa - [ofaHHA OHOB/IEHOro cepTuddikara
BiANoOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2014-132-Rev 00 (3aTBepgxeHo: RO-CEP
2014-132-Rev 00) ons Aioyoi peyoBuHU
deHinanaHiH Bif 3aTBEPKEHOrO BUPOOHMKA
Shanghai Ajinomoto Amino acid Co., Ltd.,
China. 3miHu | TNy - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart
BiANOBIgHOCTI €BpONechbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXifHOro Martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHWLITBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudpikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHMIA cepTudikaT Bif yXe 3aTBepXKEHOro
BMpOo6HUKa - [ofaHHA OHOB/IEHOro cepTuddikara
BiANOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 2010-380 - Rev 03 (3atBepmxeHo: R1-CEP
2010-380 - Rev 01) ans pjtovoi pevosuHu Kanito
XN0pug, Bif, 3aTBEPAKEHOr0 BUPO6HMKA K+S
Minerals and Agriculture GmbH, Germany.
3MiHu | TUNY - 3MiHKM 3 aKocTi. A®Il. KOHTpob
A®I (iHwWi 3MiHM) OHoBNEeHHss ASMF ana Al
Hartpito rnigepodpocdar, rigpaT, BUpo6GHMLTBA
Dr. Paul Lohmann GmbH KG, HimeuunHa Ha
version L45 e-s036-EP-AP-V13 (02.2022p.).
OHOB/1IEHO NOTOYHMIA NPOTOKO Ta MPOTOKOS
cTabiNIbHOCTI NicNs cXBasieHHs Ta 3060B’A3aHHSA
{00 CTabiNbHOCTI B 3B'A3KY 3 BUMYCKOM HOBWX
cepiiA. 3miHu | TUny - 3MiHK 3 AkocTi. ADI. (iHwWi
3MiHK) Y 3B’A3KY 3 OHOB/IEHHAM ASMF version
L45 e-s036-EP-AP-V13 gnsa A®l Hatpito
rniuepodpocdar, rigpart, BAPO6HULITBA KOMNAHIT
Dr. Paul Lohmann GmbH KG, HimeyunHa
BiAOy10Cb OHOBNEHHSA Banigauii ons
BU3HAYEHHA TecTy «ETaHo»: [ONOBHEHO P.
3.2.S.4.3. Banigauist aHaniTM4HUX METOAMK
nigpo3sginamu 4.3.2.4 Summary of validation
extension of the parameter Intermediate
Precision and Robustness Ta 4.3.2.5 Validation
report and experimental data of extension of the
validation regarding the parameters Intermediate
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Precision and Robustness. 3minHu | Tuny - 3miHn
3 AkocTi. ADI. (iHLWi 3MiHK) OHOBNEHHSA ASMF
onsa A®| Hatpito rnigepocpocdart, rigpart,
BMpo6HuuTBa Dr. Paul Lohmann GmbH KG,
HimeuunHa Ha version L45 e-s036-EP-AP-V14
(06.2022p). 3miHn Il Tuny - 3MiHK 3 AkocTi. AdI.
(iHwi 3miHW) MopaHHa oHoBneHoro ASMF ans
A®| HaTpito rniyepodocdar, rigpar,
Bnpo6HuuTea Dr. Paul Lohmann GmbH KG,
HimeuunHa
(3aTBEepmKeHo: version L45 -EP-AP-V09 (dated
December 2016 p); 3anpornoHoBaHo: version L45
e-s036-EP-AP-V11(24.11.2020 p.), version L45
e-s036-EP-AP-V12 (8.09.2021 p.). Big6ynacb
3MiHa Ha3Bwu BMpo6HMKa 3 Dr. Paul Lohmann
GmbH KG Ha Dr. Paul Lohmann GmbH & Co.
KGaA, 6e3 3MiH1 Micusi BUpo6bHMUTBA
185. | ONPEH®-100 Kancysnu TOB «TeBa YkpaiHa Brpo6HMUTBO Lseiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/5124/01/01
CP AENOKAMC | nposnoHrosaHoi aii YkpaiHa» Hepo3dhacoBaHo| HimeuunHa 3MiHu Il Tuny - 3MiHK 3 AKocTi. FoToBWiA peyenmom
no 100 wmr; no 10 nNpoAyKLUiT, nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
Kancyn y énictepi; KOHTPOb AKOCTI, peyoBuH. 3MiHa napameTpiB cneuudikauiii
no 2 6nictepu B [03BiN Ha BUNYyCK Ta/abo [onyCTUMNX MEX A5 [ONOMIXHOT
KopobLi cepii: AumHO pPeYOoBUHM (3MiHA 3HAXOAUTLCA N03a
dapma Arl, 3aTBEPKEHVMY JOMYCTUMUMU MeXamu
LLiBeiiuapis; cneuudikauiin) Po3LwMpeHHs BEPXHbOT MeXi
MepBuHHA Ta 3HaYEHHs1 TemnepaTypy NAaBAeHHsA ANs
BTOPVHHA [O0MOMDKHOT pEYOBVHY TAILLEPVIH TPUMIpUCTAT 3
ynakoBka: AUMHO 55-58°C po 55-60°C
®apma Arl',
LLiBeiuapis;
Jopatkosa
naboparopis, Lo
npuiiMae y4acTb B
KOHTpONi cepii:
YHTepP3yXyHrCiHCT
nTyT Xennenep
m6X, HimeyunHa
186. | OMENPA3O0N Kancynu Teepgi TOB YkpaiHa BMPOGHULITBO, Icnanis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a - UA/17985/01/01
KMLLKOBOPO3YMHHI N0 "APTEPIYM nepBuHHE Ta 3MiHn | TMny - 3MiHmn 3 aKocTi. CepTudiikaT peuyenmom
20 mr, no 7 kancyny nTg BTOPVHHE BignosigHocCTI/IE-cepTudpikat BignosigHocCTi
6nictepi, no 4 nakyBaHHs, €Bponeiicbkiii hapmakonei/MoHorpadii.
6nicTepn B nauuj KOHTpONb Ta MogaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BUNYyCK cepil: BiANOBIAHOCTI 260 BUyYEHHS cepTudikaTa
Na6opatopioc BiANOBIAHOCTI €Bponelicbkiit hapmakonei: ans
NikoHca, C.A., A®I; ons BUxigHoro
IcnaHis; ginsHka mMartepiany/peareHTy/nNpoMbKHOro NPOAYKTY, WO
ana BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; Ans

a/lbTepHaTUBHOIO

[0MoMiDKHOT peyoBuHm (FE-cepTudpikat
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BTOPUHHOTO BiANOBIAHOCTI EBponeiickkili hapmakonei ans
nakyBaHHs: ATic Adl/BuxigHOro MaTepiany/peareHTy/npoMbKHOIo
Papwma, C.J1., npoaykTy abo AONOMiIXHOI pevyoBunHN) - HoBwuii
IcnaHist; ginsHka cepTudiikat AN BUXigHOTO
ons marepiany/peareHTy/NpoMibKHOIo NPoAyKTy abo
aNbTepHaTUBHOIO [ONOMDKHOI pEYOBMHY Bif, HOBOTO abo BXe

KOHTPONIO 3a
nokasHnkom MbY:
NabopaTopio
EueBapHe, C.A.,
IcnaHis; ginsHka
ons
anbTepHaTUBHOIO
BTOPWHHOIO
nakyBaHHs:
MaHaHTian
IHTerpa, C.J1.Y.,
Icnanis

3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS HOBOrO
[E-cepTucpikaTy BignoBigHOCTI EBponeichkiii
apmakonei Ne R1-CEP 2000-050-Rev 02 ans
[0nomiHOT peyoBrHM Gelatin Big, HOBOro
BUpobHuKa GELITA GA, Germany (GELITA
GROUP, Germany - BnacHuk CEP). 3MmiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosiaHoCTI/IE-cepTucpikat BignosigHoCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MoaaHHA HOoBOro abo oHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponelickkiin hapmakonei: ans
A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCH Y BUPOOHNLTBI ADI; Ans
[onomixHoi pevoBuHn (CE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
AdI/BMXxigHOrO MaTepiany/peareHTy/npoMiKHOro
npoaykTy abo AOMOMIKHOT PEHOBUHN) -
OHOB/EHWIA cepTUdikaT Bif, BXe 3aTBEPKEHOTO
BMPOGHMKA - MoAaHHSA OHoBreHoro IME-
CepTudpikaTy BignoBigHOCTI EBponeiichkiii
thapmakonei Ne R1-CEP 2000-344-Rev 03
(3atBepmxeHo: R1-CEP 2000-344-Rev 02) ans
[0MNoMiXHOT peyoBuHM Gelatin Big, BXxe
3aTBepxeHoro Bupo6Huka NITTA GELATIN
INDIA LTD., India. 3miHu | Tvny - 3mMiHn 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpoNeichkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTIi abo
BUTyYEHHS cepTudikaTa Bi4noBiLHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXiHOTO Matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI
A®I; ansa gonomixHoi pevosuHu (ME-cepTuddikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHOro MaTepiany/peareHTy/npoMKHOIo
NpoAyKTy abo AONOMDKHOT pevyoBUHN) -
OHoBeHWit cepTudikaT Bif BXe 3aTBEpPAKEHOr0
BMpPOBHMKA - NofaHHA oHoBneHoro ME-
cepTugikaTy BiANOBIAHOCTI €BPONENCHKIN
hapmakonei Ne R1-CEP 2005-217 Rev 02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

(3atBepaxeHo: Ne R1-CEP 2005-217 Rev 01)
015 ONOMiXHOT pevoBuHY Gelatin Big Bxe
3aTBepaxeHoro Bupo6Huka NITTA GELATIN
INC. 3minu | Tvny - 3miHm 3 AkocTi. CepTudikar
BignosiaHoCTI/TE-cepTucpikat BignosigHocCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudikata
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponelickbkiin hapmakonei: ans
A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[onomixHoi pevoBuHn (CE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
AdI/BMXxigHOrO MaTepiany/peareHTy/npoMiKHOIo
npoaykTy abo AOMOMIKHOT PEHOBMHN) -
BunyueHHs cepTudikaTis (y BUNaAKy HasaBHOCTI
MyNbTUMNIETHOTO cepTuddikata Ha martepiasn)
Buny4yeHHs ME-CepTtudpikaTy BignoBigHOCTI
€Bponelicbkin Papmakonei R1-CEP-2004-247-
Rev-00 Bupo6Huka NITTA GELATIN INC. ans
[0NoMidKHOT peyoBuHM Gelatin

187.

OMHOINOH
HEO

PO34UH ANs iH ekt
no 1 mn B amnyni;
no 5 amnyny
6nictepi; no 1, 2 abo
20 6nicTepiB y
Kopoo6Ui

ToBapucTso 3
06MexeHot
BignosiganbHi
CTHo
«dapmMaLeBTu
YHa KoOMNaHis
«300p0B'A»

YKpaiHa

ToBapucTso 3
0bMexeHoto
Bi4nNoBiAaIbHICTIO
"XapkiBcbke
hapmMavueBTuyHE
nigNpPUeEMCTBO
"340poB'Aa
Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarniagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsagy (BBefieHHs
y3ara/ibHeHVX JaHux Npo cuctemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iCHeHHs
thapmakoHarnagy B YkpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6u,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. Airoua
pegaxuis: 3umuubka MapuHa OnekcaHgpisHa.
MponoHosaHa pegakLis: LLesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOB&XEHOI 0C06Y 3asBHVKa,

3a
peyenmom

UA/17471/01/01
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6e3nekn/eddekTMBHOCTI Ta ddapMakoHarngy.

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BiANOBIAa/IbHOI 3a chapmakoHarnsg. 3miHa
MicLle3HaxoKeHHs1 macTep-thaiina cuctemu
hapmakoHarnisgy Ta noro Homepa. 3MiHa micus
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
188. | OP®AOVH Kancynm Teepgi no 2 Csigiw LLisewjs Brpo6HMLTBO 3a Lseuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/13603/01/01
Mr; no 60 kancyny OpdpaH NMOBHUM LMK/OM: 3MiHKM | TUNY - 3MiHK Woao peyenmom
donakoHi; no 1 BiosiTpym AnoTek MNpogakiiH 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
donakoHy B IHTepHeLwweHen & NebopeTpiep 3MiHa YacToTn Ta/abo TepMiHiB NOAaHHSA
KapTOHHI ynakoBL,i Ab AB, LBeuis; perynsipHO OHOB/HOBaHMX 3BITIB 3 6e3MeKu
KOHTpO/b SKOCTi: nNiKapcbKknx 3aco6iB. 3MiHW Y 4aCTOTi NOAaHHA
AnoTek MNpogakiH PerysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
& NebopeTpiep [itova pegakuia: Yactota nogaHHsA perynsipHo
AB, LBeuis OHOB/IOBAHOrO 3BiTY 3 6e3neku 1 pik. KiHuesa
Aara Ans BkNoYeHHsA aaHunx go PO3b6 -
21.02.2023 p. fara nogaHHs - 01.05.2023 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/IHOBAHOIO 3BIiTy 3 6e3nekn 3
poKM
KiHueBa gata Ansa BKIOYEHHs gaHux 1o PO36 -
20.02.2025 p. farta nogaHHs - 21.05.2025 p.
PekomeHaoBaHO [10 3aTBEPKEHHS Bi4NOBIAHO
[10 NepioANYHOCTI NOAAaHHS PerynsipHo
OHOB/IHOBAHUX 3BITIB 3 6e3neKkn ikapcbkmx
3acobiBy €C
189. | OP®AOVH Kancynu Teepgi no 5 Csigiw Lsewjs Brpo6HuLTBO 3a Lseuis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3a - UA/13603/01/02
Mmr; no 60 kancyn y OpdaH NOBHUM LUK/IOM: 3MiHKM | TURY - 3MiHKU WoA0 peyenmom
donakoHi; no 1 BiosiTpym Anotek MNpogakLiH 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
donakoHy B IHTepHeLLeHen & NebopeTpiep 3MiHa YacToTn Ta/abo TepMiHiB NoAaHHSA
KapTOHHIN ynakoBuUi Ab AB, LLBeuUisi; perynisipHO OHOBJ/TOBAHUX 3BITiB 3 6e3nekn
KOHTpO/b AKOCTI: nNiKapcbKMx 3aco6iB. 3MiHM y YaCTOTi NoAAHHS
AnoTek MNpogakiiH perynisipHoO OHOBJ/IOBAHOrO 3BITY 3 6e3neku
& NebopeTpiep Litoya pegakuis: YactoTa nogaHHs perynsipHo
AB, LBeuis OHOB/IHOBAHOrO 3BITY 3 6e3nekun 1 pik. KiHueBa
Aara ans BkntoveHHsa aaHunx go PO36 -
21.02.2023 p. Aata nogaHHsa - 01.05.2023 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3nekn 3
poKM
KiHueBa gata ansa BKOYEHHS gaHux fo PO36 -
20.02.2025 p. fata nogaHHs - 21.05.2025 p.
PekomeHa0BaHO [10 3aTBEPLKEHHS BifNOBIAHO
[0 NepioANYHOCTI NOAAHHS PerynsipHo
OHOB/IIOBAHUX 3BITIB 3 6€3MeKkn NMiKapcbKmx
3acobiBy EC
190. | OP®AAVNH Kancynu Teepgi no Csigiw LLiBeuis Bupo6HMLTBO 3a Lseuis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a - UA/13603/01/03
10 wmr; no 60 kancyn OpdpaH NOBHUM LK/IOM: 3MiHKM | TUNy - 3MiHK WoA0 peyenmom
y chrakoHi; mo 1 BioBiTpym Anotek NpogakiiH
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
chnakoHy B IHTepHelweHen & NebopeTpiep 3MiHa yacToTy Ta/abo TepMiHiB NogaHHsA
KapTOHHI ynakoBLi ABb AB, LBeuis; perynsipHO OHOBJ/TOBaHMX 3BITIB 3 6e3neku
KoHTponb sikocTi: NiKapCbKux 3aco6iB. 3MiHM y YaCTOTi NOAAHHSA
Anotek MNpogakLwH perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
& NebopeTpiep [itova pegakuisn: Yactota nogaHHs perynsipHo
AB, LBeuis OHOB/IOBAHOrO 3BiTYy 3 6e3neku 1 pik. KiHuesa
nara ans BkAYeHHs gaHunx go PO3b -
21.02.2023 p. Oata nogaHHA - 01.05.2023 p.
MponoHoBaHa pepakuis: Yactota nogaHHsA
perynsipHo OHOBJIOBAHOIO 3BiTy 3 6e3nekn 3
poKM
KiHueBa gaTa A1 BKIYEHHS AaHnx go PO36 -
20.02.2025 p. farta nogaHHs - 21.05.2025 p.
PekomeHaoBaHO [10 3aTBEPKEHHS BiNOBIAHO
[0 NepioAnYHOCTI NOJAHHSA PerynspHo
OHOBJ/THOBAHUX 3BITIB 3 6€3MeKu JTiKapCbKmxX
3acobiBy EC
191. | OTPUBIH cnpeii HasaslbHWiA, FCK Lseiuapi 'CK KoHcblomep LLiBefuapis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 - UA/13560/01/01
EKCTPA [030BaHuit; no 10 KoHcblomep A Xenckep CAP/1 3MiHM | TUny - 3MiHK 3 AkocTi. FoToBMIA peyenma
My hnakoHi 3 Xenckep nikapcbkuii 3aci6. KOHTPOob roToBOro
[03yl04nm CAP/I nikapcbkoro 3acoby. 3miHa napameTpis
npucTpoem; no 1 cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
donakoHy B

KapTOHHIM nayui

niKkapcbKoro 3acoby (BHeCEeHHS 3MiH 10 [OCbE
nicnsi OHOBMIEHHS 3arasibHOI CTaTTi Ha rOTOBY
nikapcbky chopmy y AdY/EBponeiichkii
thapmakonei) - 3MiHM y napameTpax
crneundikauii 3a NOka3HMKOM "cepefHs 4033, Wo
pocTtaBnsaeTbea " ao sumor EP 0676 Nasal
preparations; 3MiHu | TUny - 3MiHK 3 AKOCTI.
oTOBUIA Nikapcbknii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOrO NiKkapCbKOro 3acoby
(oHOBREHHSs Npoueaypu BUNPObyBaHHA A1
npvBeLeHHs y BiANOBIAHICTb 3i 3MiHEHO
3arasibHo0 cTatTeto AdY abo €poneicbkol
thapmakonei) - OHOB/IEHO METOZ, BUNPOByBaHHSA
"cepefHs [03a, Lo A0CTaBNAETLCA " O BUMOT
EP 0676 Nasal preparations (M
KOHTeliHepamu, B Mexax KoHTeliHepa); 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b rOTOBOrO /iKapCbKOro 3acoby.
3MiHa napameTpiB cneungikauii Ta/abo
[0MNyCTUMUX MEX FOTOBOTO NiKapCbKOoro 3acoby
(BHECEHHS 3MiH 40 AOCLE MiC/1S1 OHOBJIEHHS
3arasibHOI CTaTTi Ha rOTOBY JliKapCbKy dhopmy Y
LoY/EBponelicbkiit hapmakonei) - 3miHa y
napameTpax cneuudikadii 3a n. "o4HOPILHICTb
Macu A03, Wo AocTaBNseTbesA" BignoBigHO A0
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

BvMor EP0676 Nasal preparations (Mix
KOHTeliHepamu, B Mexax KOHTelHepa).
YTOUHEHHS [0 4acTOTW TeCTYBaHHA Ans
MOKa3HUKIB «MiKpOGiofioriyHa umcToTax» npu
BMBYEHHI CTabiNbHOCTI ([OCNIMKEHHS
NPOBOAATLCA HA NOYaTKy Ta B KiHLi TEPMiHY
npugaTHocTi); An5 N. «po3NoA4iIEHHS Kpanesb
3a pO3MipOM», «OHOPIAHICTb 403U, WO
[OCTaBNSETLCA», "cepeHa 033, Wo
[JocTaBnseTbea “(YacToTa TecTyBaHHS 1 pas Ha
piK 3aMiCTb KOXHOI cepil Ha BUNycK); MNpumiTka
(3MiHa HymepaLii NpUMITKK) 418 3aTBEPAXEHOT
«AoMiLky N- i3onponiHOPTPONiH MeTUN
6pomia»;

[lo TexcTy npuMiTOK A0 cneumdikawii
(BUHECEHHS XiMiYHOT Ha3BM AOMilKN Ba 21389);
[OMOBHEHHS1 06rpyHTYBaHHA cneuudikauii
(3.2.P.5.6) pesynbTatamu OLiHKM pU3NKy ANs
HiTpo3amiHy); 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nNiKkapcbKkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKoro 3acoby
(oHOBNEHHA NpoLeaypy BUNPOBYBaHHA Ans
npuBEAEHHS Y BiANOBIAHICTb 3i 3MiHEHOIO
3aranbHoto ctarTeto APY abo €Bponeiicbkol
thapmakonei)- OHOBMIEHO MeTo/, BUNpobyBaHHS
"04HOPIAHICTE Macy 403, WO AocTaBnseTbesa"
BignoBigHo go Bumor EP0676 Nasal
preparations.; 3miHu | TUNy - 3MiHW 3 AKOCTI.
FoTOBUIA Nikapcbknii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLii Ta/abo AONYCTUMUX MEX FTOTOBOrO
Nikapcbkoro 3acoby (A0NOBHEHHS cnevmdikawii
HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOAO0M
BUNPObYBaHHA) - loaaBaHHA napameTpy
cneumdikauii "KifIbKiCTb pO3NuUIeHb 4718 O4HOrO
KOHTeliHepa" 3 BiANOBIAHUM METOA0M
BMNPO6YBaHHA BigNoBiaHO A0 BUMor EP0676
Nasal preparations. Yactota BunpobysaHHs 1
pas Ha piK

192,

NMEHTACEL

Tabnetku no 10
TabneTtok y 6nicrepi;
no 1 6nictepy y
KopobLi 3 KapTOHY

ToBapucTso 3
06MexeHot
BignosiganbHi
CTHo
"PapmaueBTn
YHa KoOMNaHis
"3popos'a”

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
“XapkiBcbke
hapmMavueBTuyHE
nigNpPUeEMCTBO
“3p0poB’a
Hapogay”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3wmiHa 3anBHuKa /13 (MIBM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX

3a
peyenmom

UA/5787/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)
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Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnx npo cucTemy
thapmakoHarnsigy, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBiAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmMakoHarnsay 3asiBHvKa Ans 34ilCHeHHs
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6U,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay
(BK/HOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapmakoHarnsag.

