MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

08 rpyzusa 2025 poky Ne 1854

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

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 3,
26, 30, 49 Ilopsiaky meprkaBHOI peecTpariii (repepeecTpariii) JiKapcbKuX 3acobiB,
3aTBep/pKeHoro 1octaHoBor0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 (B pemakiii moctaHoBu Kabinety MiHicTpiB Ykpaiam Big 26 kBitHs 2024
poky Ne 529), aG3arly gBafLATh I1’SITOr0 IMiANYyHKTY 12 TyHKTY 4 ITom0KeHHS Tpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBep)KeHOro MocTaHoOBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TmperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
Jlep>kaBHUM  TTiIMPUEMCTBOM  «Jlep>KaBHUM eKClepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpailii (repepeectpariii) abo BHeCeHHS 3MiH /10 peeCcTpaIjiiHuX MaTepiajiB, II[0
HajiMmM o MiHicTepcTBa OXOpPOHU 3[0pOB’ST YKpaiHW JIUCTOM [i€pP>KaBHOTO
MignpueMcTBa «/lep)kaBHUM eKCrepTHUM LieHTp MiHicTepcTBa OXOPOHU 3[0pPOB’ S
Yxpainu» Bif 25 nucronaza 2025 poky Ne 3278/5.2-25,

HAKA3Y1O:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperiapaTy) Ta
BHECTH /10 /]ep>KaBHOTO PeeCTpPy JTiKapChbKUX 3acO0iB 3rifHO 3 AoAaTKoM 1.
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2. TlepepeectpyBatu  JiKapChKi 3acobu (MenuyHi iMmyHobionoriuni

rperiapaTv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3riHO 3
JI01IaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobiosioriuni npernapaTty) Ta o [JepKaBHOTO peecTpy JiKapChKUX 3aco0iB 3riiHO
3 I0/IaTKOM 3.

4. ®apmarieBTHUHOMY Yyrpas/iHHIO (OmnekcaHpy ['pilieHKy) 3abe3mneunTd
OTIPWIIO/IHEHHSI 1IbOT0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

3[10pOB’Sl YKpaiHU.

5. KOHTpO/Ib 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Enema ApamaHoBa