[itoya pepakuis: 3umuubka MaprHa
OnekcaHngpisHa. MNponoHoBaHa pefakLis:
LLleBueHKo OneHa IropisHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0Co6M
3asBHMKa, BiANOBiAaLHOI 3a hapMakoHarnsg,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina
cucTemn chapmakoHarnsgy Ta ioro Homepa.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.

193.

NEHTACEL

Tabnetkv no 10
Tabnetok y 6nictepi;
in bulk: no 1000 a6o
5000 TabneTok y
nakeTax
nonieTUIEHOBMX

ToBapucTso 3
06MexeHo
BignoBigasIbHI
CTHO
"®apmaueBTn
YHa KOMNaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
06MeXeHoI
BiANOBIAA/ILHICTIO
“XapkiBCbke
hapmaueBThyHe
nigNPUEMCTBO
“3p0poB’s
Hapogy”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3miHa 3asBHuka /13 (MIBIM) (BnacHuka
peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiC/1A 3aTBEPIKEHHS.
3MiHu | TUnYy - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHunx npo cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobm 3
dhapmakoHarnsgy 3asaBHuKa gia 34ilCHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa BifJ YNOBHOB&XeHOI 0co6y,
BiANOBIAa/IbHOI 3a 34iicCHEHHS hapmakoHarnsgy
(BK/IIOUAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3MiHa ynoBHOBaXXeHO|
0cobu 3asiBHMKa, BIANOBIAA/ILHOT 3a
hapMakoHarnsag.

[itova pepakuia: 3uMmuupka MapuHa
OnekcaHngpiBHa. MponoHoBaHa pejakLis:
LLleB4eHKo OneHa IropisHa.

UA/14529/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHMKa, BigNoBigasIbHOI 3a hapmMakoHarnsg.
3MiHa Micue3HaxomKeHHs MmacTep-dhaiina
cucteMu dhapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsay.
194. | NEHTOKCIH PO34UH ONS iH'EKLNA MpuBaTHe YkpaiHa MpuaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis: 3a He UA/18743/01/01
20 mr/ Mmnno5mnB akuioHepHe akuioHepHe 3MiHM | TUny - 3MiHK 3 AKocTi. FoToBMIA peuyenmom | niosnsizae
amnynax TOBapUCTBO TOBapUCTBO nikapcbkuid 3aci6. CTabinbHICTb. 3MiHa Y
nosiMepHnx; no 5 "IHdpy3ia” "IHdoy3ia” TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
amnyn y navuj roTOBOro Nikapcbkoro 3acoby (36ibLUeHHs
TepMiHy NpUAaTHOCTI FOTOBOTO /iKapCbKOro
3acoby) - s TOproBoi ynakoBKu
(niaTBEPOXKYETLCA AAHUMW PeasibHOro Yacy) -
36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBYKX AOCAIAKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBepa)KeHO:
TepMiH NPpMAATHOCTI 2 POKWU.
3anponoHoBaHo: TepMiH npuaaTHoOCTi 3 poku.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS.
195. | NEPEKNC pO34nH ANns TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepianis: 6e3 - UA/0587/01/01
BOAHIO 30BHiLLUHbOIO "TepHodhapm" "TepHodhapm" 3MiHu | TMny - 3MiHK 3 AKOCTI. FoTOBMIA peyenma
3acTocyBaHHA 3 % nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI. 3MiHa
no 40 MmNy chnakoHi; po3mipy cepii (BknoUaroun gianasoH po3mipy
no 1 cpriakoHy B cepii) roToBOro nikapcbkoro 3acoby (36iNbLUeHHs
nadui; no 40 mn y 00 10 pasiB NOPiBHAHO i3 3aTBEPIKEHUM
donakoHax; no 100 PO3MipoM) - BBEA,EHHA A0AATKOBOrO po3Mipy
MY dhriakoHax cepii roToBOro slikapcbkoro 3acoby 1200,0 kr
(1189,3 n). 3atBepmxeHo: 907,1 kr (899.0 n)
ouikyBaHuii Buxig: 20708-21950 ynakoBok no 40
mn; 8526-8780 ynakoBok no 100 ms.
3anponoHoBaHo: 907,1 kr (899.0 n) ouikyBaHwuit
Buxig: 20708-21950 ynakosok no 40 mn; 8526-
8780 ynakoBok no 100 mn 1200,0 kr (1189,3 n)
ouikyBaHuii Buxig: 27371-29014 ynakoBok no 40
M1; 11267-11605 ynakosok no 100 mn
196. | NNATPUN® TabneTku, BKpUTI [O-p Peppj'c IHais [O-p Peppj'c IHgis BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasiis: 3a He UA/10625/01/01
NNiBKOBOO Nab6opaTtopic Na6opaTopic /T4, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom | niossizae
060/10HKO0, MO 75 nrp dTO -3 HalimeHyBaHHs Ta/abo agpecun micus

mr no 10 TabneTok y
6nictepi; no 3
6nicTepun y nauui

NpOBapPKEHHS AISNbHOCTI BUpO6HUKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIo4aum
AiNbHULI BUNYCKy cepii abo micue npoBefeHHs
KOHTPOJII0 AIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpPTEP, BK/THOYAKOUN BUMYCK Cepild) -
3MiHa HalimeHyBaHHA Ta agpecy Micus
NpPOBaKEHHS AisS/IbHOCTI BUpO6HUMKa MN13.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Brpo6HWya AinbHuUA Ta BCi BUpO6HUYI onepaw;i
3a/MWATHCA HE3MIHHUMU. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MICALIB MiCNSA 3aTBEPAYKEHHS.
3MiHu | TMRNY - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW) - 3MiHN BHECEHO B TEKCT
MapKyBaHHA BTOPVMHHOT ynakosku y n. 8. "OATA
3AKIHUEHHA TEPMIHY NMPUOATHOCTI" TA M.
17. "IHWE". TepMiH BBEAEHHSA 3MiH MPOTArOM 6
MicsILiB Mmicnsi 3aTBepAKEHHS.
197. | NNA3MANIT PO34uH ANs iHgy3il MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/16832/01/01
no 200 mn, 400 mny akujioHepHe akujioHepHe 3MiHW | TUnY - 3MiHK 3 sikocTi. FoToBMIA peyenmom | nionsi2ae
nnsawuyi; no 1 TOBapucTBo TOBapucTBo nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
nAswWLi y nayui; no "IHdpy3ia” "IHdpy3ia" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
500 mn y nakeri rOTOBOrO JliKapcbKoro 3acoby (36inbLUeHHs
nosiimepHomy, TEepPMiHy NpuAATHOCTI FOTOBOro NiKapCbKoro
noMiLeHomy y 3acoby) - [1na Toprosoi ynakoBku
nposopuii (nigTBEPAXYETLCA AaHUMK peasibHOro yacy) -
nAacTyKoBuiA NakeT 36i/bLUEHHA TePMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB AOBFOCTPOKOBUX AOCAIAKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep/KeHO:
TepMiH NpMAATHOCTI 2 POKKX. 3anponoHOBaHO:
TepmiH NpuaaTHOCTI 3 POKU — A5 YNaKOBKU MO
200 mn, 400 mn y NAAwWLi; no 1 naswui y nayui;
2 poku — ons ynakoBky no 500 mn y nakeTi
noniMepHoMy, MOMILLEHOMY Y MPO30pUiA
NnacTUKoBuUiA nakeT BeeAeHHA 3MiH NpoTArom 6-
TN MICALIB Nic/A 3aTBEPAKEHHSA
198. | NNATOrPIN® TabneTkn, BKPUTI TOB YkpaiHa TOB "KYCYM YKpaina BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a He UA/11433/01/01
060/10HKO0, N0 75 "TNEQ®APM PAPM" 3MiHu | TUNY - 3MiHKn Woao0 peuyenmom | niosisizae
Mmr, no 14 TabneTok nTar 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.

y 6nicTepi; no 2 abo
no 4 a6o no 6
6nictepiB y
KapTOHHIN ynakoBuUi

3MiHa y KOpOTKill XxapaKTepucTuLi Nnikapcbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCyBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby B
nicnsipeecTpaviiinii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKEHb, NMPOBEAEHNX
BIANOBIAHO A0 NAaHy nefiaTpUYHNX JOCAIAKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHW BHeCeHi [0
IHCTPYKLT AN MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv "B3aemogis 3
HLUIMMKN NikapcbKMK 3acobamMu Ta iHLWi BUuam
B3aemMogiin", "OcobnmBoCTi 3acTocyBaHHA"
BifMNoBiAHO 4,0 OHOBMEHOT iHChopMaLii 3 6e3nekn
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Aito4oi peyoBrHU. CynyTHSA 3MiHa
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs1 abo 3miHa(K) fo
3060B'A3aHb Ta YMOB Buaadi peectpayiiHoro
NOCBiAYEHHS, BKOYatoun MNnaH ynpasniHHs
pu3nkamm (3aCTOCYBaHHS TEKCTY, AKUi
NOrofPKEHN 3 KOMMETEHTHUM OPraHoM)
3asBHUKOM HaflaHO OHOB/EeHWit MnaH
ynpasniHHA pu3nkamn Bepcis 2.3. 3MiHKn
BHECEHO A0 YacTuH: | «3aranbHa iHhopmawis»,
V «3axoau 3 MiHimi3aLji pusmkis», VI «Peslome
nnaHy ynpasniHHA pusukamm», VII «logatkm»
Ha nmigcTaBsi OHOBMEHHS iHhopMaLii 3 6e3nekn B
NPOEKTI IHCTPYKLT ANA MeAUYHOro 3aCTOCyBaHHsA
Yy 3B'A3KY 3 NPUBEAEHHAM [0 pechepeHTHOro
nikapcbkoro 3acoby M/TABIKC, TabneTku, BKpuUTI
060/10HKO0 MO 75 Mr., & TaKOX 3 ypaxyBaHHAM
OHOB/IEHOI iHhopMaLii 3 6e3nekn gitouoi
peuoBuHM knonigorpens (clopidogrel), wo
cxBasieHa LieHTpoM OuiHKM Ta AO0CNiMKEHHS
nikapcbkux 3acobis (CDER) FDA. 3miHn | Tuny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTkili
XapaKTepucTULi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3acTocyBaHHs
reHepuyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKUx
3ac06iB nicna BHECEHHSA TiEl camoi 3MiHW Ha
pedhepeHTHW npenapaT (3MiHa He NnoTpebye
HaflaHHS XOAHMX HOBUX AOAATKOBUX [aHUX)
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3acTocyBaHHA NiKapcbKoro 3acoby y po3aiiv
"®apmakonoriynHi BnactneocTi”, "Moka3aHHs"
(yTouHeHHs iHdhopMmauii), "B3aemogis 3 iHWmMu
nikapcbknmuy 3acobamu Ta iHWi BUAn
B3aemogiin", "OcobmBOCTi 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHS Ta fo3u",
"[itn"(pegaryBaHHs) 3rigHo 3 iHhopMaLieto
LLLOZL0 MELMYHOIO 3aCTOCYBaHHs pehepeHTHOro
nikapcbkoro 3acoby (M/1ABIKC, TabneTku, BKpUTI
060/10HKOI0 N0 75 Mr). 3MiHW | TUNY - 3MiHK
wopo 6e3snekn/ehpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHWM BHECEHi A0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3gin "MobivHi peakuii”
010 3BiTYBaHHs NPO MO6iYHI peakuii

199.

NMOCAKOHA3O

N - BICTA

CyCneHsisi opasibHa,
40 mr/mn; no 105 mn

MicTtpan
Kenitan

AHrnis

[eBa XongiHr
AL

TypeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHK | TMNy - 3MiHK Woa0

3a

peyenmom

He
nidnsieae

UA/19386/01/01




166

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
y NASALWLI EMHICTIO MeHepKMeHT 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
125 mn; no 1 nnswui Nimitepn 3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro
3 MipHOIO JTOXKEUKOH0 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Y KapTOHHIil kopobui MeZMYHOro 3aCTOCyBaHHS
reHepUUHNX/ribpUAHNX/6I0NOAIGHNX NiKapPCbKMUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
HafaHHA XOAHMX HOBKX [0AAaTKOBUX JaHWX) -
3MiHVM BHECEHO A0 IHCTPYKLii 415 MeanyHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"®apmakonoriyHi BnactnsocTi”, "MokasaHHs",
"MpoTrnokasaHHs", "B3aeMogis 3 iHLMMK
nikapcbkvMun 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"34aTHICTb BNAMBATY Ha LWUBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMNOPTOM ab0 iHLWMMHK
MexaHizmamu”, "Cnoci6b 3acTocyBaHHA Ta 4o3mn",
"Mo6iuHi peakuyii" BigNoBigHO A0 iHchopmav,i
00 MEAUYHOrO 3aCTOCYBaHHS pethepeHTHOro
nikapcbkoro 3acoby (HOKCA®I/, cycneHsia
opasibHa)
200. | MPAMINEKCON | Tabnetku no 0,25 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/15526/01/01
IC mr, no 10 TabneTok [0[aTKOBOIO [0[aTKOBOK 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudpikat peuenmom
y 6nicTepi; no 3 BiANOBIAaA/bHI BiANOBIAALHICTIO BignosigHocTi/l E-cepTudikar BignosigHocTi
6nictepu B nauuj 3 CTIo "IHTEPXIM" €Bponeiicbkili hapmakonei/MoHorpadii.
KapTOHY "IHTEPXIM" MopaHHA HOBOro abo OHOBMEHOrO cepTudikaTa

BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BUXigHOro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (cepTudikat
BiANOBIgHOCTI €Bponeiickbkili hapmakonei) -
HoBwuii cepTudpikat Bi HOBOrO BUPOGHMKA
(3amiHa abo AONOBHEHHS) - BBEAEHHS HOBOTrO
BMPOGHUKa AN1A fitoyoi peyoBuHU Pramipexole
dihydrochloride monohydrate HETERO DRUGS
LIMITED, IHgjs, B IKOro HasiBHUIA cepTudikat
BiANoBigHOCTI E€Bponeiickkilt hapmakonei Ne R1-
CEP 2010-328 - Rev 03 (O0MNOBHEHHA [0
3aTBepXeHoro Bupo6Hrka Amino Chemicals
Ltd., ManbTa). Ak HacnigoK, 4ONOBHEHO
cneundikaito ans Ailoyoi peyoBUHU
Pramipexole dihydrochloride monohydrate
KOHTPONEM BMICTY 3aU/TMLLKOBUX PO3YNHHUKIB
(meTaHony He 6inbwe 0,1% (1000 ppm),
eTunaueTtarty He 6inbLie 0,1% (1000 ppm),
TeTparigpodypaHy He 6inbwe 0,01% (100 ppm),
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o

TpueTunamidy He binbwe 0,032% (320 ppm) ans
3anponoHOBaHOro BUPO6HMKa; 3MiHu | Tuny -
3MiHn 3 axocTi. A®Il. KoHTponb A®l. 3miHa y
MeTodax BunpobyBaHHs A®l abo BUxigHOro

mMartepiany/npombKHOro nNpoAaykTy/peareHTy, LWo

BVIKOPVCTOBYETLCS Y NPOLECi BUPOGHMLTBA ADI

(iHWi 3MiHW y MeTogax BUNPOOYyBaHHSA
(BKNKOHAOUM 3aMiHy abo fonoBHeHHs) APl abo
BVXifHOro/MPOMiXXHOro NPOAYKTY) - AOMNOBHEHHS

MEeTOZAiB KOHTPO/O A/18 [il0H0T PEYOBUHN
Pramipexole dihydrochloride monohydrate
aHaNiTMYHOK METOAMKO A5 BUSHAYEHHS
TecTy «3aNLLIKOBI PO3UYNHHWKN» A1 HOBOrO
Bupo6bHuka HETERO DRUGS LIMITED, IHgjs
(meTog 2.2.28 APY)

nocsBi0O4YeHHs

201.

MNPAMIMEKCON
IC

Tabnetku no 1 wmr,
no 10 TabneTtok y
6nictepi; no 3
6nictepu B nauuj 3
KapToHy

ToBapucTso 3
[04aTKOBOO
BiANOBIAa/bHI
CTHO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

TpueTunamidy He 6inbwe 0,032% (320 ppm) ans

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHuM | TUNy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOrO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBiAHOCTI EBponelickbkiin hapmakonei: Ans
A®I; ans BUXigHOro
marepiany/peareHTy/npoMKHOro MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBrHU (cepTudikat
BiANoBigHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bi HOBOrO BUPOGHMKA
(3amiHa abo AONOBHEHHS) - BBEAEHHS HOBOTrO
BMPOGHUKa AN1A fitoyoi peyoBuHU Pramipexole
dihydrochloride monohydrate HETERO DRUGS
LIMITED, IHgjs, B IkOro HasiBHUIA cepTudikat
BiANoBigHOCTI E€Bponeiickkilt hapmakonei Ne R1-
CEP 2010-328 - Rev 03 (O0MNOBHEHHA [0
3aTBepxeHoro Bupo6Hrka Amino Chemicals
Ltd., ManbTa). Ak HacnigoK, 4ONOBHEHO
cneundikaito ans Ailoyoi peyoBUHU
Pramipexole dihydrochloride monohydrate
KOHTPONEM BMiCTY 3a/TMLLKOBUX PO3YNMHHUKIB
(meTaHony He 6inbwe 0,1% (1000 ppm),
eTunaueTtarty He 6inbLie 0,1% (1000 ppm),
TeTparigpodypaHy He 6inbwe 0,01% (100 ppm),

3anpornoHoBaHoOro BUPO6HMKa; 3MiHu | Tuny -

3MiHn 3 aKocTi. A®Il. KoHTponb A®l. 3miHa y

MeToAax BunpobysaHHsA A®Il abo BUXigHOro
mMartepiany/npomiKHOro NpoAayKTy/peareHTy, LWo

BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLUTBa Ad|

3a
peyenmom

UA/15526/01/02




Ne

Hassa

168

n/:-1

NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

202.

MNPAMIMEKCON

(iHWi 3MiHW y MeTogax BUNPoOyBaHHSA
(BKNtOHAOUM 3aMiHy abo fonoBHeHHs) APl abo
BVXifHOro/MPOMiXXHOro NPOAYKTY) - AONOBHEHHS

MEeTOZAiB KOHTPO/IO A/18 [il0H0T PeYOBUHN
Pramipexole dihydrochloride monohydrate
aHaniTMYHOK METOAMKO A5 BUSHAYEHHS

TecTy «3aNLLIKOBI PO3UYNHHWKN» A1 HOBOIO
Bupo6bHMka HETERO DRUGS LIMITED, IHgjs
(meTog 2.2.28 A®Y)

203.

-3H

MPAMIMEKCON

Tabnetku no 0,25
Mmr; no 10 TabneTok
y 6nicTepi; no 2 abo
3 6nictepuy
KOpobLi 3 KapTOHY

ToBapucTso 3
06MeXeHo
BiANOBIAaA/bHI
CTHO
«®apmavuesTu
YHa KOMNaHis
«30poB’A»

Ykpaina

ToBapucTso 3
06MeXeHot
BiANOBIAALHICTIO
"XapkiBcbke
hapmaLeBTuyHE
nignpueMcTeo
"340poB'a
Hapoay"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHa 3asaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiAANOBIAa/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3MiHa ynoBHOBaXXeHO!
0co6U 3asBHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnag. Jitoya pefakuis: 3uMuubka
MapuHa OnekcaHgpisHa. MponoHoBaHa
pegakuis: LLleBueHko OneHa IropiBHa. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0CO6M
3asBHMKa, BigNoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa MicLe3HaxomKeHHs MacTep-daiina
cucteMu dhapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

3a
peyenmom

UA/13191/01/01

-3H

Tabnetku no 1 wmr;
no 10 TabneTtok y
6nicTepi; no 2 a6o 3
6nictepun y kopobui 3
KapTOHY

ToBapucTso 3
06MeXeHot
BignoBiga/IbHI
CTIo
«®dapmMaLeBTu
YHa KOMNaHis
«30pOB’'A»

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAA/TbHICTIO
"XapkiBcbke
hapmaLeBTuyHe
nigNpPUEMCTBO
"340poB'a
Hapoay"”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka
peecTpavuiiiHoro noceig4eHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPKEHHS;
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX AaHuX
npo cuctemy dapmakoHarnsgy (BBefeHHs

3a
peyenmom

UA/13191/01/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

y3ara/lbHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO!
0co6u 3asBHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag,. [itoya pefakyis: 3umnubka
MapuHa OnekcaHgpisHa. MponoHoBaHa
pegakuisi: LlesueHko OneHa IropisHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0cOo6u
3asBHVMKa, BigNoBigasIbHOI 3a hapMmakoHarnsg.
3MiHa Micue3HaxomKeHHs MmacTep-dhaiina
cucteMu dhapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

204.

MPErABA/IH-
3H

PO34MH OpasbHUIA,
20 mr/mn; no 100 mn
a6o 200 mn y
donakoHi; no 1
donakoHy pasom 3
[103y104NM
NPUCTPOEM Yy
KopobLi

ToBapucTso 3
06MexeHot
BiANOBIAaA/bHI
CTHO
"®apmaueBTn
YHa KOMNaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"XapkiBcbke
hapmaveBTuyHe
nignpyeMcTBo
"340poB'a
Hapoay"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXKeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy)- 3miHa ynoBHoBaXKeHoi 0cobu
3asBHVKa, BifNOBiAabHOI 3a thapmakoHarnsag,.
[itova pepakuia: 3uMmuupka MapuHa
OnekcaHgpiBHa. MponoHoBaHa pejakLis:
LLleBuyeHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CObY 3asiBHYKA,
BiANOBiAabHOT 32 hapmakoHarnsag. 3MiHa
MiCLie3HaxoMKeHHs1 MacTep-haiina cucremu

3a
peyenmom

UA/16783/02/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.

205.

MPErABA/IH-
3H

Kancynm TBepai no

75 mr, no 10 kancyn
TBEPAMUX Y bnicTepi;
no 2, 3, 6 bnictepis
Y KOPOO6Lj 3 KApTOHY

ToBapucTso 3
06MexeHot
BiANOBIAa/bHI
CTHO
"®apmaueBTn
YHa KOMNaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"XapkiBcbke
hapmaveBTuyHe
nignpyeMcTBo
"340poB'a
Hapoay"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/ibHeHuX AaHnx npo cuctemy
thapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3MiHa ynoBHOBaXXeHO!
0co6u 3asBHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnag. Jitoya pefakuis: 3umuubka

MapwuHa OnekcaHzpiBHa.
MponoHoBaHa pegakuis: LLieBueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MiCLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsagy

3a
peyenmom

UA/16783/01/01

206.

MPErABAJIH-
3H

Kancysv Teepai no
150 wmr, no 10
Kancysn TBepaux y
6nictepi; no 2, 3, 6
6nicTepiB y kKopooui
3 KapTOHY

ToBapucTso 3
0bMexeHot
BignoBigasIbHi
cTHo
"®apmaueBTn
YHa KOMNaHis
"3p0pos'a"

YkpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/IbHICTIO
"Xapkiscbke
thapMaueBTNyHE
nigNPUEMCTBO
"340poB'a
Hapoay"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHa 3asaBHuKa J13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Bif 23.07.2015 Ne 460) BeefeHHS 3MiH
NPOTSArom 6-Tv MiCSILIB MiCNs 3aTBEPAKEHHS;
3MiHu | TUNY - 3MiHKn Woao0
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
BBeieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHunx
npo cucTemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnX Npo cucTemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXKeHOT ocoou,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asiBHvKa An1s 34iCHeHHs

3a
peyenmom

UA/16783/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6u,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/HOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapmakoHarnag. Jitoya pegakuisi: 3uMuubka
MapuHa OnekcaHgpiBHa.
MponoHoBaHa pegakuis: LLieBueHko OnexHa
IropiBHa. 3MiHa KOHTaAKTHUX JaHUX
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapmakoHarniagy Ta noro Homepa. 3MiHa micus
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy
207. | NPEAN3NH® Tabnetkun BAT "lepeoH YropuwyHa BAT "lepeoH YropumHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/11298/01/01
NPOIOHIOBaHoT Aji, PixTep" PixTep", Monbwa/ 3MiHKM | TUNy - 3MiHK Woao peyenmom
BKPWTi NNiBKOBOIO YropumHa (Bunyck PymyHis 6e3nekn/edhekTVBHOCTI Ta papMakoHarniagy.
o6onoHkoto, no 35 cepii); TOB 3MiHa yacToTy Ta/abo TepMiHiB NogaHHsA
mr; no 10 TabneTok "l'epeoH Pixtep perynsipHO OHOB/IHOBaHMX 3BITIB 3 6e3MeKn
y 6nicTepi; no 6 Monbwa", NiKapcbKknx 3acobiB - 3MiHa 4acToTK Ta TePMiHY
6nictepiB y MonbLa NnoJaHHs perynsipHO OHOB/IKOBAHOTO 3BiTY 3
KapTOHHIA KopoobLi (KOHTpO/b SIKOCTI, 6e3nekn nikapcbKoro 3acoby:
[03BiN Ha BMNYCK [itova pegakuis:
cepii; YacToTa nogaHHa PO3B — 1 pik; KiHueBa gata
BMPOGHMLITBO ONA BKNOYEHHS fgaHux go PO3b — 06.08.2023
Hepo3ghacoBaHOro p.; Aata nogaHHa — 15.10.2023 p. [NponoHoBaHa
NPOAYKTY, pepakuis:
nepBuHHa YactoTa nogaHHa PO3b — 3 poku; KiHueBa gata
yNakoBKa, ONA BKNHOYEeHHA gaHux o PO3b — 06.08.2023
BTOPUHHA p.; Aarta nogaHHa — 04.11.2023 p.
ynakoBska); FefeoH PekomeHaoBaHO [10 3aTBEPKEHHS Bi4NOBIAHO
PixTep PymyHis [0 NepioguyHOCTI NOAAHHS perynsipHo
A.T.,PymyHis OHOB/IHOBAHUX 3BITIB 3 6e3nekn Tikapcbkmx
(KOHTPOSIb AKOCTI, 3aco6iB y €BponeiicbkoMy Coto3i.
[103BiN Ha BUMNYCK
cepir;
BMPOGHMLITBO
Hepo3dacoBaHoro
NpOAYyKTY,
nepBuHHA
ynakoBka,
BTOPUHHA
yNakoBKa)
208. | MPECAPTAH® TabneTku, BKPUTI Inka IHAis Inka labopatopi3 IHAis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a - UA/8575/01/03
-100 NNiBKOBOO JlTabopatopi3 JNimiteq 3MiHu | TMny - 3MiHK Woa0 peyenmom
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
o60s10HkKot0, Mo 100 Nimiteq 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
Mr; no 14 Tabnetok (iHWi 3MiHM) 3MiHVM BHECEHO [0 TeKCTy
y 6nicTepi; no 2 MapKyBaHHsS NepBMHHOT Ta BTOPUHHOI YNakoBOK
6nictepu y nikapcbKoro 3acoby CTOCOBHO Koay
KapTOHHIA navi; no nakyBa/lbHOro MaTepiasly Ta TakoX pefakuiiiHux
10 Tabnetok y npaBokK
6nictepi; no 3
6nictepun y
KapTOHHIM nayui
209. | MPECAPTAH®- | TabneTku, BKPUTI Inka IHais Inka /laboparopi3 IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/8575/01/02
50 NNiBKOBOIO Nabopatopi3 Nimiten 3MiHu | TUnNY - 3MiHK Woao0 peuenmom
o60n10HkKot0, No 50 Nimiteq 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Mr no 10 TabneTok y (iHWi 3MiHM) 3MiHVM BHECEHO [0 TeKCTy
6nictepi; no 3 MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
6nictepn B NiKapcbKoro 3acoby CTOCOBHO KOAy
KapTOHHI kopobuyj; naKyBa/lbHOro MaTepiasny Ta TakoX pefakuiiiHux
no 14 TabneTtok y npasok
6nicTepi; no 2
6nictepu B
KapTOHHI KOopoo6Li
210. | NPIOPUKC- niochinisoBaHuii nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4O peecTpaviiHnX MmaTepiasiis: 3a - UA/16549/01/01
TETPA™ NOpOLLOK AN AH EkcnopT BpuTaHis Bionopxikans C.A. 3MiHn | TUNY - 3MiHK 3 iKOCTi. FoTOBMIA peuyenmom
KOMBIHOBAH iH'eKUili 1 chnakoH 3 Nimiteq Nikapcbkunii 3aci6. KOHTponb roToBoro
A BAKUVHA NOPOLLKOM Y NiKkapcbKoro 3acoby. 3miHa y MeToaax
anda KOMNNekTi 3 BMMNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
APO®ITAKTUK | po3uvHHMKOM (BOAA (iHwWi 3mMiHM y MeTogax BunNpobyBaHb
N KOPY, Ons iv'ekuin) no 0,5 (BKNKOUAOUM 3aMiHy ab0 AOMOBHEHHS)) 3amiHa
ENIAEMIYHOI mn (1 gosa) y MEeTOAY KiflbKiCHOro BU3Ha4YeHHs BMICTY
O NMNAPOTUTY, nonepeaHbLo CMpPOBAaTKOBOro 61yaqoro asiboyminy ans
KPACHYXU TA HanoBHEHOMY nokasHuka Bovine Serum Albumin (BSA) content
BITPAHOI wnpui (y KOMnaekTi test Ha HaniBKiNbKiCHNIA MeTof, (rpaHnNyYHKiA TecT)
BICnun, XXNBA 3 iBOMAa ronkamu (Semi-quantitative (Limit test) BSA content) y
ATEHYNOBAH abo 6e3 rosiok) abo nynax ouuiieHunx Bipycis Measles, Mumps,
A y amnynax y Rubella, Varicella (MMRYV) (Clarified virus pools)
BaKyyMHilA Ta y npoaykti MMRYV final bulk. BHeceHHs
CTepW/bHIl pefakuiiHMx NpaBokK Ao po3ginis 3.2.5.4.2,
ynakosLi; no 1 3.2P.52T123.2.543
BaKyyMHilA

CTepwW/bHIil ynakoBuj
Y KapTOHHIil kopobL;
1 donakoH 3
MOPOLLKOM y
KOMMNEKTi 3
pO34MHHMKOM (BOAA
Ons iv'ekuin) no 0,5
mn (1 gosa) y
nonepeaHLo
HarnoBHEHOMY
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
LNpULi Y BakKyyMHIiA
CTEpUSbHIl
ynakosLi; no 1
BaKyyMHili
CTEPWUSIbHIl ynakoBLi
Y KapTOHHIi kopobLyi;
1 donakoH 3
MOPOLLKOM Y
KOMMEeKTi 3
pO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
mn (1 gosa) B
amnysi y BaKyyMHiiA
CTEpUSbHIl
ynakosLi; no 1
BaKyyMHili
CTEPUSIbHIl ynakoBLi
Y KapTOHHIi kopobui
211. | NPO3EPVH PO34UH ON15 iH'EKLLN, ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/8836/01/01
0,5mr/Mnnolmns 06MeXeHo BMPOBHULTBA, 3miHa 3asBHuka /13 (MIBIM) (BnacHuka peuenmom
amnyni; no 10 BignoBiga/IbHI KOHTPO/b SKOCTI, peecTpavuiiiHOro noceig4eHHs) (3rigHO Hakasy
amnyn y kopobui 3 CTIo BUNYyCK cepil: MO3 Big 23.07.2015 Ne 460) BBeeHHs 3MiH
KapToHy; no 1 mn B «dapmaLeBTu ToBapwuCTBO 3 NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPLKEHHSI.
amnyni; no 5 amnyn YHa KOMNaHis 0bMexeHoto 3MiHu | TURY - 3MiHK Woao
y 6nicTepi; no 2 «3[0pOoB’A» BiANOBIAA/IbHICTIO 6e3nekn/ehekTMBHOCTI Ta thapmakoHariagy.
6nictepun y Kopobui 3 "XapkiBcbke BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX
KapToHy; no 1 mn B hapmaueBTUyHe npo cuctemy chapmakoHarnsgy (BBefeHHS
amnyni; no 10 nignpueMcTBO y3ara/lbHeHUX JaHnx npo cuctemy
amnyn y 6nictepi; no "340poB's thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
1 6nictepy y Hapoay", YkpaiHa BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
KOpOOGLii 3 KapTOHY BCi cTagii thapmakoHarnsgy; KOHTakTHOi ocobu 3
BMPOGHMLITBA, dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS

KOHTPONb AKOCTI:
ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"@apmavueBTnyHa
KOMnaHis
"3p0pos'a”,
YKpaiHa

hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy

(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm

hapmakoHarnagy) - 3MiHa ynoBHOBaXXeHO!
0co6U 3asBHVKa, BiANOBIAA/ILHOI 3a

thapmakoHarnsag,.

[itova pepgakuisn: 3umuupka MapuHa
OnekcaHgpiHa. MNponoHoBaHa pefakuis:
LLleBueHKo OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MiCLle3HaxopKeHHs1 macTep-thaiina cuctemu
(hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNIbHOCTI 3
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
dhapmakoHarnsgy.
212. | PAHOCTON® Ma3b 10 %; no 20 r MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 6e3 nionsieae UA/8650/01/01
abo no 40 r, abo no "OITOPAPM" "OITOPAPM" aAMiHICTpaT1BHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
100 ry Ty6i; mo 1 Ta/abo agpecy 3asiBHMKaA (B/lacHUKa
Ty6i B nayui 3 peecTpauiiHoro NocBigYeHHs1). 3MiHM BHECEHI B
KapToHy po3gin "Micue3HaxomKeHHs 3asBHUKA" B
IHCTPYKL,it0 4159 MEeANYHOro 3aCTOCyBaHHS
NiKapCbKOro 3acoby Yy 3B'A3KY 3 YTOYHEHHSM
afpecy 3anBHVKa. BBegeHHs 3MiH npoTarom 6-
TW MiCALIB MiC/A 3aTBEPAKEHHS.
213. | PEBALMVO TabneTku, BKPUTI Biatpic CLIA Papesa Ambyas PpaHLis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3a He UA/6839/01/01
NNiBKOBOIO CnewenTi 3MiHK | TUNY - AOMIHICTpaTMBHI 3MiHK. 3MiHa peuyenmom | niosnsizae
060n10HkKoto, no 20 nnc HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
Mmr, no 15 Tabnetok (BNacHvika peecTpauiiiHoro NocBigYeHHs) -
y 6nicTepi; no 6 3MiHa BHOCUTbLCS Y 3B’SA3KY i3 3MiHOIO
6nictepis y HaliMeHyBaHHs Ta agpecu 3asaBHMKa 6e3 3MiHK
KapTOHHIA KOopoo6Li caMoi topuanYHOT agpecu. 3MiHM BHeCeHi y n.6
IHWE nepBuHHOI ynakosku Ta n.17 IHWE
BTOPWHHOT yNakoBKM MiKapCbKoro 3acoby oo
norotuny 3asiBHUKa. TepMiH BBEAEHHSA 3MiH
npoTsirom 12 micauiB nic/s 3aTBepakKeHHst
214. | PE3ICTON® Kpanni opasbHi; no MAT YkpaiHa MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis: 3a - UA/13789/01/01
20 mn abo no 50 mn "Manuudapm” 3MiHY | Tuny - 3MiHn 3 akocTi. A®l. KoHTposb peyenmom

y doniakoHi 3
npo6Kot-
KpanensHuueto; no 1
chnakoHy B naui

A®l. 3miHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MeX, BU3HAYEHUX Y cneumdikauisx
Ha A®I, ab0 BUXigHWIA/NPOMIKHNIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BUpobHuuTBa AP (iHLWi 3MiHK).
CynyTHSA 3MmiHa- 3MiHN 3 aKkocTi. A®Il. KoHTponb
A®l. 3miHa y meTogdax BunpobyBaHHs AdD| abo
BUXIQHOrO MaTepiany/npoMixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| (iHWwi 3mMiHK y
MeToAax BUNpobyBaHHA (BKIOYAOUMN 3aMiHy
abo gonosHeHHs) A®| abo
BVIXiLHOro/MpOMDKHOro NMPOAYKTY) BHECEHHS 3MiH
[0 MaTepianiB peecTpauiiHoro focke
nikapcekoro 3acoby PE3ICTO/®, kpanni
opasbHi, no 20 mn, no 50 mn 'y dnakoHi, no 1
hnakoHy y nauui, nos'a3aHe 3 HEOOXiAHICTIO
BHECEHHSA Y cneundikaLito Ta METOAM KOHTPOSI0
NIIKaPCbKOT POC/IMHHOI cMpoBuHM MENTAPTOHIT
KOPIHb, L0 BUKOPUCTOBYETLCSA NpU
BUPO6HMLTBI A®I MENAPIOHIT KOPEHIB
EKCTPAKTY PIAKOIO, oHOBAEHyY iHdhopmaLito
no nokasHukax "Onuc" Ta "Curtosuii aHani3" (ans
pi3aHoi cMpoBKHW). Y BUPOGHULTBI API
MENAPIOHII KOPEHIB EKCTPAKTY PIAKOIO,
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

HeobXifHe BUKOPVUCTaHHSA b6iNbLL ONTUMasIbHOTO
CniBBIAHOLLEHHS YACTUHOK pi3aHOl CMPOBUHU
MENAPIOHIT KOPEHIB, a came: MeHLLOT BABiYi
[0ni NoApiGHEHNX KOPEHIB 3 pO3MipOM YaCTUHOK
MeHLe 1 MM (3 He 6inblie 60%, [0 He GinbLue
30%).

215.

PESICTO/I®

Kpansni opasibHi; in
bulk: no 20 mny
donakoHi; no 88
h1aKkoHiB y Kopobi
KapTOHHOMY;

in bulk: no50 mny
donakoHi; no 80
donakoHiB y KOpobi
KapTOHHOMY

MAT
"Tanuucapm”

YkpaiHa

MNAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis:
3MiHK | TUny - 3miHK 3 AkocTi. APL. KoHTposib
A®l. 3miHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MeX, BU3HaAYeHUX Y cneumdikauisax
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTHCA Y
npoveci BupobHuuTBa A®I (iHWi 3MiHNK).
CynyTHSA 3MiHa- 3MiHM 3 AKOCTi. A®Il. KOHTpob
A®l. 3miHa y meTogax BunpobyBaHHs AdD| abo
BUXIQHOIO MaTepiany/npoMixHoro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWi 3MiHW y
mMeTogax BUNpobyBaHHA (BKIOUAUN 3aMiHy
ab60 fonoBHeHHs) APl abo
BVIXiHOro/MpoMiKHOro NpPOAYKTY) BHECEHHS 3MiH
[0 MaTepianiB peecTpauiiHoro Jocbe
nikapcekoro 3acoby PE3ICTO/®, kpanni
opasnbHi, no 20 mn, no 50 mn 'y dnakoHi, no 1
o1akoHy y nauli, moB'sA3aHe 3 HeOOXiAHICTIO
BHECEHHS y cneumdikaLlito Ta MeToan KOHTPOI0
NIKaPCLKOT POCIMHHOT cupoBUHU MEJTAPTOHIT
KOPIHb, w0 BUKOPUCTOBYETLCS NpU
BUPO6HULTBI A®I MENAPIOHIT KOPEHIB
EKCTPAKTY PIAKOIO, oHOBAEHyY iHdhopmaLito
no nokasHukax "Onuc" Ta "Curtoswuii aHani3" (ans
pi3aHoi CMpOBUHNY). Y BUPOGHULTBI AD]
MENAPFOHIT KOPEHIB EKCTPAKTY PIAKOIO,
HeobXifHe BUKOPUCTaHHA 6iNbLL ONTUMasIbHOTO
CniBBIAHOLLEHHS YAaCTUHOK pi3aHOi CMPOBUHMN
MENAPIOHIT KOPEHIB, a came: MeHLLOT BABiYi
[0ni noapibHEeHNX KOPEHIB 3 pO3MipOM YaCTUHOK
MeHLe 1 MM (3 He 6inbLue 60%, [0 He GinbLue
30%).

UA/14765/01/01

216.

PENI®® NMPO

cynosuTopii
pekTasbHi no 5
Cyno3nTopiiB y
cTpuni; No 2 cTpunn
B nauu,

Baiiep
KoHcbomep
Kep Al

Lseiiuapi
A

IcTiTyTO e AHxeni
C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
3MiHM | TURY - 3MiHK 3 akocTi. CepTudikaT
BignoBiaHOCTI/IE-cepTucpikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI ab0 BU/TyYEHHS1 cepTudikaTa
BiANoBiaHOCTI EBponelickkiin hapmakonei: Ans
A®I; ans BUXigHOrO
mMaTtepiany/peareHTy/NpoMiKHOIoO NPOAYKTY, WO

6e3
peyenma

nionsieae

UA/10318/02/01
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Ne
n/n

Hassa
NiKapcbKo20

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[0MOMDKHOT peyoBUHU (cepTudikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei) -
OHoBreHMIA cepTudikaT Bif yXe 3aTBepXKEHOro
BMPOBHUKA - NOaHHA OHOBJIEHOro cepTudikara
BiANoOBIAHOCTI €Bponeiickkil thapmakonei Ne R1-
CEP 1996-020 - Rev 08 (3atBepmxeHo: R1-CEP
1996-020 - Rev 07) ana A®I nigokaiHy
rigpoxnopuay Bif BXe 3aTBEPKEHOr0
BMpOo6HMKa Moehs Catalana S.L., Spain. fk
Hacnifok pefakuiiHa 3miHa Ha3su AdI| 3
nigokaiHy rigpoxnopuay (6e3sogHoro) Ha
nigokaiHy rigpoxnopuay MoHorigpar
MiKpOHi30BaHMiA. 3MiHW BHECEHI Y po3Ain
"Cknag" B iHCTPYKLO 4518 MeANYHOro
3aCTOCYyBaHHS Nikapcbkoro 3acoby Ta sk
Hacnigok - BiANOBIAHI 3MiHW y TEKCTI MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BeefeHHs 3MiH
NpoTSArom 6-TM MicALiB Mic/1a 3aTBepAKEHHS

UA/8747/01/01

217.

PUB'AYNI
XUP

piaMHa opasibHa, no
50 mn1 a6o no 100
My ¢priakoHi; no 1
donakoHy B nauui 3
KapTOHY; No 50 mn
a6o no 100 mn y
6aHLi; no 1 6aHui B
nauuj 3 KapToHy

AT
"Nly6Hnchapm"

YKpaiHa

AT "ly6Hnchapm"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MmiHn | TMRY: 3MiHK 3 aKkocTi. FoToBwMiA
NiKapcbkunii 3aci6. KOHTpoNb roToBOro
niKkapcbkoro 3acoby. 3MiHa y MeToaax

BMNPOGYBaHHSA roTOBOrO /IiKapPCbKOro 3acoby
(iHWi 3mMiHM y MeToaax BUNpobyBaHb
(BKItOYAKOYM 3aMiHy a60 [JONOBHEHHS)) -
BHECEHHS 3MiH A0 MeToAy KoHTponto /13 3a
nokasHNKoM «KifibkicHe BU3Ha4eHHs. BitamiH
D3» (4®Y, 2.2.29). 3miHa CTOCYETLCA YMOB
XpomaTtorpadyBaHHs, ski NpyBeaeHo y
BiANOBIAHICTb A0 MOHOrpadii €® «COD-LIVER
OlL» 3 MeTOoI0 NokpaLleHHs xpomaTtorpadiyHoro
PO34iNEHHST KOMMNOHEHTIB.
3MmiHu | TMNy: 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkunii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nNiKkapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH
A0 n. «KinbkicHe BU3Ha4YeHHs» Cneupudikadii
N3. 3MiHeHO foNYCTUMI MeXi BMICTY aKTUBHUX
KOMMNOHEHTIB /13 - BiTamiHy D3, BiTamiHy A Ta
XXUPHUX KMCNOT. HopMyBaHHSI akTUBHUX
KOMMOHeHTIB J13 npvBeAeHo [0 BUMOT

MoHorpadii €Bponeiicbkoi thapmakonei «COD-

LIVER OIL». 3miHun | Tny: 3miHu 3 skocTi. API.

KoHTposnb A®I. 3miHa y MeTogax B1unpobyBaHHs

Ad| abo BUXigHOrO MaTepiany/npPoMiKHOro

NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y

6e3
peuyenma
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
npoueci BupobHuutea A®I (iHWi 3mMiHK y
MeTofax BUNPOo6YyBaHHSA (BKIOUAKOUMN 3aMiHy
abo gonosHeHHs)) A®I abo
BWXi4HOro/MpOMiXXHOTO NPOAYKTY) - BHECEHHS
3MiH g0 MeToay koHTposnto A®I 3a n. «KinbkicHe
BM3HAYEHHs. BitamiH D3» (AdY, 2.2.29). 3miHa
CTOCYETLCA YMOB XpomaTtorpadpyBaHHs, ki
npuBeAeHO Y BIANOBIAHICTbL A0 MOHOrpagil
€aponelicbkoi thapmakonei «COD-LIVER OIL» 3
METO0 NOKpaLLEeHHA XpomaTorpadivyHoro
pO3A4iNeHHA KOMNOHEHTIB. 3MiHM | TUNy: 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMUX MeX,
BM3HaYeHuX y cneyndikauisx Ha A®l, abo
BMXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTBCSA Y Npoueci BupobHuutea Ad|
(iHWi 3MiHW) - BHECEHHS 3MiHM 80 N. «KinbkKicHe
BM3HauYeHHa» Cneuudikauii A®l. 3MiHeHO
[0NyCTUMI MeXi BMICTY aKTMBHUX KOMMOHEHTIB
N3 - BiTamiHy D3, BiTamiHy A Ta XMPHUX KACNOT.
HopMyBaHHS akTVBHUX KOMMNOHEHTIB NPUBEAEHO
0,0 BUMOT MoHorpadpii €BponeiicbKoi
apmakonei «COD-LIVER OlL».
218. | PUHA3OMIH® cnpeii HasaslbHWiA, AT "dapmak" YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 - UA/7191/02/01
0,5 mr/mn no 15 mn 3MiHW | TUny - 3MiHK 3 AKocTi. FoTOBMIA peyenma
y thnakoHi nikapcbkunii 3aci6. (iHLWi 3miHW). YHidikayisa
noslieTuIeHOBOMY, nponncy mMatepiasly NEPBUHHOI YNakoBKM Ha
3abe3neyeHomy TUTYNBHINA cTopiHUi MKA /13 Ta 'y p. «YnakoBka»
Hacafxoro 3 MKS$ 3 peecTpauiitHumm matepianamu Ha /13
[03aTopoMm i
3aXUCHUM
KoBnaykom; no 1
donakoHy B nauui 3
KapToHy; no 10 mny
doNakoHi CkIsiHoOMY
6GpyHaTHOrO
KOMbopYy,
3abe3neyeHomy
HacoCcoM-[,03aTopoMm
3 po3nusoBaYem
Ha3asibHOro
npu3HayeHHs; no 1
donakoHy B nauui 3
KapToHy
219. | PIHBOK TabneTkn, BKPUTI E66BI LLseliyapi nepBuHHE Ta ITanis/ BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a He UA/18371/01/01
NNiBKOBOO Biochapmacbto A BTOPVHHE Ipnangis/ 3MiHu Il TUny - 3MiHn Woao peuyenmom | niosisizae
060/10HKOI0, Tikan3 MmeX nakyBaHHs, BUMYCK CLWA 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.

NPOJIOHIOBaHOI Aji,

cepii: E66BI

3MiHM Y KOPOTKIil XapaKTepucTuLli Nikapcbkoro
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HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
15 mr; Ne 28: no 7 C.p.n., Itanis; 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
Tabnetok y 6nictepi, BMPOOHULITBO MeAMNYHOro 3aCTOCyBaHHS y 3B'A3KY i3 HOBUMU
no 4 6nictepu y nikapcbkoro OaHVIMU 3 SKOCTi, AOK/MIHIYHUMU, KAIHIYHUMUA
KapTOHHIA KopooLi 3acoby,

TecTyBaHHsA: E6GOBI
Aipneng HN B.B.,
IpnaHgjs;
TecTyBaHHA nig,
yac 36epiraHHs:
E66Bi IHk., CLLA

3acTocyBaHHA", "4.5 Ocob11Bi 3aCTepeXeHHA Ta

3acTocyBaHHs TohaumTMHIOY (iHWoro iHribiTopa

JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwyi
Ta [0 po3fiNniB KOPOTKOI XapakTepucTuku "4.5
Oco6uBI 3aCTEpPeXeHHS Ta 3anobikHi 3axoamn
npu 3actocyBaHHi", "4.9 Mob6iuyHi peakuii” , a
came iHchopMalii LLoAo peakyii
rinepyyTNBOCTI, Takmx SIK aHadpinakcia Ta
aHrioHeBPOTUYHUIA HAOpPSK. BBeAeHHS 3MiH
NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu Il TMny - 3MiHK Woao
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMM 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW
AaHVMK Ta JaHumu 3 dhapmakoHarnsagy - 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHS NikapcbKoro 3acoby A0 po3zinis
"Ocob6nmBocTi 3acTocyBaHHS", "MobiuHI peakw;jii”
Ta [10 po3Ai/iB KOPOTKOT XapakTepucTuky "4.5
Oco06MBI 3acTepexeHHs Ta 3anobkHi 3axoau
npu 3actocyBaHHi", "4.9 Mob6iuHi peakuji”, a came
iHchopMmalii LWoA0 BUHMKHEHHS AOOPOSKICHMX,
3/109KICHUX Ta HeYTOYHEHNX HOBOYTBOPEHb
Taknx K HeMesnaHOMHWIA pak LWkipy. BeegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEepPAKEHHS. 3MiHN Il TNy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKIili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MEJMNYHOro 3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBMMMU
OaHUMM 3 SAKOCTi, AOKNIHIYHUMU, KNIHIYHUMUN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHu
BHECEHO [10 IHCTPYKLi 415 MenyYHOro
3acTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "MobivHI peaxuii”,
"Cnoci6 3acTocyBaHHs Ta 4o3n" Ta A0 po3ainis
KOPOTKOI XxapakTepuctuku "4.2 [lo3n Ta cnocio

3anobixHi 3axoaun npu 3acTocysaHHi", "4.9
Mob6iuHi peakwii”, a came iHdopmauii Lwoa0
pe3ynbTaTiB KNiHIYHOIO AOCNIKEHHS

JAK, SIKMA HaNeXnTb A0 OAHOro Kiacy 3
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
ynagaumuTuHibom [0 CeNekTUBHNX Ta 060POTHUX
iHriBITOPIB AAHYC-KiHAa3W). BBEAEHHSA 3MiH
NPOTArom 6-T1 MiCALIB MiCNS 3aTBEPKEHHS
220. | PO3YBACTAT TabneTku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma IcnaHis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a He UA/19505/01/01
NH-TEBA NNiBKOBOO YkpaiHa» C.LYy. 3MiHKM | TUNy - 3MiHK WoAa0 peyenmom | niosisi2ae
060/10HKOI0, N0 5 Mr; 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
no 10 TabneTok y 3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
6nictepi; no 3 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
6nictepu y MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
KapTOHHI KOpo6Li perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NAaHy nefiaTpUyHNX JOCAIAXKEHb
(PIP) (iHWi 3MiHK). 3MiHW BHECEHI A0 IHCTPYKLUIT
AN MeAMYHOro 3acToCyBaHHSA NMiKapCbKoro
3acoby y po3ginu "OcobnmnBoCTi 3aCToCyBaHHA",
"Mo6iuHi peakwji" BigNoBigHO A0 iHchopmauii 3
6e3nekun nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-T1 MiCALLIB MiC/s 3aTBEPKEHHS
221. | PO3YBACTAT TabneTku, BKPUTI TOB «TeBa YkpaiHa TeBa ®apma IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a He UA/19505/01/02
NH-TEBA NNiBKOBOO YKpaiHa» C.Yy. 3MiHKM | TRy - 3MiHK Woa0 peyenmom nionsieae
060/10HKOH0, M0 10 6e3nekn/eddekTBHOCTI Ta hapMakoHariagy.
mr, no 10 Tabnetok 3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
y 6nicTepi; no 3 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
6nictepn y MeAMYHOro 3aCTOCyBaHHS Ha MiAcTaBi
KapTOHHI KopooLi perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS /likapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
Bi4MOBIAHO A0 N/1aHy NeaiaTpUYHNX SOCIAKEHb
(PIP) (iHWi 3MiHK). 3MiHW BHECEHI 0 IHCTPYKLUIT
ON9 MejYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby y po3ginun "OcobnmnBoCTi 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BignoBigHO A0 iHchopMmaLii 3
6e3nekun nikapcbkoro 3acoby. BeefeHHSA 3MiH
NpPOTSArom 6-TM MicAILiB Mic/1A 3aTBePAKEHHS
222. | PO3YBACTAT TabneTku, BKPUTI TOB «TeBa YkpaiHa TeBa ®apma IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a He UA/19505/01/03
NH-TEBA NNiBKOBOO YkpaiHa» C.Yy. 3MiHKM | TUNy - 3MiHK WoA0 peyenmom nionsieae
o6osoHkoto, no 20 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
mr; no 10 TabneTok 3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
y 6nicTepi; no 3 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
6nictepu y MeJMYHOro 3aCTOCYBaHHS Ha niacTasi
KapTOHHiA Kopoo6Li perynspHo OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS J1iKapCbkoro 3acoby B
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Ymosu

Peknam

Homep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUnyCKy
(nikapcbka gpopma,

Kpaina
3asBHUKa

3asaBHUK

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

YBaHHsT*

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakoska)

nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpUyHNX JOCAIAKEHD
(PIP) (iHwi 3MiHW). 3MiHM BHECEHI A0 iHCTPYKL,i
AN MeAMYHOro 3acToCyBaHHSA NiKapCbKoro
3acoby y po3ginu "OcobnnBocCTi 3aCToCyBaHHA",
"Mo6iuHi peakwji" BigNoBigHO A0 iHchopmauii 3
6e3nekun nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-T1 MICALIB MiCNs 3aTBEPKEHHS

6e3

nionsieae

UA/12490/01/01

223.

POMIHO3

Tabnetkn 10 mr, no
10 TabneTok y
6nictepi, no 2
6nictepu B
KapTOHHIA KopooLi

TOB «YOPN[, YkpaiHa

MEANLMH»

ABC
dapmayeyTidi
C.n.A.

ITanisa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHa 3asaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) TepMiH BBEAEHHSA
3MiH NPOTAroM 6 MiCALIB MiCNs 3aTBEPAKEHHS;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/ibHeHuX AaHunx npo cuctemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6H,
BiAANOBIAa/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy)- 3miHa ynoBHoBaXKeHoi 0cobu
3asBHVKa, BigNoBiAabHOI 3a thapmakoHarnsag,.
[litova pepakuin: Casiwesa Jlapuca /
Savishcheva Larisa. MponoHoBaHa pegakuis:
Mypno MNaHHa CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXXeHOT 0CO6M 3asBHMKA,
BiANOBiAabHOT 32 hapmakoHarnsg. 3MiHa
MicLA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnagy. 3miHa Micue3HaxoKeHHs
macTep-haiina cuctemu dhapmakoHarnsgy;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHM BHECEHO B TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK

BUMIpIOBAHHS Yy CUCTEMI SI; TaKoX BHECEHO
3MiHn y n. 8. «JATA 3AKIHUEHHA TEPMIHY
NMPNOAHOCTI», n. 12. «<HOMEP
PE€CTPALI,IIZHOFO MOCBIAYEHHA», n. 14.

}'IiKapCbKOFO 33C06y, a Came: BHECEHHA OAVHULb

peyenma

«HOMEP CEPII IKAPCHKOIO 3ACOEY»
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BTOPUHHOI yNakoBkn. BBeAEeHHS 3MiH MPOTAroM
6-TU MicsUIB NicNs 3aTBEPKEHHSA
224. | CANODANDbK rpaHynu Ap. ®anbk HimeuunH Brpo6HMK HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/3745/01/02
racTpope3nCTEHTHI, dapma M6 X a BiANOBigabHUIA 3a 3MmiHu | TMNy: 3MiHK 3 AKkocTi. FoToBWMIA peyenmom

NPONOHIOBaHOI Aji
no 1000 mr no 1860
MF rpaHyn y
nakeTmkax «paHy-
CTuke»; no 50
nakeTuKiB y KOpooLi
3 KapTOHY

BUWMYCK Cepiii
KiHL,EBOrO
NPOAYKTY:

[p. ®ansk apma
'm6X, HimeyunHa.
Brpo6HuK,
[,030BaHoi dhopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHS Ta
KOHTPONb AKOCTI:
NosaH dapma
M6X, HimeyunHa.
dapbin Papma
mM6X, HimeuunHa.
BUpO6HUK,
BiANOBigabHUI 3a
nepBuHHe,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
No3saH ®apma
v6X (Ewbax
cafiiT), HimeyuunHa.
BUpO6HUK,
BiANOBigabHUI 3a
KOHTPO/b SIKOCTI:
HaykoBo-
[0CnigHWiA
iHCTUTYT
Xennenep Mv6X,
HimeuumnHa.
Brpo6HuK,
BiAgnoBiganbHUii 3a
KOHTPONb AKOCTI:
anndgames
dap6in
ApuHelimiTTens
M6X, HimeuunHa

nikapcbkunii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
niKkapcbKoro 3acoby (3BY)XXEHHS [OMYCTUMMUX
MEX) - 3BY)XXEHHSI AONYCTUMMX MeX cneuudikauii
3a NoKa3HWKOM «BMicT 5-amiHocaniunnosoi
kncnotu» 3 95 - 105 % a0 95,0 - 105,0 %. 3MiHn
| Tuny: 3MiHW 3 AKOCTI. FOTOBUIA NiKapCbKuUii
3aci6. KOHTpOonb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BunpobyBaHHs roTOBOr0O
NiKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) - 3MiHU
B MeTofi KOHTponto /13 3a NOKa3HUKOM
«lgeHTudikalis 5-amiHocaniLMNOBOI KNCOTU»,
a came 3MiHa fiana3oHy AOBXWH XBW/b Big, 220-
360 HM 0 200-400 HM (MeTog B, Ph.Eur.
2.2.25). 3miHu | Tuny: 3miHu 3 SKocTi. FoToBUiA
NiKapcbkunii 3aci6. KOHTpoNb roToBOro
niKkapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /IiKapPCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPAXEHNX METOAAX
BMNPOBYBaHHS) - BUyUYEHHA napameTpy
«3ani3o» B MeTofAi «|A4eHTNYHICTb / BapBHUK —
TUTaHy [iOKCUA» Ta BUNPaB/EHHS 4PYKapCbKoT
NOMWJIKM Y BifNOBIAHOCTI A0 BanifoBaHol
mMeToankn. MeTog igeHTudikauii 6ys nomMnaKoso
onucaHuii 4nsa giokcuay TUTaHy Ta okeuay
3asiza. 3MiHu | TUny: 3MiHK 3 AKocTi. FOTOBWMIA
nikapcbkunit 3aci6. KOHTpONb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepPAKEHNX MeToAAx
BUMNPOOYBaHHS) - 3MiHW B 3aTBEPAKEHOMY
MeTogAi BUnpo6yBaHHs /13 3a Noka3HUKOM
«BuBinbHEHHS gitoyoi pevosuHu» (Ph. Eur.
2.9.3.), a came 3amiHa meToay B, sknii 3apas
BUKOPWCTOBYETbLCA (3aMiHa cepefoBULLa
PO3YMHEHHS Bif, KNCOTHOT cTagii o 6ychepHor)
Ha BapiaHT A (aganTauis cepefosua
PO3YMHEHHSA Bif, KUCOTHOT cTagii fo 6ydepHo),
LLO6 peanizyBaTy NOBHICTIO aBTOMATM30BaHe
TecTyBaHHS Ta Biabip npob.
3MiHu | TMNY: 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOrO
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPO6YBaHHS rOTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BK/THOYaOUM 3aMiHy ab0 JOMOBHEHHS)) - 3aMiHa
MeToay BunpobyBaHHsA 13 ons BU3HAYEHHS
iaeHTudikauii, yncToTn Ta BMICTYy 5-
amiHocaniumnosoi kucnoTtu 3 metogy HPLC Ha
meTog UPLC .
3Mminn | TMRY: 3MiHK 3 akocTi. FoToBwMiA
nikapcbkunii 3aci6. KOHTponb roToBOro
niKkapcbkoro 3acoby. 3mMiHa y MeToaax
BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb
(BKTHOYAKOUM 3aMiHYy a60 [JONOBHEHHS)) -
OHOB/IEHHA MeToAy X ANns BU3HAUYEHHA
3a/TMLLIKOBOrO BMICTY PO3UMHHMKA €TaHoy.
MeToz razoBoi xpomartorpadii (M'X) 3amiHeHO Ha
aHasorivyHuiA, ane B6iNbl cyYacHUn MeTog 3
BMKopucTaHHAM GC headspace. 3miHu | Trny:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikKapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro
3aco6y (iHLWi 3MiHM y MeTogax BUNpobysBaHb
(BKNHOYaKOUN 3aMiHy abo [OMOBHEHHS)) -
BW/TyYEHHs napameTpy “"Cmyra nponyckaHHa"
(bandwidth) B meTopgj BUNpo6yBaHHs
«BUBINIbHEHHSA Aj040T PEeYOBUHWY, OCKINbKN
ABNSAETHCA HECYTTEBUM AJ15 OLIHKM PO3UYNHEHOTO
A®I. CnekTpasibHa po3finibHa 34aTHICTb He €
aKTya/lbHO, OCKiNlbkM 1 aHaniT BU3HaYaeTbCs
Ha hikcoBaHii fOBXVHI XBUAi. 3MiHK | TUNy:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikKapcbKkoro 3acoby. 3miHa y
mMeToAax BUNpo6yBaHHSA rOTOBOTO J1iKapCbKOro
3aco6y (iHLWi 3MiHM y MeTogax BUnpobysaHb
(BK/THOYAKOUM 3aMiHy @60 [ONOBHEHHS)) - 3MiHW B
pO3paxyHKOBii chopmysii MeTody BUNpobyBaHHS
«BWBINIbHEHHSA Aj040T PeYOBUHU», a came
anbTepHaTUBHUI PO3PaxyHOK BUBINIbHEHHS
nNiKapcbKoro 3acoby Ha KUCMOTHiI cTagii. 3miHu |
TUny: 3MiHW 3 SKOCTi. FOTOBWIA NiKapCbKuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKkoro 3acoby. 3miHa y
mMeToAax BUNpo6yBaHHSA rOTOBOTO J1iKapCbKOro
3aco6y (iHLWi 3MiHM y MeTogax BUnpobysaHb
(BK/THOYAKOUM 3aMiHy @60 [ONOBHEHHS)) - 3MiHW B
pO3paxyHKOBii chopmysi MeTody BUNpPoByBaHHS
«BUBINIbHEHHSA Ait040T peqyoBuHN». KopekLis
hopmyn po3paxyHKy BMBIfIbHEHHS Npenapary B
OychepHOMY PO34MHI 3 ypaxyBaHHAM
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BVBINIbHEHHS1 B KUCMOTHIN cTagii.
225. | CAIbBYTAMO | kpucTaniyHuii TOB YkpaiHa NY3O0XIMIKA CnA ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: - - UA/15189/01/01
ny CYNb®AT NMOPOLLIOK "MynbTicnpei" 3MiHW | TUNY - AOMiHICTPaTMBHI 3MiHU. 3MiHa
(cybeTaHuis) y HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
noagiiHMX (BNacHvKa peecTpauiiHoro nocBigyeHHs1). 3miHa
nonieTnIeHoBMX agpecu 3asBHuKa
naketax gns
chapmaLeBTUYHOro
3acTOCyBaHHs
226. | CEPMIOH® niodpinizar ana Biatpic CWA Bupo6bHuuTBO, Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a He UA/5183/02/01
PO3UMHY ANS iH'eKUili CnewenTi KOHTPO/b AKOCTI, Benebris 3MiHN | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom | niossi2ae
no 4 wmr; 2 chsiakoHn nnc nepBrHHE HaliMeHyBaHHs Ta/abo agpecu 3asiBHMKa
3 NOPOLLUKOM Ta no 2 nakyBaHHS, BUNYyCK (BnacHvKa peecTpauiiHoro NoCBifYEHHS).
amnynu 3 cepii ansa AAMiHiCTpaTVBHA 3MiHa HaliMeHyBaHHSA Ta
PO3YMHHMKOM Mo 4 MOPOLLIKY: afipecy 3asBHVKa (BN1acHMKa peecTpauiitHoro
M/ (HaTpilo Xs10pua, Baet ®apwma, C.A., noceigyeHHs) 6e3 3MiHV camoi lpUANYHOT
6EeH3asIKOHIt0 IcnaHis ocobu. BnacHukom Pl 3anuwaeTbes ogHa it Ta
xnopwg, soga ans Bnpo6HuLUTBO, cama topuanuHa ocoba. 3MiH1 BHECEHO B TEKCT
iH'eKUil) y KOHTPO/b SIKOCTI, MapKyBaHHs B .6 «IHLWE» (nepBuHHa ynakoBka)
YapyHKOBIi nepBuHHe Tayn. 17 «IHWE» (BTOpUHHA ynakoska) o0
ynakosLii; no 2 nakyBaHHS, BUMYCK 0roTUNY 3asBHUKA. TEPMiH BBELEHHS 3MiH -
YapyHKOBI YNakoBKu cepii gna npoTsArom 12 micauis nicns 3aTBepaXeHHs.
B KapPTOHHIlA PO3YMHHVIKA; 3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
Kopobui; 1 dhiakoH 3 BTOPVIHHE HaliMeHyBaHHs Ta/abo agpecu micus
MOpPOLLKOM Ta no 1 nakyBaHHS Ta NpoBaXeHHS AisNbHOCTI BUPOBHMKa/iMnopTepa
amny”ni 3 BUMYCK cepii Ans roTOBOrO JIiKapCbKOro 3acoby, BKYaym
PO3YMHHMKOM KiHLLeBOro LiNbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
(HaTpito xnopua, NPOAYKTY: KOHTPOJIH0 SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnosigae
6eH3anKoHIo Mdcpaiizep BMPOGHMK/iIMMOPTEp, BKIOYAKOUN BUMYCK CEPIlA).
xnopwg, soga ans MeHtodekuypuHr 3MiHa HalimeHyBaHHA Ta afpecy BUPOOHMKa
iH'EKLLiA) B KAPTOHHIA Benbrisi, benbris BiANOBIAa/IbHOrO 3a BUPOGHMLTBO, KOHTPO/Ib
Kopo6ui; no 4 AKOCTI, NePBUHHE NakyBaHHSA, BUMNYCK cepii Ans
KapTOHHiI KOPO6KH, PO3YMHHVKA; BTOPUHHE NakyBaHHSA Ta BUMYCK
ynakoBaHi pasom B cepii Ans KiHLEeBOoro NpoayKTy, y 3B'A3Ky 3
KapTOHHY KOpOOKYy nprBeAeHHsIM [0 OHOBIeHIl niLeHsii Ta GMP
cepTudikaTi. BupobHuya ginbHuus Ta BCi
BMPOGHMWUYI onepauii 3a1MLIaTbCs He 3MIHHUMU.
TepMmiH BBEAEHHSA 3MiH - NpoTArom 12 micsauis
nicnsa 3aTBepKEHHS.
227. | CUBA3OH Tabnetkn no 5 mrno | ToBapucTeo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a - UA/3052/01/01
10 TabneTtok y 06MeXeHot0 06MexeHot 3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka peyenmom
6nictepi; no 2 BignoBiga/bHi BiANOBIAA/IbHICTIO peecTpauiiHoro nocBig4eHHs) (3rigHo Hakasy
6nictepun y Kopobui 3 cTIo «XapkiBCcbke MO3 Big 23.07.2015 Ne 460). TepMmiH BBEAEHHS
KapToHy «®apmaueBTu hapmaueBTUyHe 3MiH NPOTAroM 6 MICALIB MiCNSA 3aTBEPLYKEHHS.
YHa KOMMaHis nignpreMcTBo 3Mminu | TMRY - 3MiHU Woao
«3[0pOB’sA» «3[0poB’A 6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
Hapopy» BBefeHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHnX

npo cvcTemy chapmakoHarnsgy (BBeAeHHs
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
y3ara/lbHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy). 3MiHa ynoBHOBaXeHOT 0cobu
3asBHVKa, BigNoBiAaIbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: 3umuubka MaprHa
OnekcaHgpisHa. MponoHoBaHa pejakLis:
LLleBueHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[JaHnX yNoBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANoBiAabHOI 3a hapmakoHarnsag. 3MiHa
MiCLie3HaxX0MKEeHHS MacTep-halina cucremu
thapmakoHarnsgy Ta iioro Homepa.
3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.
228. | CUTHI®OP NOpoLLOK AN Pekoppaarti PpaHuis BTOPVHHE LBeiiuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/15926/01/01
NnAP cycneHsii ans Pea Jfisizec nakyBaHHs, Bunyck | Higepnanam 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA peuenmom
iH exuili no 20 wr; 1 cepii: HoapTic / nikapcbknii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHK
hNakoH 3 NOPOLLKOM dapwma LUTelH AT, ABcTpisi/ BMMNpo6yBaHb abo JOMYCTUMUX MEX,
Yy KOMMAEKTi 3 LLiBeiiuapis; HimeuunHa BCTaHOB/EHUX Yy cneuudpikauisx, nig vyac
PO3UYMHHMKOM MO 2 BMPOBHMLTBO, BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acoby
M1y nonepeAHbo KOHTPO/b SIKOCTI, (BMlyYEeHHSt HECYTTEBOTO BUNPOGYBaHHA B
3anoBHeHOMY nepBuHHE npoLeci BUPOGHNLTBA) - BUAAIEHHS
wnpuui (kapmenosa nakyBaHHs HaniBaBTOMaTMYHOrO METOAyY Bi3yasbHOro
HaTpito, MaHiT PO3YMHHMKa Ta KOHTPO/O A5 NoKasHUKa «BisyanbHuii ornsag»
(E421), nonokcamep BTOPVIHHE nif, yac BMPOGHULITBa nopoLuky MN3.
188, Boga ans nakyBaHHs 3anunwaeTbesa 100 % BisyanbHWA ornag
iH'exuili), 1 ronkoto roToBOro (He036poeHUM OKOM onepaTopa). A Takox

Ta 1 agantepom B
KapTOHHI Kopoo6Li

npoaykty: A660TT
Bionomxukanc
B.B., HigepnaHau;
KOHTPO/b SKOCTI
3a BCiMa
napameTpamu 3a
BUK/THIOYEHHAM
TecTty
"BakTepianbHi
€HA0TOKCUHKN",
nepBuHHe
nakyBaHHs
nopotuky: CaHgo3
'M6X, ABCTpiSi;

BHOCATbCSI HE3HAYHI pefakLiiiHi npaBku B po3ain
3.2.P.3.2. Cknag Ha cepito 415 ropMoHisauii
niaxofy A0 OKPYrNeHHs AeCATKOBUX 3HaKIB.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTPO/b SIKOCTI
3a BCima
napameTpamu 3a
BUK/OYEHHAM
MOJEKYNAPHOI
mMacu nonimepy Ta
TecTty
"BakTepianbHi
€HA0TOKCUHKN":
CaHpo3 'mbX,
ABCTpiS;
BMPOGHMLITBO
nopoLwuky in bulk
0N cycneHsii ans
iH'ekuin: Hosapric
®apma Arl,
LLiBeiiuapis;
KOHTPO/b AKOCTI
3a NOKa3HNKOM
"BakTepianbHi
€HA0TOKCUHKN":
EypodpiHc
Biochapma
Mpopakt TecTiHr
MioHix TmM6X,
HimeuunHa,
TepMiHasibHa
cTepwnisauis
hNaKoHIB:
CiHepppxun Xenc
[LeHikeH Arl,
Lseiiuapis

229,

CUTrHI®POP
NAP

MOPOLLIOK ANs
cycneHsii ans

iH ekuili no 40 wr; 1
h/1aKoH 3 MOPOLLUKOM
Y KOMMJIeKTi 3
PO3YMHHMKOM MO 2
My nonepegHbLo
3anoBHeHOMY
wnpuyi (kapmenosa
HaTpilo, MaHiT
(E421), nonokcamep
188, Boga ona
iH'exuili), 1 ronkoro
Ta 1 agantepom B
KapTOHHIA KOopooLi

Pekopgaari
Pea [ljzizec

®paHuis

BTOPUHHE
nakyBaHHS, BUNYCK
cepii: HoBapTic
dapma LUTteiH Al,
LLiBeiiuapis;
BUPOBHULTBO,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs
pO34MHHMKA Ta
BTOPWHHE
nakyBaHHs
roTOBOro
npoaykty: A66oTT
Bionompxukanc
B.B., HinepnaHaw;

Lseiuapis/
Higepnanaun
/

AscTpisi/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUNY - 3MiHK 3 SKocCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHK
BMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTAHOB/EHUX Y cneuudpikauisx, nig vyac
BMPOBHULTBA FOTOBOrO NiKapCcbKoro 3acoby
(BWyYEHHSI HECYTTEBOIO BUNPOOYBaHHSA B
npoLeci BUPO6HULITBA) - BUAASIEHHS
HanisasTOMaTUYHOIrO METO/yY BidyaslbHOro
KOHTPOIO AN noKasHuka «BizyanbHuin ornag»
nig Yac BUpPo6HMLTBA MopoLuky 13.
3anuwaeTbest 100 % BisyasibHWIA ornag,
(Heo36poeHUM OKOM onepaTopa). A Takox
BHOCATbCS HE3HAYHI pefakLiiiHi npaBku B po3ain
3.2.P.3.2. Cknap Ha cepito o5 ropMoHi3avii
nigxoay A0 OKPYINEHHA AECATKOBUX 3HaKIB.

3a
peyerimom

UA/15926/01/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTPO/b SIKOCTI
3a BCima
napameTpamu 3a
BUK/OYEHHAM
TecTty
"BakTepianbHi
EHOO0TOKCUHN",
nepBuHHE
nakyBaHHs
nopowky: CaHgo3
'M6X, ABCTpist;
KOHTPO/b AKOCTI
3a BCiMa
napameTtpamu 3a
BUK/TIOYEHHAM
MONEKYNAPHOT
macu nonimepy Ta
Tecty
"BakTepianbHi
€HA0TOKCUHMN":
CaHpos 'mbX,
ABCTpis;
BMPOOHULITBO
nopoLuky in bulk
ANsa cycneHsii ans
iH'ekuili: HoBapTic
dPapma Arl',
LLiBeiiuapis;
KOHTPO/b SIKOCTI
3a NOKa3HNKOM
"BakTepianbHi
E€HA0TOKCUHKN":
EypodpiHc
Biochapma
MpoaakT TecTiHr
MtoHix TmM6X,
HimeyumnHa;
TepMiHasibHa
cTepunisauis
b1aKoHIB:
CiHeppxu Xenc
[eHikeH Al,
LLiBeliyapis

230.

CUrHI®OP
nAP

NOPOLLIOK A5
cycnexsii gns

iH ek no 60 mr; 1
chnakoH 3 NOPOLLKOM
Y KOMMN/IEKTi 3

Pekoppaarti
Pea Jizizec

PpaHuis

BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: HoBapTic
dapwma LUTeltH AT,
LLiseiuapis;

Lseiiuapis/
HigepnaHgu
/

ABcTpisi/

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHn | TURY - 3MiHK 3 SKocTi. FoToBUI
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPOGYBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y crneumdikauisx, nig vac

3a
peyenmom

UA/15926/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

PO3YMHHMKOM MO 2 BUPOGHULITBO, BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby

M1y nonepeaHbo KOHTPO/b SIKOCTI, (BMyYEeHHSt HECYTTEBOTO BUNPOGYBaHHSA B

3anoBHeHoOMy nepBuHHE npoueci BUPOOHULITBA) - BUAASIEHHS

wnpuui (kapmenosa nakyBaHHS HaniBaBTOMaTU4YHOTO MeTOZY Bi3yaslbHOro

HaTpito, MaHiT PO3YMHHMKa Ta KOHTPO/O /15 NMOKa3HUKa «BizyanbHuii ornsag»

(E421), nonokcamep BTOPUHHE nig, yac BMpo6HULTBa nopoLuky MN3.

188, Boga gnsa nakyBaHHs 3annwaeTbes 100 % BisyanbHWA ornag

roToBOro (He036po€eHM OKOM onepartopa). A Takox

iH'exuili), 1 ronkoo
Ta 1 agantepom B
KapTOHHIA KopooLi

npoaykTy: A66oTT
Bionogpxukanc
B.B., HigepnaHau;
KOHTPO/b AKOCTI
3a BCiMa
napameTtpamu 3a
BUK/TIOYEHHAM
TecTty
"BakTepianbHi
€HA0TOKCUHKN",
nepBuHHe
nakyBaHHs
nopouuky: CaHio3
mM6X, ABCTpis;
KOHTPO/b SIKOCTI
3a BCima
napameTtpamu 3a
BUK/OYEHHAM
MONEKYIAPHOT
macu nonimepy Ta
TecTty
"BakTepianbHi
EHOO0TOKCUHN™:
CaHpo3 'mbX,
ABCTpIS;
BMPOGHMLITBO
nopoLuky in bulk
ANnA cycneHsii ans
iH'ekuili: HoBapTic
dapma Arl,
LLsenuapis;
KOHTPO/b SIKOCTI
3a NOKa3HUKOM
"BakTepianbHi
EHOO0TOKCUHN™:
EypodpiHC
Biochapma
MpopakT TecTiHr
MioHix Fm6X,
HimeuunHa,;
TepMiHa/IbHa

BHOCATbCS HE3HAYHI pefakLuiiiHi npasku B po3ain
3.2.P.3.2. Cknag Ha cepito 415 ropMoHi3auii
niaxoAy A0 OKPYINIEHHSA AECATKOBUX 3HAKIB.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
cTepwnisauis
hNaKoHIB:
CiHepppxun Xenc
[LeHikeH Arl,
Lseiiuapis
231. | CUH®PNIOPUKC | cycneHsis gns nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4O pPEeeECTpaLiiHnX MaTepiasiis: 3a - UA/15363/01/01
™ BAKUMHA iH’ekujii; no 1 gosi AH EkcnopT BpuTaHis Bionogxikans C.A. 3MiHu | TUNY - 3MiHK 3 SKocCTi. FoToBMIA peyenmom
anda (0,5 mn) cycneHsii Nimiteq nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU
MPO®IIAKTUK | ans iH'ekuini y BMNPOGYBaHb ab0 AONYCTUMUX MEX,
n nonepegHb0 BCTAHOB/EHUX Y cneuudpikauisx, nig vyac
MHEBMOKOKO | HanoBHeHOMY BMPOBHULTBA FOTOBOrO NiKapCbKoro 3acoby (iHLwi
BOI IHPEKLJI CKSIHOMY LUNPUL Y 3MiHM) [logaBaHHsl BUNPO6YBaHHS Nepesipku
(MONICAXAPU KOMMNEKTi 3 OAHIE0 LinicHocTi 3aKkpuUTTS KoHTelHepa (Container
LHWIA rofikoto abo 3 ggoma Closure Integrity Test (CCIT)) sik TeCT NPUAHATTA
AHTUTEH) TA ronkamu Ta 6e3 pileHHs wogo skocTi (Quality Decision test) nig
HETUMOBAHOI | ronok; 1 yac mixornepawiinHoro KOHTpos. BHeceHHs
FEMO®IIbHOI | nonepeaHbLo pefakuiiiHux npasok o po3ginis 3.2.P.3.3,
IHDEKLY, HamNOBHEHWi WnpuL, 3.2.P.3.4.
KOH’'FOTOBAH 3 ro/IKoo abo ABomMa
A, ronkamu, abo 6e3
ANICOPBOBAH | ronoky
A iHAUBIOYya/ibHOMY
repMeTuyHo
3anakoBaHoMy
nAacTKoBoOMy
KOHTeliHepi; no 1
nnacTMKoBOMY

KOHTEliHepy y
KapTOHHI Kopobuyj;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'exuili y
nonepegHL0
HanoBHEHOMY
CKMISIHOMY LUNpWL;
no 10 wnpwuyis 3 10
ronkamu a6o 6e3s
ronokK y
iHAVBIAYyaNbHNX
repMeTuyHo
3anakoBaHnXx
NAacTUKOBUX
KOHTeliHepax y
KapTOHHI Kopobuyj;
no 1 gosi (0,5 mn)
cycneHsii ans
iH'exuili y
MOHO/1030BOMY
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
CKISIHOMY (h1aKoHi;
no 1, 10 a6o 100
h1aKkoHiB y
KapTOHHI kopo6uyj;
no 2 nosun (1 mn)
cycnensii gns
iH'exUil y
MyNbT,030BOMY
donakoHi; no 100
h1aKkoHIB y
KapTOHHI KOopoo6Li
232. | CTONAIAP Kancynum Teepgi no BAT "leaeoH YropwumHa TOB "TegeoH Monbwa BHECEHHS 3MiH 4O pPEeeCTpaLiiHnX MaTepiasiis: 3a He UA/14478/01/01
200 mr no 12 kancyn PixTep" PixTep Monbwa”, 3MiHKM | TUNY - 3MiHK Woao peyenmom | niosisizae
y 6nicTepi; no 1 MonbLia 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
6nictepy y (kOHTpOSb AKOCTI, 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
KapTOHHI ynakoBLi [03BiN Ha BUNYyCK 3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
cepir; MeAMYHOro 3acToCyBaHHA Ha NiacTasi
BMPOBGHULITBO perynspHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
Hepo3acoBaHoro nikapcbKkoro 3acoby, abo focnifpKeHb 3 6e3nekun
NPOAYKTY, 3aCTOCYBaHHS ikapcbkoro 3acoby B
nepBuHHa nicnsapeecTpauiiinii nepiog, abo sk pesynbtar
ynakoBka, OL|iHKM 3BITY 3 JOC/iAKeHb, MPOBEAEHNX
BTOPVHHA Bi4NOBIAHO A0 NMaHy nejiatpudHNX AOCNiAXKEeHb
ynakoBka) (PIP) (iHwi 3MiHK). 3MiHM BHECEHO [0 IHCTpyKLi
AN MeANYHOro 3acToCyBaHHSA NMiKapCbKoro
3acoby A0 po3ainis: "dapmakonoriyHi
BnacTmBocTi. PapmakokiHeTvKa" Ta
"3acTocyBaHHs y nepiof BariTHocTi abo
roflyBaHHs rpygar” Wwoao 6esneku
3acTocyBaHHs Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
233. | CYTAMALEKC- | po3uvH gns iH'ekuii, MicTtpan AHrnis BMPOOHULTBO HimeuunHa/ BHECEHHS 3MiH 4O pPeecTpaLiiHnX MaTepiasiis: 3a - UA/19867/01/01
BICTA no 100 mr/mn; no 2 Kenitan roToBOT NiKapCcbKoi Icnanis/ 3MiHW | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peuyenmom
M1 abono5mny MeHeXMeHT doopMK, NepBUHHA Yecbka HalilMeHyBaHHA Ta/abo agpecu Micus
donakoHi; no 10 Nimiteq ynakoBKa, Pecny6nika NPOBaYKEHHS AiSi/IbHOCTI BUPOBHUKa/imnopTepa
chnakoHiB y KOHTPO/b SIKOCTI: roTOBOrO /liKapCbKOro 3acoby, BK/Io4aum
KapTOHHIiA KOpo6Li Baccepbyprep AiNbHUL BUNYCKY cepii abo micLie npoBefeHHs
ApuHalimiTTensee KOHTPOJIH0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
pk TM6X, BUPOGHMK/iIMNOPTEP, HE BK/THOHAIOUN BUMYCK
HimeuunHa cepiit) 3MiHa agpecun MicLA NPoBaKeHHS

KOHTPONb cepil
(chiznKO-XiMiuHWIA),
BUMNYCK cepil:
CiHTOH XicnaHis,
C. N1, IcnaHia
KOHTpO/b cepii:
KBiHTa-AHaniTika

LisiNbHOCTI 419 BUpPOoGHMKa Baccepbyprep
ApuHaiimiTTenbeepk MM6X, HimeuunHa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
C.p.0., Yecbka
Pecny6nika
KOHTpONb cepii
(6ionoriyHwni,
CTEepPWIbHICTB):
Na6op /1IC CE eHg
Ko. KT, HimeyunHa
BTOPWHHA
ynakoBka:
CBYC ®apwma a.c.,
Yecbka
Pecny6nika
234. | cynbnipPug, - Tabnetku no 200 wr, ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/11476/01/01
3H no 10 TabneTtok y 06MEXEHO BMPOBHMLTBA, 3MiHa 3aaBHuKa J13 (MIBIM) (BnacHuka peuenmom
6nictepi; no 1 a6o 2 BignoBigasbHi KOHTPO/b AIKOCTI, peecTpauiiiHoro nocBig4eHHs) (3rigHo Hakasy
6nictepmn y Kopobui CTHo BUNYyCK cepil: MO3 Big 23.07.2015 Ne 460) TepMiH BBEAEHHS
«®apmauesTu ToBapucTso 3 3MiH NPOTAroM 6 MICALIB MiCNSA 3aTBEPAKEHHS;
YHa KoMnNaHis 06MeXeHOo 3MiHu | TUNY - 3MiHK Woao0
«3[0pOB'sA» BiANOBiAaNbHICTIO" 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
XapkiBcbke BBefeHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHNX
chapmaueBTUyHe npo cuctemy chapmakoHarnsgy (BBefeHHs
nianpueMcTBO y3aranbHeHUX JaHnx npo cucTemy
"3p0poB's thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobwu,
Hapogay", YkpaiHa BiANOBiAA/IbHOI 32 3AiCHEHHS
BCi cTagii hapMakoHarnsay; KOHTakTHoi ocobu 3
BMPOGHMLITBA, thapmakoHarnagy 3asBHuUka Ans 34iliCHEHHA
KOHTPO/b SIKOCTI: thapmakoHarnsgy B YkpaiHi, SKLL0 BOHA
ToBapucTBo 3 BiAMiHHa Bif, yNOBHOBaXEHOI 0co6u,
0bMexeHot BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
BiANOBIAA/IbHICTIO (BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
"papmMaueBTUYHA PO3MiLLEHHI MacTep-thaiina cuctemm
KOMMaHis thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
"3p0pos'a”, 0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
YkpaiHa hapmakoHarnsag. Jitoya pegakuis: 3uMuubka
MapuHa OnekcaHgpisHa. [ponoHoBaHa
pepakuis: LesyeHko OneHa IropisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0co6u
3asBHVKa, BigNoBiAabHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-daiina
cucteMu hapmakoHarnsgy Ta moro Homepa.
3MiHa MicLs 3[iICHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnsgy
235. | CynbniPng - Tabnetku no 50 mr, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a - UA/11476/01/02
3H no 10 TabneTtok y 06MEXEHO 06MEXEHO 3MiHa 3asaBHuKa J13 (MIBIM) (BnacHuka peuyenmom
6nictepi; no 2 abo 3 BignoBigasIbHi BiANoBiga/IbHICTIO" peecTpayiiiHoro nocBig4eHHs ) (3rigHo Hakasy
6nictepun y Kopobui cTHo Xapkicbke MO3 Big 23.07.2015 Ne 460) TepMiH BBEAEHHS
«®PapmaueBTu dhapMaueBTUyHE 3MiH NPOTArom 6 MicsiLiB Mic/1s 3aTBEPAKEHHS;
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
YHa KOMMaHis nignpreMcTBo 3MiHu | TMRY - 3MiHK Woao
«3[10pOB’sA» "340poB'a 6e3nekn/edeKkT1BHOCTI Ta hapmakoHarnsagy.
Hapogay" BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3aranbHeHUX JaHnx npo cucTemy
thapmakoHarnsigy, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iCHeHHs
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsay
(BK/IIOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapmakoHarnsag. ditoya pefakuis: 3uMuubka
MapuHa OnekcaHgpisHa. [ponoHoBaHa
pepakuis: LeeueHko OneHa IropisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHVKa, BigNoBiAaIbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-daiina
cucteMu hapmakoHarnsgy Ta moro Homepa.
3MiHa MicLA 3AiACHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnsgy
236. | cynbnipPug, - PO3YUH O151 iH'EKLLNA, ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/11476/02/01
3H 50 mr/mn; no 2 mn B 06MexeHot BMPOGHMLITBA, 3MiHa 3aaBHuka /13 (MIBIM) (BnacHuka peyenmom
amnyni; no 10 BignoBigasbHi KOHTPO/b AIKOCTI, peecTpauiiiHoro nocBig4eHHs) (3rigHo Hakasy
amnyn y kopob6Lii; no CTHo BUNYCK cepil: MO3 Big 23.07.2015 Ne 460) BBeAeHHs 3MiH
2 mn B amnyni; no 5 "hapmaueBTu ToBapucTso 3 NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPAXEHHS;
amnyn y 6nicTepi; o | 4YHa KOMMaHis 06MexeHo 3MiHKM | TUNY - 3MiHK Woao
2 6nictepu y "3p0pos'a" BiANOBIAA/ILHICTIO 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
Kopoo6L; "XapkiBCcbke BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHUX
no 2 mna B amny’ii; hapmaueBThyHe npo cuctemy hapmakoHarnsgy (BBefeHHs
no 10 amnyn y niAnpueMcTBO y3arabHeHUX JaHnx nNpo cucTemy
6nictepi; no 1 "340poB's hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,
6nictepy y KopooLi Hapogay", YkpaiHa BiANOBIAA/ILHOI 32 34i/iCHEHHS
BCi cTagii hapMakoHarnsay; KOHTakTHoOi ocobu 3
BMPOGHMLITBA, thapmakoHarnagy 3asBHuUka Ans 34iliCHEHHA

KOHTPO/1b SAKOCTI:
ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
«®apmaLeBTUyHA
KOMMaHis
"3p0pos'a”,
YKpaiHa

thapmakoHarnagy B YKpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6U,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsag. Jitoya pegakuis: 3uMuubka
MapunHa OnekcaHgpisHa. [MponoHoBaHa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
pepakuis: LeeueHko OneHa IropisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHVKa, BigNoBiAaIbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-daiina
cucteMu hapmakoHarnsgy Ta moro Homepa.
3MiHa MicLA 3[iICHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnsgy
237. | CYMAMEL® NOpoLUOK ANs TOB «TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/4612/01/01
opasnibHOT CycneHsil, YkpaiHa» 4.0.0. 3MiHM | TNy - 3MiHK 3 AKoCTi. MeAnyHI NpUcTpO. peyenmom | nionsi2ae
100 mr/5 mn, 1 3MiHa NpuCTpOoiB AN BUMIpPOBaHHSA 4031 abo
oN1akoH 3 MOPOLLKOM BBE[EHHS JiKapCbKOro 3acoby (BUNYy4YeHHs
ONA opaUbHOT NPUCTPOIO) - BrnyyeHHss npucTporo Ans
cycneHsii no 20 mn BMMIpIOBaHHS 1031 MikapcbKoro 3acoby
(400 ™r) pa3om 3i Cymame®, NOPOLLOK A5 OpasibHOI CycneHsii,
wnpuuom ansa 100 mr/5 mn Ta NOPOLUOK A1 OpasibHOT
[03YBaHHSA B cycneHsii 3i cMakoM nosnyHuui, 100 mr/5 mn, a
KOpoo6Li came BUAaeHHSI MIPHOT /TOXEYKH, sika pasom 3
LUNPULIOM AN [03YBaHHSA ynakoByBasiach B
KOpobKy. ®1akoH 6yae ynakoBaHO B KOPOOKY
TiNIbKM 3 LUNPULLOM A1 A03YBaHHS, 6e3 MipHOT
noxeyku. LLinpuy, Ana fosyeaHHSA, Skuii
3a/MWAETLCA B KOPOOLIi likapCbKoro 3acoby mae
6iNbLL TOYHE KanibpoBaHe A03YBaHHS, HK MipHa
noxeyka. BHeceHHs BignoBigHNX 3MiH Y p.
«YnakoBka» MK$ 13. 3MiHM BHECEHI f0
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ginm "Cnocio
3aCTOCyBaHHA Ta 031", "YnakoBka" Ta
BiANOBIAHI 3MiHW BHECEHI 10 TEKCTY MapKyBaHHS
ynakoBKK, a came BWUIy4YeHHs iHchopmauii
CTOCOBHO MipHOI 1OXeukn. BBegeHHs 3MiH
NpPOTArom 6-TM MiCALIB MicA 3aTBePAKEHHS
238. | CYMAMEA® NOpPOLLOK ANs TOB «TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 4O pPeecTpaLiiHnX MaTepiasiis: 3a He UA/15660/01/01
opasibHOT cycneHsii YkpaiHa» [.0.0. 3MiHK | TUNY - 3MiHK 3 AKoCTi. MeanyHi NPUCTPOI. peyenmom | niosisi2ae

3i CMakoM nonyHuLj,
100 mr/5 mn, 1
chnakoH 3 NOPOLUKOM
0151 opau1bHOT
cycneHsii no 20 mn
(400 mr) pa3om 3i
LUNpULIOM ANst
[103yBaHHA B
Kopoo6Li

3MiHa NpuCTpoiB A1 BUMIpOBaHHSA 031 abo
BBE/[EHHS JTiKapCbKOro 3acoby (BUyYeHHs
NpUCTPOID) - BryyeHHst NpucTporo Ans
BMMIpIOBaHHSA 1031 NiKapCbKOro 3acoby
Cymamen®, NOPOLLOK A/151 OpasibHOI CyCcneHsii,
100 mr/5 M1 Ta NOPOLLOK A1 Opas1bHOT
cycnensii 3i cmakom nonyHuui, 100 mr/5 mn, a
came BWOA/IEHHS MIPHOI JTOXXEYKM, Sika pasoMm 3
LINPULIOM AN [03YBaHHSA ynakoByBanach B
Kopobky. ®nakoH 6yae ynakoBaHO B KOPOGKY
TiNIbKM 3 WNPULLOM A/18 A03YBaHHS, 6€3 MipHOI
noxeyku. LLUnpuu, Ans fo3yBaHHSA, KUl
3aMLIA€ETbCA B KOPOBLi NikapCbKoro 3acoby Mae
6isibLU TOYHE KaNlibpoBaHe A03yBaHHS, HK MipHa
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

noxeyka. BHeceHHs BignoBigHNX 3MiH Y p.
«YnakoBka» MKS /13. 3miHW BHeceHi a0
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA

nikapcbkoro 3aco6y B po3ginu "Cnoci6
3aCToCyBaHHA Ta f03K", "Ynakoska" Ta
BiAMNOBIAHI 3MiHWN BHECEHI 1O TEKCTY MapKyBaHHS
yMakoBKU, a caMe BWIy4eHHs iHchopmauii
CTOCOBHO MipHOI 1OXeUkn. BBegeHHs 3MiH
NPOTArom 6-T1 MICALIB MiCNs 3aTBEPKEHHS

239.

CYMAME[Z®
®OPTE

MOPOLLIOK A5
opasibHOI cycneHsii
3i cMakom HaHaHa,
200 mr/5 mn: 1
h/1aKOH 3 MOPOLLUKOM
ONA opaUibHOT
cycneHsii no 15 mn
(600 mr) pasom 3i
LINpULLIOM ANs
[03yBaHHA Yy
KopobLi

TOB «TeBa
YKpaiHa»

Ykpaina

MNIBA Xpsarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis:
3MiHu | TNy - 3MiHK 3 AKocTi. MeanyHi NpUCTpPOI.
3MiHa NpuCTpoiB 4119 BUMIpOBaHHSA f031 abo
BBE/IeHHS NiKapCbKoro 3acoby (BU/TyYeHHS
NPUCTPOIO) - BUSTYYEHHS NPUCTPOIO /1A
BMMIpIOBaHHS 031 MiKapCbKOro 3acoby
Cymame®, NOpoLLOK /151 OpasibHOI CyCreHsii,
200 Mr/5 MA1; NOPOLUOK A1 OPa/IbHOT CyCneHsil
3i cMakoM 6aHaHa, 200 Mr/5 Mn1; NOPOLLOK ANs
OopasIbHOT cycneHsii 3i cMakom nonyHuui, 200
Mr/5 M1 Ta NOPOLLIOK 7151 OpasibHOI CycneHsii 3i
CMakom MasimHu, 200 mr/5 mi, a came
BUAAIEHHA OAHOCTOPOHHBLOT Ta ABOCTOPOHHLOT
MIpHOI JTOXEUKM, sika pa3oMm 3 LLNPULLOM A4S
[03yBaHHA yrnakoByBasiacb B KOPOOKy. ®1akoH
6yfe ynakoBaHO B KOPOOKY Ti/lbk1 3 LUNPULIOM
ONns fo3yBaHHs, 6e3 MipHOi oxeuku. LWnpuy,
AN 003YBaHHSA, AKUIA 3a/TMIAETLCSA B KOPOOLYi
nikapcbKkoro 3acoby Mae 6ifbLl TouHe
KanibpoBaHe A,03yBaHHS, HX MipHa /loXeuka.
BHeceHHs BignoBigHVX 3MiH Ta pegakuiiHnx
npasoK y p. «Ynakoska» MKA J13. 3MiHW BHeCeHi
[0 IHCTPYKUIT A1A MeANYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby B po3ainm "Cnocio
3aCTOCyBaHHA Ta 031", "Ynakoska" Ta
BifNOBIAHI 3MiHW BHECEHI 10 TEKCTY MapKyBaHHS
ynakoBKK, a came BWUIy4eHHs iHchopmauii
CTOCOBHO MipHOI 1OXe4kn. BBegeHHs 3MiH
NPOTArom 6-TM MiCALIB Mic/A 3aTBepPAKEHHS

3a
peyenmom

He
nionsieae

UA/15661/01/01

240.

CYMAME[Z®
®OPTE

MOPOLLIOK A/1A
opasibHOT cycneHsii
3i CMakoM MasIuHK,
200 mr/5 mn: 1
chnakoH 3 NOPOLUKOM
0151 opaU1bHOT
cycneHsii no 37,5 mn
(1500 wmr) pazom 3
LUNPULIOM ANA
[03yBaHHA Y

TOB «TeBa
Ykpaina»

YKpaiHa

MAIBA XpBaTcka
[.0.0.

Xopsaris

BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii:
3MiHK | TUNY - 3MiHK 3 AKoCTi. MeanyHi NPUCTPOI.
3MiHa NpuCTpoiB A1 BUMIpOBaHHSA 031 abo
BBE/[EHHS JTiKapCbKOro 3acoby (BUyYeHHs
NPUCTPOLO) - BUSTYYEHHS NPUCTPOIO ANS
BMMIpIOBaHHSA 1031 NiKapCbKOro 3acoby
Cymame®, NOpPOLLOK 4151 OpasIbHOI CyCcneHsii,
200 Mr/5 M71; NOPOLLOK A1 OPa/IbHOT CyCneHsil
3i cMakoM 6aHaHa, 200 Mr/5 M/; NOpPOLLOK A/1s
OpasIbHOI cycneHsii 3i cMakom nonyHuui, 200

3a
peyenmom

He
nionsieae

UA/15662/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

Kopoo6ui

Mr/5 M/ Ta NOPOLLIOK A1 OPa/IbHOI CyCneH3ii 3i
CMakoMm MasivHu, 200 Mr/5 mn, a came
BUa/1IEHHSA OAHOCTOPOHHBLOI Ta ABOCTOPOHHLOT
MIPHOT TOXEYKY, Sika pa3om 3 WnNpuLoM Ans
[103yBaHHA ynakoByBanacb B KOPOOKy. PnakoH
6ye ynakoBaHO B KOPOOKY Tiflbku 3 LUMPULLOM
[Ansa [o3yBaHHA, 6e3 MipHOi toxeuku. LWnpuy,
[ONs A03yBaHHS, AKUli 3a/IMWIAETLCA B KOPOOL
NikapcbKoro 3acoby mae 6ifbLl ToUHe
KanibpoBaHe [03yBaHHS, HX MipHa /loXeuka.
BHeceHHs BiAnoBigHMX 3MiH Ta pefakLiliHuX
npasok y p. «YnakoBka» MKA J13. 3miHn BHeCEHI
[0 IHCTPYKUIT 415 MEJUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ainm "Cnocié
3aCcToCyBaHHSA Ta 031", "Ynakoska" Ta
BiAMOBIAHI 3MiHV BHECEHi 1O TEKCTY MapKyBaHHS
ynakoBKU, a came BUyYeHHs iHghopmMauii
CTOCOBHO MipHOT 10Xeuku. BBefeHHs 3MiH
NpoTSArom 6-TM MicALiB Mic/1a 3aTBepAKEHHS

241.

CYMAMELA®
DOPTE

NOPOLLIOK A5
opasnibHOT cycneHsil
3i CMakoM nosyHuLj,
200 mr/5 mn: 1
h/1aKoH 3 MOPOLLUKOM
ONA opaUibHOI
cycneHsii no 30 mn
(1200 mr) pa3som 3
LUMPULIOM ANs5
[03yBaHHA Yy
Kopoo6ui

TOB «TeBa
YkpaiHa»

YKpaiHa

MNIBA Xpsarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHM | TNy - 3MiHK 3 AKoCTi. MeAnyHI NpUCTPO.
3MiHa NpuCTpOIB AN BUMIpPOBaHHSA 4031 abo
BBE[EHHS JiKapCbKOro 3acoby (BUNy4YeHHs
NPUCTPOLO) - BUSTYYEHHS MPUCTPOIO AN1A
BUMIPIOBaHHS 1031 NiKapCbKoro 3acoby
Cymame®, NOPOLLOK A5 OpasibHOI CycneHsii,
200 mr/5 Mn; NOpOLLOK AN OpasibHOT CycneHsil
3i cMakoM 6aHaHa, 200 Mr/5 M/1; NOPOLLOK A/1s
OopasibHOI cycneHasii 3i cMakom nonyHui, 200
Mr/5 M/ Ta NOPOLLIOK A1 OPasIbHOI CyCrneHsii 3i
CcMakoMm MasivHu, 200 Mr/5 min, a came
BUAAIEHHA OQHOCTOPOHHBLOT Ta ABOCTOPOHHLOT
MipHOI /TOKEUKK, sika pas3om 3 LUNpULLOM 415
[103yBaHHA ynakoByBanacb B KOPOOKy. PnakoH
6yae ynakoBaHO B KOPOOKy TiNbKu 3 LLNPULOM
Ansa [o3yBaHHA, 6e3 MipHOi oxeuku. LWnpuy,
[ONS AO3yBaHHS, AKUIi 3a/IMLIAETLCA B KOPOOL
nikapcbKoro 3acoby mae 6inbll TOYHe
KaulibpoBaHe [,03yBaHHS, HXX MipHa slokeuka.
BHeceHHs BignoBigHMX 3MiH Ta peAakLiliHuX
npasok y p. «YnakoBka» MKA /13. 3MiHW BHeCEHI
[0 IHCTPYKU|T ANs MeANYHOro 3acToCyBaHHSA
nikapcbkoro 3aco6y B po3ginu "Cnoci6
3aCTOCyBaHHA Ta 031", "Ynakoska" Ta
BiAMOBIAHI 3MiHW BHECEHI 1O TEKCTY MapKyBaHHS
yrnakoBKW, a came BUyYyeHHs iHdhopmadi
CTOCOBHO MipHOI 1OXeukn. BBegeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNs 3aTBEPAKEHHS

3a
peyenmom

He
nidnsieae

UA/15663/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
242. | CYMAMEL® MOPOLLIOK ANs TOB «TeBa YkpaiHa MNAIBA XpBarcka XopBarTis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a He UA/4170/01/01
DOPTE OpasIbHOT cycneHsit, YkpaiHa» 4.0.0. 3MiHK | TUNY - 3MiHK 3 AKOCTi. MeanyHi NPUCTPOI. peyenmom | niosisi2ae
200 mr/5 mn; 1 3MiHa NpuCTPOIB A4N15 BUMIpIOBaHHSA 4031 abo
h/1aKoH 3 MOPOLLUKOM BBE/IEHHS NiKapCbKOro 3acoby (BUyYeHHs
Ans opanbHOT NPUCTPOLO) - BUTYYEHHS NPUCTPOLO ANSA
cycneHsii no 15 mn BMMIPIOBaHHS 403U NiKapCbKOro 3acody
(600 wr), abo no 30 Cymamen®, NopoLLOK A1 OpasibHOI CyCrneHsii,
M (1200 wmr), abo 200 Mr/5 M/1; NOPOLUOK A1 OPa/IbHOT CyCneHsil
no 37,5 mn (1500 3i cMakoM 6aHaHa, 200 Mr/5 Mn; NOpPOLLOK ANs
Mr) pa3om 3i OopasibHOT cycneHaii 3i cMakom nosyHuuji, 200
Lnpuuom Ansa MI/5 M1 Ta NOPOLLIOK A5 OpasibHOI CycneHsii 3i
[03yBaHHA Y cMakom ManuHu, 200 mr/5 mn, a came
Kopoo6Ui BUAAIEHHA OAHOCTOPOHHBLOT Ta ABOCTOPOHHBLOT
MipHOT TOXeYKY, Sika pasom 3 WnNpuLoM Ans
[03yBaHHA yrnakoByBasiaCb B KOPOOKY. ®1akoH
6yAe ynakoBaHO B KOPOOKY Ti/lbKM 3 LUMPULLOM
ONns fo3yBaHHs, 6e3 MipHOI Toxeuku. LWnpuy,
AN 003YBaHHA, AKUIA 3a/TMIAETLCSA B KOPOOLYi
nikapcbKoro 3acoby mMae 6inbL To4He
KanibpoBaHe ,03yBaHHS, HX MipHa /loXeuka.
BHeceHHs BignoBigHMX 3MiH Ta pefakuiiHnx
npaBokK y p. «YnakoBka» MKA J13. 3MiHu BHeceHi
[0 IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ainm "Cnocio
3aCTOoCyBaHHA Ta 031", "Ynakoska" Ta
BiANOBIAHI 3MiHW BHECEHI 10 TEKCTY MapKyBaHHS
yMakoBKK, a caMe BWU/Iy4YeHHs iHchopmauii
CTOCOBHO MipHOT 1oXeukn. BBeeHHS 3MiH
NpOTArom 6-TM MicALIB Nic/a 3aTBEPAKEHHS
243. | CYMAMEA® NOpPOLLOK ANs TOB «TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 4O pPEeeECTpaLiiHnX MaTepiasiis: 3a - UA/4170/01/01
POPTE OpasIbHOT CycneHsit, YkpaiHa» [.0.0. TexHiYHa nomuska (3rigHo Hakasy MO3 Big peyenmom
200 mr/5 mn; 1 23.07.2015 Ne 460) — BUNpaBAeHHS TEXHIYHOI
h/1aKoH 3 MOPOLLUKOM nomunku B p. «Cknag» MKA 13 CYMAME®
0151 OpaU1bHOT ®OPTE, nopoLLoK 4515 opasibHOi cycneHsii, 200
cycneHsii no 15 mn Mr/5 M, a came y cknagi AONoMiKHUX PpeYOBUH
(600 wmr), a6o no 30 3aMICTb «LYKpO3M» 6YN0 3a3HAYEHO «Caxaposa»
mn (1200 wmr), abo (NpvBeAeHHs y BIANOBIAHICTb A0 MaTepianis
no 37,5 mn (1500 peecTpadiiiHoro gocke (p. 3.2.P.1, 3.2.P.4)).
Mr) pasom i3 3aTBepaKeHO: AONOMDKHI PEeYOBMHU: caxapo3a,
[BOCTOPOHHbOIO .... 3anponoHOBaHo: [ONOMDKHI PEHOBUHMU:
MipHOIO JTOXEYKOI0 LyKpo3a, ....
Ta Wwnpuuom ans
[03yBaHHA Y
Kopobui
244. | TENMINAKC Tabnetku, no 20 wr, M. BIOTEK Benvka a/ibTepHaTVBHA Icnanis BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a - UA/17044/01/01
no 14 tabnetok y NIMITEL BpuTaHis AinbHUUs ons 3MiHM | TUNY - AQMIHICTpaTUBHI 3MiHW. 3MiHa peuyenmom
6nictepi, no 2 npoBeeHHsA HalimeHyBaHHs Ta/abo agpecu micus

6nicTepun y nayui 3

AHa/TITUYHUX

NpoBaKEHHS AisSiSIbHOCTI BUPOBHUKa/imnopTepa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
KapToHy BUNPOOYBaHb: roTOBOrO /1iKapCbKOro 3acoby, BKIHO4aum
NABOPATOPIO LinbHULL BUNYCKY cepii abo MicLe npoBefeHHs
EYEBAPHE, C.A,, KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a 5Ky BignoBigae
Icnanis BMPOGHUK/IMNOPTEP, HE BKTHOYAKUN BUMYCK
NOBHUIA LKA cepiid). AoMiHiCTpaTBHa 3MiHa Ha3BU
BMPOGHMLITBA, anbTepHaTUBHOI AiNbHUL 415 NPOBEAEHHS
BUMYCK Cepii: aHaliTMYHNX BUNPOOYBaHb Y 3B'A3KY OTPUMaHHS
NNABOPATOPIOC OHOB/EHOT BUPOGHMNYOI NiLleHsii. BUpo6bH1ya
NIKOHCA, C.A., AinbHUUA, agpeca Ta yci BUpo6HMYi onepauii
Icnanis 3a/IMLWATLCA HE3MIHHUMUW. 3MiHK | TNy - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHuy, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPO/IIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
O0faBaHHA AiNIbHUL, Ha SKI 34JiCHIOETbCA
KOHTpO/b/BMNpo6yBaHHSA cepii). MocnigosHa
3MiHa 3aMiHN a/lbTEePHATUBHOI AiNbHUL
NABOPATOPIO EUEBAPHE, C.A., Icnanis, gns
NpOoBefeHHA aHaliTUYHUX BUNPOOyBaHb, y
3B'AI3KY 3 OTPYMaHHAM OHOB/IEHOI BUPOBHMYOT
niuensii, B Ak 6yna gogaHa HoBa BUPOGHMYa
AinbHUUA. Ha3Ba BUPOGHMYOT AiNbHULI
3a/MLIAETbCA 6€3 3MiH.
245. | TENIMINNAKC Tabnetkn, no 40 wr, M. BIOTEK Benuka a/ibTepHaTUBHA Icnanis BHECEHHS 3MiH 4O pPeecTpaLiiHnX MaTepiasiis: 3a - UA/17044/01/02
no 14 tabnetok y NIMITEL, BpuTaHis OinbHUUA ans 3MiHW | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom
6nictepi, no 2 npoBeAeHHS HaliM-eHyBaHHs1 Ta/abo agpecu micus
6nicTtepn y nayui 3 aHaTITUYHUX NPOBaKEHHS AiSiSIbHOCTI BUPOBOHUKa/imnopTepa
KapToHy BUMPOOYBaHb: roTOBOrO /liKapCbKOro 3acoby, BKIHOHaum

NABOPATOPIO
EYEBAPHE, C.A.,
Icnanis
NOBHUIA LWKN
BMPOGHMLITBA,
BUNYyCK cepil:
NABOPATOPIOC
NIKOHCA, C.A,,
Icnanis

LinbHULL BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOJII0 AIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BUPOGHMK/iIMNOPTEP, HE BK/THOYAOUN BUMYCK
cepiid). AoMiHicTpaT/BHa 3MiHa Ha3BU
anbTepHaTUBHOI AiNbHUL 415 NPOBEeAEHHS
aHaliTMYHNX BUNPOOYBaHb Y 3B'A3KY OTPUMaHHS
OHOB/EHOT BUPOGHMNYOI NiLeHsii. BUpobHuya
AinbHUUA, agpeca Ta yci BUPO6HMYi onepauii
3aMWATECA HE3MIHHUMU. 3MiHW | TNy - 3MiHK
3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHuy, Lo
CTOCYIOTbCSI BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
O0AaBaHHA AiNbHULI, Ha SKI 34JCHIOETbCA
KOHTpO/b/BMNpo6YyBaHHSA cepil). MocnigosHa
3MiHa 3aMiHN a/lbTEePHATUBHOI AiNbHUL
NABOPATOPIO EYEBAPHE, C.A., Icnanis, gns
NpOBefeHHA aHalITUYHUX BUNPObyBaHb, y
3B'AI3KY 3 OTPYMaHHAM OHOB/IEHOI BUPOBHMYOT
niuexsii, B ki 6yna gogaHa HoBa BUPOGHMYa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
AinbHUUA. Ha3Ba BUPOGHMYOT AiNbHULI
3a/MLAETbCA 6e3 3MiH.
246. | TENMINAKC Tabnetku, no 80 wr, M. BIOTEK Benuka a/ibTepHaTUBHA Icnanis BHECEHHS 3MiH 4O peeCTpaLiiHnX MaTepiasiis: 3a - UA/17044/01/03
no 14 tabnetok y NIMITEL, BpuTaHis OinbHUUA ans 3MiHW | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom
6nictepi, no 2 npoBeAeHHS HalilMeHyBaHHs Ta/abo agpecy Micus
6nicTtepn y nayui 3 aHaTITUYHUX NpPOBaKEHHS AiSSIbHOCTI BUPOBOHUKa/imnopTepa
KapToHy BUMPOOYBaHb: roTOBOrO /liKapCbKOro 3acoby, BKIO4aum
NABOPATOPIO LinbHULL BUNYCKY cepii abo micLe npoBefeHHs
EYEBAPHE, C.A,, KOHTPOJH0 SIKOCTI. (AiSNbHICTb, 3a 5Ky BignoBigae
IcnaHis BMPOGHUK/IMNOPTEP, HE BK/THOYAKUM BUMYCK
NOBHUIA LWKN cepiid). AoMiHicTpaT/BHa 3MiHa Ha3BU
BMPOGHMLITBA, anbTepHaTUBHOI AiNbHUL 415 NPOBEeAEHHS
BUMYCK Cepii: aHaliTMYHNX BUNPOOYBaHb Y 3B'A3KY OTPUMaHHS
NABOPATOPIOC OHOB/EHOT BUPOGHMNYOI NiLeHsii. BUpobHnya
NIKOHCA, C.A., AinbHUUA, agpeca Ta yci BUPo6HMYi onepauii
IcnaHis 3aNMWATECA HE3MIHHUMU. 3MiHW | TUnY - 3MiHK
3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6. 3MiHW y
BMPO6HULTBI. 3MiHa iMnopTepa/3MiHy, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPO/HO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
O0faBaHHA AiNbHUL, Ha SKI 34JiACHI0OETbCA
KOHTpO/b/BMNpo6YBaHHSA cepil). MocnigosHa
3MiHa 3aMiHN a/lbTEepPHATUBHOI AiNbHUL
NNABEOPATOPIO EUEBAPHE, C.A., IcnaHis, gns
NpOBefeHHA aHalITUYHUX BUNPObyBaHb, y
3B'AI3KY 3 OTPYMaHHAM OHOB/IEHOI BUPOBHMYOT
niuexsii, B ki 6yna gofaHa HoBa BUPOGHMYa
AinbHUUA. HasBa BUPOGHMYOT AiNbHULI
3a/MLaeTbea 6e3 3MiH.
247. | TIOKONXIKO3W | kpucTanivyHuii TOB YkpaiHa KBag, IHgis BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: - - UA/20075/01/01
Aa, NOpPOLLIOK "®APMACEN" NaiidpcaeHcec 3MiHM | TUNY - AQMIHICTpaTUBHI 3MiHW. 3MiHa
KPUCTANI3OB | (cy6cTaHuis) y MpaviseT MimiTes, HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
AHWIA 3 NoABINHMX (BNacHvKa peecTpauiiniHOro NocBigYeHHS) -
ETAHONY noslieTuIeHoBMX 3MiHa topuanyHoi agpecu 3asBHYKa (B1acH/Ka
naketax gns peecTpauiiHoro nNocBifYeHHs)
chapmaLeBTUYHOro
3acTOCyBaHHSA
248. | TPAUDPEMON cupon no 100 mn ToBapucTBo 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a - UA/13900/01/01
H a6o 200 mny 0bMexeHot 0bMexeHot 3MmiHa 3aaBHuka J13 (MIBIM) (BnacHuka peyenmom
donakoHi; no 1 BignoBigasbHi BiANOBIAA/ILHICTIO peecTpauiiiHoro nocBig4eHHs) (3rigHoO Hakasy
hakoHy pasom i3 CTHO "XapkiBCcbke MO3 Bif 23.07.2015 Ne 460) TepMiH BBEAEHHSA
[03y04nMm «®dapmavesTu hapmaneBTUUHe 3MiH NPOTAroM 6 MICALIB MiC/1A 3aTBEPKEHHS;
NPUCTPOEM Y YHa KOMNaHis nigNPUEMCTBO 3MiHu | TUNY - 3MiHK Woa0
KOpOoO6Lii 3 KapTOHY «300poB’A» "3p0poB'sa 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
Hapoay" BBefeHHs1 abo 3MiHU [0 y3araslbHEHUX OaHUX

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araJibHeHVX AaHux Npo CUCTEMY
dpapMakoHarnsiay, 3MiHa ynoBHOBaXKeEHOT 0cobu,
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBiAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asBHvKa Ans 34ilCHeHHs
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6u,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapmakoHarnag. Jitoya pefakuis: 3uMuubka
MapuHa OnekcaHgpisHa. [ponoHoBaHa
pepakuis: LeueHko OneHa IropisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0co6u
3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-daiina
cucteMu hapmakoHarnsgy Ta moro Homepa.
3MiHa MicLA 3[iICHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnsgy

249.

TPAMALO/N-3H

PO3YUH O151 iH'EKLLNA,
50 mr/mn; no 1 mn
abo 2 mn B amnyni;
no 5 amnyny
6nicTepi; no 1 abo 2
6nictepun y kopobu,i 3
KapToHy

ToBapucTso 3
06MexeHot
BignoBsiganbHi
CTHo
«dapmaLeBTu
YHa KoOMNaHis
«300pOB’'A»

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
"XapkiBcbke
hapmavueBTuyHE
nigNpPUEMCTBO
"340poB'a
Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHKW Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsagy (BBefieHHs
y3arasibHeHVX JaHux Npo cUucTemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iCHeHHs
thapmakoHarnagy B YKpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0co6U,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. Jivoua
pegakuist: 3umuubka MapuHa OnekcaHapiBHa
MponoHosaHa pefakLis: LesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapMakoHarasgy Ta oro Homepa. 3MiHa micus

3a
peyenmom

UA/12470/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy
250. | TPAYME/Nb C Kpanni opasibHi No Bionoriwe HimeuunH Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 - UA/5934/05/01

30 mn 'y chnakoHi- XainbMmitTTens a XainbMmitrens 3MiHW | TUny - 3MiHK 3 AKocTi. FoTOBMIA peyenma
KpanuabHuui; no 1 Xeenb M'm6X Xeenb M'm6X nikapcbkunii 3aci6. KOHTPOb roToBOro
chnakoHy- nikapcbkoro 3acoby. 3miHa napameTpis
KpanenbHULi B cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
KopobLi 3 KapTOHY nNiKkapcbkoro 3acoby (iHLwi 3MiHW) NpUBeLEeHHS

hopmy/toBaHHS BUMOT 3a MokasHuKom "3anax” y

cneundikauii 13 (Npu BUNYCKY Ta 4718 TEPMiHY

36epiraHHs) Ta BiANOBIAHO Y METOAAX KOHTPOJIO

Yy BifMoBIgHICTb [0 MaTepiasliB peecTpavyiiHoro

[0Cbe. A TakoX BBeieHHSA NepiognyHOCTI
KOHTPOIO NokasHuka «MikpobionoriyHa
yncToTa» B cneumndikadii M3 (npu Bunycky), a
came: «[/19 KOXHOT 5-0i cepii, ase He pigLie
OfHI€ET cepii Ha pik».
251. | PEMIOYLVH necapii no 100 wmr, MAT YkpaiHa MAT "MoHchapm" YKpaina BHECEHHS 3MiH 4O peecTpaviiHnX MmaTepiasiis: 6e3 nidnsieae UA/16372/01/01

no 3 necapii y "MoHdpapm” 3MiHM | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peuyenma

cTpuni; no 1 a6o 2
CTPUMW Yy KAPTOHHIN
nauui

HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKA
(BNacHvKa peecTpauiiniHOro NocBigYeHHS) -
3miHa agpecu 3asBHUKa (BnacHuka
peecTpaLjiiiHoro noceigyeHHs). TepMiH
BBE/JEHHS 3MiH - MPOTArom 6 MicsuiB nicns
3aTBEPKEHHS; 3MiHN | TUny - AgMIHICTpaTUBHI
3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo aapecu
MiCUS1 NPOBaKEHHS Aii/TbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIYaoun AinbHUL BUNYyCcKy cepii abo
MicLie NPOBEAEHHSI KOHTPOJIIO SIKOCTI.
(misanbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BK/OYAKOUN BUMYCK Cepilt) -
3miHa agpecu BupobHuka M3 MAT "MoHdapm”,
YkpaiHa, 6e3 3MiHM Micus BUpobHULTBA. 3MiHU
BHECEeHIi B IHCTPYKLIit0 ANt MeAUYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby y po3gain
"MicLe3HaxomkeHHs1 BUpo6HvKa Ta agpeca
MicLis NPOBaPKEHHS 1A0ro AisinbHOCTI" 3
BiAMNOBIAHMMM 3MiHAMMW B TEKCTI MapKyBaHHsI
ynakoBku. TepmiH BBE,€HHS 3MiH MPOTSAroM 6
MicsLiB nicnsA 3aTBepAyKeHHs; 3MiHu | TRy -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araJsibHeHVX JaHux Npo cuctemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX
[aHnx nNpo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBigaNbHOI 3a
34ilicHeHHs1 dhapMakoHarnsay; KOHTakTHOT 0cobu
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
YBaHHsT*

Homep
peecmpayitiHo2o
nocsioYeHHs

3 chapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHa Bif YNOBHOB&XeHOI 0Co6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay
(BK/IKOUAIOYM KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOI
ocobu 3asiBHUKa, BIANOBIAa/ILHOT 3a
thapmakoHarnag. fitoua pegakuis: Cosrupa
Ceprili CepriioBny. MNponoHoBaHa pefakuis:
MacTyweHko IHHa BikTopiBHA. 3MiHa KOHTaKTHUX
[JaHnX yNoBHOB&XEHOI 0CO6M 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iCHeHHs
OCHOBHOI AisiNIbHOCTi 3 hapmakoHarasay

252.

®EHOBAPBITA
Nn-3H

Tabnetku no 50 mr,
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y KOpobLi

ToBapucTso 3
06MexeHot
BignoBsiganbHi
CTHo
«dapmaLeBTu
YHa KoOMNaHis
«340pOB’'A»

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
"XapkiBcbke
hapmMaueBTuyHE
nigNpPUeEMCTBO
"340poB'a
Hapoay"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
3MiHa 3aaBHuka f13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocBig4eHHs ) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepMmiH BBEAEHHS
3MiH NPOTAroM 6 MICALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasnbHeHUX JaHnx npo cucTemy
hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iCHeHHs
thapmakoHarnagy B YKpaiHi, KL BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6U,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnisgy). 3MiHa ynoBHOBaXXeHOT 0co6u
3asBHVKa, BignoBigasIbHOI 3a papmakoHarnsag.
[itova pepgakuisn: 3umuubka MapuHa
OnekcaHgpiHa. MNponoHoBaHa pejakuis:
LLleBueHKo OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnX yNOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MiCLle3HaxopKeHHs1 macTep-haiina cuctemu
dhapmakoHarnsgy Ta oro Homepa.
3MiHa MicLs 3[iICHEHHS OCHOBHOI AiSNbHOCTI 3
dhapmakoHarnsgy.

3a
peyenmom

UA/12251/01/02

253.

®EHOBAPBITA
Nn-3H

Tabnetku no 100 wr,
no 10 TabneTtok y

ToBapucTso 3
06MEXEHO

YkpaiHa

ToBapucTso 3
06MEXEHO

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHa 3asaBHuKa J13 (MIBM) (BracHuka

3a
peyenmom

UA/12251/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
6nictepi; no 5 BignoBigasbHi BiANOBiAA/IbHICTIO peecTpavuiiiHoro nocBig4eHHs) (3rigHo Hakasy
6nicTepiB y KopobLj CTIo "XapkiBcbke MO3 Big 23.07.2015 Ne 460). TepMiH BBEAEHHS
«PapmaueBTu hapmavueBTuyHe 3MiH NPOTArom 6 MiCSILiB MiCNs 3aTBEPAKEHHS.
YHa KOMMaHis nignpyeMcTBo 3MiHu | TMRNY - 3MiHK Woao
«3[10pOB’sA» "340poB'a 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
Hapogay" BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arabHeHUX JaHnX npo cucTemy
thapmakoHarnsigy, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa Ans 34ilCHeHHs
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay
(BK/HOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnisgy). 3MiHa ynoBHOBaXKEHOT 0co6U
3asBHMKa, BiANOBiAaLHOI 3a hapMakoHarnsg,.
[itova pepakuisn: 3uMmuubka MapuHa
OnekcaHgpisHa. MNponoHoBaHa pejakuis:
LLleByeHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxoMKeHHs1 MacTep-aiina cucremu
dhapmakoHarnsgy Ta oro Homepa.
3MiHa MicLA 3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3
dhapmakoHarnsgy.

254, | ®PEHTAHIN PO3YUH O151 iH'EKLLNA, ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/5185/01/01
0,05 mr/mn, no 2 mn 06MexeHot BMPOGHMLITBA, 3wmiHa 3anBHuKa /13 (MIBM) (BnacHuka peyenmom
a6o no 10 mn B BignoBigasbHi KOHTPO/b SIKOCTI, peecTpauiiiHoro nocBig4eHHs ) (3rigHoO Hakasy
amnyni; no 5 amnyn CTHo BUNYCK cepil: MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
y 6nicTepi; no 1 abo «®apmauesTu ToBapucTso 3 NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPAXKEHHS.

2, abo 20 6nicTepis YHa KoOMNaHis 06MexeHo 3MiHu | TUNY - 3MiHKW Woao0
Y KOPOO6Li 3 KAPTOHY; «3[0poB’aA» BiANOBIAA/ILHICTIO 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
no 2 MmN B amny”ni; "XapkiBCcbke BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHNX
no 10 amnyn y chapmaueBTUYHe npo cuctemy chapmakoHarnsgy (BBefeHHs
6nictepi; no 1 a6o nigNPUEMCTBO y3ara/lbHeHNX AaHux npo cuctemy
10 6nicTepiB y "340poB's hapmakoHarnsigy, 3amiHa ynoBHOBaXeHOT 0cobu,
KOpOOGLii 3 KapTOHY Hapogay", YkpaiHa BiANOBIAA/LHOI 32 34i/iCHEHHS
BCi cTagii hapMakoHarnsay; KOHTakTHoOi ocobu 3
BMPOGHMLITBA, thapmakoHarnagy 3asBHuUka Ans 34iliCHEHHA
KOHTPO/b SKOCTI: thapmakoHarnsgy B YkpaiHi, SKLL0 BOHA
AKujioHepHe BiAMiHHa Bif, yNOBHOBaXeEHOI 0co6U,
TOBapuncTBo BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
"ranuudapm”, (BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
YkpaiHa PO3MiLLEHHI MacTep-thaiina cuctemm

hapmakoHarnsgy) -
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBigasbHOI 3a hapmakoHarnsag. Aivoua
pegakuis: 3umuubka MapuHa OnekcaHapiBHa
MponoHoBaHa pegakuis: LLieBueHko OnexHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsg. 3miHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapmakoHarniagy Ta moro Homepa. 3MiHa micus
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy
255, | ®EPUH)XXEKT® | po3uuH ons iH'ekuii Bichop Lseiuapi BMPOGHMLITBO Himeuunna/ BHECEHHS 3MiH 0 peecTpaLliiiHux MmaTepianis: 3a He UA/13356/01/01
Ta iHdysiit, 50 (IHTepHewwHn) A Hepo3dacoBaHo| LLiBefiuapis 3MiHu I TUny - 3MiHK Woao peyenmom | niosisizae
Mmr/mn; no 2 mn abo IHK. nNpoAyKLUiT, 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
no 10 mMn y doiakoHi; nepBUHHa Ta 3MiHM Y KOPOTKill XapakTepucTuLi Nnikapcbkoro
no 1 a6o 5 dinakoHiB BTOPVHHA 3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
Y KapTOHHi Kopobuj ynakoBka, MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
BMNpPOOYyBaHHSA OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMUA

KOHTPOJTIO AKOCTI
(cTepunbHICTb):
IAT Bionorika
M6X, HimeuunHa;
BTOPMHHA
ynakoBka:
BAJIJA,
LLiBeiiuapis;
BTOPUHHA
ynakoBka, A03BiN
Ha BUMycK cepii,
BMNpPOOYyBaHHSA
KOHTPO/TIO AKOCTI
(3a BUHAATKOM
CTepusIbHOCTI):
Bidhop
(IHTEepHeLwHN) IHK.,
LLBeiuapis

OaHumMn Ta gaHumu 3 papmakoHarnsagy - 3miHu
BHECEHO [10 IHCTPYKL,T 415 MenyHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractueocTi", "Oco6nmnBocTi
3acTocyBaHHA", "3acTocyBaHHS B nepiog
BariTHOCTi abo rogyBaHHA rpyaar”, "Cnocio
3acTocyBaHHs Ta gosu", "[itn", "Mo6iuHi
peakuii", a came foAaBaHHs nefiaTpuxHUX
AaHvx. BBeeHHs 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepkeHHs; 3MiHu 11 Tuny - 3MiHu
wopo 6esnekv/edpekTMBHOCTI Ta
hapmakoHarnsigy. 3miHu y KopoTkil
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUIT A1 MeAn4HOro
3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU JaHUMK 3
AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMUN faHUMK Ta
AaHvMK 3 chapmakoHarnsagy - 3MiH1 BHECEHO 0
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao posgainis "OcobmBocTi
3acTocyBaHHs", "Mob6ivHi peakuii”, a came
pesynbTaTy 3aBepLUEHUX KAIHIYHUX AOCIMKEHb.
BBeeHHs 3MiH NpoTAroM 6-tn micAuis nicns
3aTBEPKEHHS; 3MiHN Il TUny - 3MiHW Woa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKIili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBMMMU
LaHVMW 3 AKOCTI, AOKAIHIYHUMM, KNIHIYHUMN
AaHVMK Ta faHumu 3 hapmakoHarnsagy - 3miHu
BHECEHO /10 iIHCTPYKLii 415 MeAnYHOro
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3acTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactusocTi”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHs B Nepiog
BariTHocTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta o3un", "TMobidHi peakuir”.
BBefeHHs 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHSA
256. | ®PIACH PO3YUH O151 iH'EKLLNA, A/T Hoso [aHia Bunyck cepii. [Oanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/19641/01/01
®JIEKCTAY 100 OA/mn; no 3 mn Hopgaick Brpo6HMUTBO CronyyeHi 3MiHu | TURY - 3MiHK Woao peyenmom
y KapTpumxax, NPOAYKTY, LWraTtn 6e3nekn/ehekTMBHOCTI Ta thapmakoHariagy.
BKNafEHNX y HanoBHEHHS BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux
nonepegHL0 KapTpuaxy Ta npo cuctemy chapmakoHarnsgy (BBefeHHS
3arnoBHeHeHy nepesipka y3ara/lbHeHUX JaHnx npo cuctemy
6araTo030BYy KapTpuaxy dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoT 0coow,

O[IHOPa30BY LUMPULL-
pYyuKy; ogHa abo
M'ATb NonepeaHLo
3anoBHEHUX LLNpUL-
py4ok (PnekcTau)
6e3 ronok B
KapTOHHI KopoobLi

o6'emom 3 mr;
KOHTPO/b SIKOCTI
KapTpuaxy
o6'emom 3 mn: AIT
Hoso Hopgaick,
[JaHis.
KomnnektyBaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
roTOBOro NPOAYKTY
Yy LnpunL-py4Kky
NS BBEEHHSA
PDS290,
KOHTPONb SIKOCTI
KapTpuaxy
o6'emom 3 mn,
LUMPULL-PYYKN ANst
BBEJEHHS
PDS290: AIT
Hoso Hopgaick,
[aHis
Brpo6HMUTBO
NPOAYKTY,
HarnoBHEHHS
KapTpuaxKy Ta
nepesipka
KapTpuaxy
06’emom 3 mA;
KOMNIEKTYBaHHS,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs
roTOBOro NPOAYyKTY

BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3miHa KOHTakTHOT 0cobu
3asBHMKa, BiANOBIAa/IbHOI 3a thapmakoHarnsg, B
YkpaiHi. [itoya pepakuis: J/lacToBeHKO AHHa
CepriiBHa. NponoHoBaHa pefakuis: Tkay
Map'ssHa TapaciBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOT 0COOW 3asiBHUKA, BifgnoBiganbHOI 3a
hapmakoHarnag B Ykpaii.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Yy LnpurL-pyvKy
NS BBEEHHSA
PDS290,
KOHTPO/b SIKOCTI
KapTpuaxy
o06’emom 3 mn,
LUMPULL-PYYKN ANS
BBE/lEeHHS
PDS290: Hoso
Hopgaick
dapmacboTikan
IHgacTpis, /M.,
CnonyueHi WTtatn
257. | ®IHOPOC TabneTtku, BKPUTI KPKA, a.4., CnoBeHis BUPOGHMUTBO "in IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/7060/01/01
NNiBKOBOO HoBso mecTo bulk", nepBnHHe CnoBeHis 3MiHu | TMNy - 3MiHK WoA[0 peyenmom nidnsieae
060/10HKOI0, M0 5 Mr Ta BTOPVHHE 6e3nekn/ehekTMBHOCTI Ta thapmakoHariagy.
no 10 TabneTtok y nakyBaHHs: IHTac 3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro
6nictepi; no 3 a6o 9 dapmacbloTVKan3 3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
6nictepis B Nimiteq, IHAis; MeAMYHOro 3acTOCyBaHHSA
KapTOHHI Kopobuyj; nepBuHHE Ta reHepUUHNX/ribpUAHNX/6I0NOAIGHNX NiKapPCbKMX
no 14 TabneTtok y BTOPUHHE 3ac06iB Nic/1s1 BHECEHHSA TiET camoi 3MiHN Ha
6nictepi; no 2 nakyBaHHs, pedhepeHTHW npenapaT (3MiHa He noTpebye
6nictepu B KOHTpONb cepii Ta HafaHHA XOAHMX HOBMX AOAATKOBUX [aHUX)
KapTOHHI/ KopoobLi BWMYCK Cepil: 3MiHU BHECEHI A0 iHCTPYKLii 418 MeguyHoro
KPKA, a.4., Hoso 3acTocyBaHHS NiKapcbKoro 3acoby y po3aim
mMecTo, CnoBeHis; "papmakonorivyHi BnactusocTi”,
BTOPUHHE "MpoTunokasaHHs", "OcobamBOCTi
nakysaHHs: KPKA, 3acTocyBaHHSA", "3acTocyBaHHA y nepiog,
4.4a., HoBo mecTo, BariTHoCTi abo rogysBaHHA rpyaat”, "Cnocio
CnoseHis 3acTocyBaHHSA Ta o3un”, "MobiyHi peaxuii” 3rigHO
3 iHfhopmaLieto WoA0 MegnyHOro 3acTocyBaHHS
pedrepeHTHOro nikapcbkoro 3acoby (PROSCAR
5 mg, filmomhulde tabletten). BeegeHHs 3miH
NPOTArom 6-Tv MiCALIB MiC/1A 3aTBEPIXKEHHS.
3MiHu | TUnYy - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW)
3MiHV BHECEHI [0 IHCTPYKLIi AN MeguyHoro
3aCcTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6iyHi peakyji" W040 BAXNNBOCTI 3BiTYBaHHS
npo nobiyHi peakLuii. BBeeHHA 3MiH NPOTArom 6-
TU MicALIB Nicns 3aTBepPAKEHHSA
258. | ®PTIOKCAN® Kpansi O4Hi, po3ynH TOB «BAYLU YkpaiHa Op. F'epxappg HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a - UA/8528/01/01
0,3%; no5mny XEJIC» MaHH Xem.-thapm. 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA peyenmom

donakoHi 3
KpanenbHuueto; no 1
donakoHy 3
KpanesibHULEW B

dabprk MTM6X

nikapcbkuii 3aci6. KOHTpob roToBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHW) BUNpaBEHHS
peaakLiiHOT NOMWU/IKW Yy ONNCi METOAMKN
«lgeHTundikauisi Ta KisibKiCHUA BMICT 6€H3aJTKOHiIs
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
KapPTOHHI KOpooLy xnopuga»
259, | ®NYOMI3NH TabneTtky BariHabHi MegiHoBa Al LBeiuyapi | sBignosiganbHuii 3a | HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 6e3 - UA/1852/01/01
no 10 wr; A BMPOGHMLITBO: LLiBefuapis 3MiHM | TURYy - 3MiHK 3 akocTi. CepTudikaT peyenma
no 6 TabneTtok y PotteHgopd BignosigHoCTI/IE-cepTudpikar signosigHocCTi
6nictepi; no 1 dapma M'vbX, €Bponeiicbkili hapmakonei/MoHorpadii.
6nictepy B HimeuunHa,; MoaaHHA HoBOro abo oHOBNEHOroO cepTudikaTa
KapTOHHI kopo6uyj; BiANOBigabHUIA 3a BiANOBIAHOCTI 260 BUyYEHHS cepTudikaTa
no 2 Tabnetkn y nepBuHHE Ta BiAnoBiaHOCTI EBponelickbkiit hapmakonei: ans
6nictepi; no 1 BTOPVHHE A®I; ans BUXigHOrO
6nictepy B nakyBaHHs: mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
KapTOHHI Kopobuji. PotTeHgopd BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; Ans
dapma 'v6X, [0MNOMDKHOT peyoBuHY (cepTuddikat
HimeuuunHa,; BiANoOBIgHOCTI €Bponelickbkili hapmakonei) -
BiAnoBiganbHUii 3a OHoB/EHWIA cepTUiKaT Bif yXXe 3aTBEPKEHOTO
KOHTPO/b SKOCTI BUPOGHMKA. [ofaHHSA OHOBNEHOTO cepTugikaTy
Ta BUNYCK cepil: BignosigHocTi €EP Ne RO-CEP 2019-026 Rev 02
MepiHoBa Al (nonepepnHs Bepcist Ne RO-CEP 2019-026 Rev
LLIseliapis 01) gna A®| lekBaniHito xnopuay Big BXe
3aTBepaxeHoro BupobHuka LABORATORIOS
ESPINOS Y BOFILL S.A. (LEBSA) Spain, Ta sk
Hacnifok npyvBeAeHHs crneumndikadii giroyor
PEYOBUHM Y BIAMNOBIAHICTL 4O OHOBMIEHOT
MoOHorpagii €® (gitoye B1AaHHs).
260. | XYMANOr® cycneHsist gns Eni Ninni HigepnaH Ninni ®paHc dpaHuis BHECEHHS 3MiH 4O peecTpaviiHnX MmaTepiasii: 3a - UA/8352/01/02
MIKC 50 nigLWwkipHoro HepepneHp, an 3MiHu 1l TUny - 3MiHK 3 akocTi. A®Il. KoHTposb peuyenmom
BBe/eHHs, 100 b.B. A®l. 3miHa y meToaax BunpobysaHHsA APl abo

MO/mn; no 3 mny
CKNISAHOMY
KapTpuaxi; no 5
KapTpuaxie y
KapTOHHI ynakoBLi;
no 3 My cKisgHomy
KapTpuaxi,
BK/1afleHOMY Y
Lunpuru-py4Ky
KBikleH; no 5
LUMPULL-PYYHOK
KBiKkIMeH y KapTOHHil
yNakoBLii

BUXIQHOTO MaTepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea APl (cyTTEBa 3MiHa Y

6ionoriyHoOMy/iMmyHOMOrIYHOMY/iMyHOXIMiYHOMY
MeTogji BUnpobyBaHHA abo MeTogj, y Akomy
BUKOPWCTOBYETLCA GioNoriyHuii peareHT ans
6ionoriyHoro Adl, abo moro 3amiHa) BuganeHHs
HOMEPpIB cepiii ANs BCiX eTa/IOHHMX CTaH4apTiB
3a BYHSATKOM OCHOBHOIO €Ta/IOHHOr0 CTaHAapTy.
BHeceHHA 3MiH [0 npouesyp TeCTyBaHHsA
«KanibpyBaHHs po6040ro (BTOPUHHOIO )
cTaHaapTy», «KinbKicHWiA cTaHaapT ans
BM3HAYEHHST aHauli3y Ta iAEHTUYHOCTI»,
«KinbKicHUiA cTaHAapT 415 BMICTY 3a/1MLLKOBOrO
6inka B KNiTWHI rocnogaps» Ta «KinbkicHuii
CcTaHfapT 415 BU3HAYEHHS Ki/IbKOCTI
3anmwkoBoro HPI B nikapcbkili cybcTaHuji»,
aKTUBHOI CybCTaHLii 6i0N10rYHOIr0 NOXOKEHHS
iHCY/TiHY M1i3NpOo, LW/ISIXOM 3anpoBaAKeHHs
NpoTOKOANIB KBanigikawii 415 NigroToBKA HOBUX
eTaIOHHMX CTaHAapTiB, AKi 6yayTb
BMKOPWCTOBYBATUCH Y MpoLieci BUpo6HULTBA
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
NiKapcbKoi cybcTaHUii iHCYiHy ni3npo
261. | LUENEBPEKC® Kancynu no 200 mr; Biatpic CWA Bupo6bHuuTBO CuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a He UA/4463/01/02
no 10 kancyn y CnewenTi npenapary in bulk: HimeuunHa 3MiHW | TUNY - AOMiHICTPaTMBHI 3MiHU. 3MiHa peyenmom | nidnsi2ae
6nictepi; no 1, abo nnc Heondpapma IHk., HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
no 2, abono 3 CWA (BNacHvika peecTpauiiiHoro NocBigYeHHs) -
6nictepn y Brpo6HMUTBO AfMiHicTpaTuBHa 3MiHa HaliMeHyBaHHs Ta
KapTOHHIA KopoobLi npenaparty in bulk, afpecy 3asiBHMKa (BnacHuKa peecTpaviiiHoro
KOHTPONb/BUNPOBY nocBigyeHHs) 6e3 3MiHW camoi PUANYHOT
BaHHS cepii: ocobu. BnacHukom Pl 3anuwaeTbecs ogHa il Ta
Mdpaiizep cama topugnyHa ocoba. TepMiH BBeAEHHS 3MiH
dapmactoTikan3 npoTsrom 12 micauis nicns 3aTBepaXeHHs;
NNC, CWA 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
MakyBaHHS, HaVimeHyBaHHs Ta/abo agpecu micus
KOHTPONb/BUNPOBY NpoBapPKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
BaHHs cepil, roTOBOro MiKapCcbKoro 3acoby, BKUaum
BUNYyCK cepil, OinbHULI BUMYycKy cepii abo micle NpoBeAeHHs
MapKyBaHHS: KOHTPOJIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
Mdpaizep BMPOGHUK/IMNOPTEP, BK/IKOYAKOUN BUMYCK Cepili) -
MeHtohekyypuHr 3miHa agpecy BUpOGHKMKa BigNoBiAaIbHOMO 3a
Hoiunena rmoéx, nakyBaHHs1, KOHTPO/1b/BUPOBYBaHHS cepii,
HimeuunHa BMNYCK Cepil, MapKyBaHHS, y 3B'A3KY 3
nprBeAeHHAM agpecu [0 3a3HadyeHol y
OHOBJIEHIN NiueHsii Ta GMP cepTtudikarTi.
Brpo6Huya ainbHuusa Ta BCi BUPOOHUYI onepawi
3aMWalTbCA He 3MiIHHUMKU. TepMiH BBEAEHHSA
3MiH NPOTAroM 12 micsUiB NicNs 3aTBEPLKEHHS;
3MiHN | TURY - AgMIHICTPATUBHI 3MiHW.
BrnyyeHHs1 BAPO6HUYOI AinbHUL (BKIOYAKUN
LinbHuui ans A®l, npoMixXHOro NpoaykTy abo
roTOBOrO NiKapCbKOro 3acoby, AinbHULi Ans
NpPoBefeHHA NakyBaHHs, BUPOOHUKa,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPO/O cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
a60 [0NOMKHOT peqyoBMHN (SIKLLLO 3a3HAYEHO Y
[OCbE) - AOMiHICTpaTBHA 3MiHA BUTYYEHHS
BMPOGHMYOI AiNbHML BiANOBIAALHOI 32 Bunyck
cepii, NaKyBaHHS, MapKyBaHHS, KOHTPO/Ib SIKOCTi
npu Bunycky"P-®apm [xepmani MM6X,
HimeuunHa. 3anunwaeTbecs aslbTepPHATUBHWIA
BVMPOGHMK KOTPUIA BUKOHYE iAEHTUYHI (OYHKLI:
Mdpaiizep MeHtocbekuypuHr foliunang M6X,
HimeuyunHa. TepMmiH BBefileHHSA 3MiH NPOTAroMm 12
MiCALIB Micna 3aTBepAKEHHS
262. | LE®YPOKCUM | nopoLuok ass MpuBaTHe YkpaiHa MpuBaTHe YKpaina BHECEHHS 3MiH 4O pPeecTpauiiHnX MmaTepiasii: 3a UA/15365/01/01
PO34nHy AnA akLjoHepHe akujoHepHe YTOUYHEHHS peecTpauiiiHoro Homepa B Hakasi peyenmom
iH ekuii no 0,75 1; 1, TOBapucTeo TOBapucTBo Ne 1462 Big 15.08.2023 B npoLieci BHeCEHHA
5 a60 50 donakoHiB 3 "J1eKxim- "Jlekxim-XapkiB", 3MiH (3MiHn | TMny - 3miHK 3 sikocTi. CepTudiikat
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
MOPOLLKOM Yy navi 3 XapkiB" YkpaiHa BignosigHocTi/l E-cepTudikar BignosigHocTi
KapToHy; 1 donakoH 3 (nakyBaHHs i3 €Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
nopotukom Ta 1 chopmm in bulk NoB'A3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y
amnyna 3 hipMu-BMpOGHMKa BiANOBIAHICTb A0 MOHOrpadii APY abo
PO34MHHMKOM (BOAA Ksiny €Bponeiicbkoi thapmakonei, abo iHwoi

Ans iH'ekuivi no 10
mn) y 6rictepi; no 1
6nicTepy y nayuj 3
KapToHy; 1 a6o 5
h1akoHiIB 3
MOPOLLKOM Y
6nictepi, no 1
6nictepy y nauuj 3
KapToHy

dapmaueyTikan
Ko., NITa., Knutaid);
TOB "Nlekxim-
O6yxis", YkpaiHa
(nakyBaHHs i3
chopmu in bulk
hipMu-BMpo6GHMKa
Ksiny
PapmaueyTikan
Ko., NiTa., Kutai)

HaLjioHasIbHOI thapmakonei aepxasun €C (3miHa
y cneuudikauisix, nos'a3aHa 3i 3miHamy B Y,
abo €sponelicbkiin hapmakonei, abo iHLUii
HaujioHasnbHIli hapmakonei gepxasu €C)
CynyTHs 3miHa. 3MiHu 3 sKocTi. CepTudikar
BignosiaHOCTI/TE-cepTucpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponeiicbkoi dhapmakonei, abo iHwoi
HaujioHanbHOT chapmakonei aepxasu €C (iHwWi
3MiHun) MpuBeaeHHA cneundikaii Ta meToais
KOHTPOJIIO AIKOCTI pO34MHHUKA Boga ans iH ekuin
00 BUMOr MoHorpadii «Water for injections» €,
a TakoXX BHECeHO 3MiHu B po3ain «Cknaa» MKA
N3 (gopaetbes 1 amnyna 3 po3ynHHKMKOM (Boga
Ans iH'ekuiin, no 10 mn B amnyni)). Pegakuis B
Hakasi - UA/15365/01/02. BipHa pepgakuis -
UA/15365/01/01.

*y pa3i BHeCeHHs1 3MiH 00 iHCmMpyKYii npo meduyHe 3aCmMocCyBaHHS

B.o. HauanbHUKA
dapmMaLeBTUYHOrO ynpasBJ/liHHSA

OnekcaHgp NPILEHKO




ITEPEJIIK

JopaTok 4
Jlo HaKa3y MiHicTepcTBa 0X0poHH

3A0pOB’SA Ykpainn «IIpo Jiep)KaBHY
peecTpaniio (mepepeecrpanii) JiKapCbKUX
3acobiB (MeguuHMX iMyHoGioToriuHNX
npenapaTtiB) Ta  BHeCeHHS 3MiH [0

peecTpaniiHIX MaTepiatiB»
Bijg 07 BepecHs 2023 poky Ne 1593

JIIKAPCBKUX 3ACORIB, IKVIM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIILL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH IO PEECTPALIIMHIX MATEPIAJIIB

IHTEPHELLUHT"

Ne Hassa dopma sUnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa rMiocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby
1. 3I/IOH ®OPTE cupon 3 mMr/ma no TOBAPUCTBO 3 YKpaiHa FOPOIMIEH €rnnet | 3acigaHHs HEP Ne 20 BigmoBuTY y AepXaBHili peecTpauii nikapcbkoro 3acoby
(BY/10: KCU/TIOH 100 mn y donakoHi OBMEXXEHOIO IOKIMWEH Big 20.10.2022 Ha eTani creujiasli3oBaHOi eKcnepTusM y 3B'A3Ky 3
®OPTE)) Nel BIANOBIAANBHICT ®APMAC HOTIKAN 3acigaHHa HTP Ne 41 HeHafaHHAM BIANOBife Ha 3ayBaXKeHHS Y BCTaHOBJIEHWIA
10 "€EBPO ®APMA IHOACTPI3 Bif 29.12.2022 3aKOHOJABCTBOM TepMiH 3rigHO nyHkTy 3.6 posginy |l

Mopsaky npoBefeHHs eKcrnepTnsn peecTpauiliHux
mMartepianis Ha Jikapcbki 3acobu, WO NOJAalTbCA Ha
JepxaBHy peecTpauilo  (nepepeectpauilo), a Takox
eKkcnepTusM  matepianiB  MpPO  BHECEHHS  3MiH A0

peecTpauiiHux Mmatepianisa npoTArom Aii  peecTpauiiiHoro
NoCBIAYEHHS, 3aTBEpKEHOro Haka3oM MO3 Big 26 cepnHs
2005 p. Ne 426 (y pepakuii Hakasy MO3 Ykpaiuu Big 04
ciuHs 2013 p. Ne 3)

B.o. Haua/ILHUKAa
dapManeBTUYHOr0 yIpaB/IiHHA

Onexkcanap I'PINEHKO
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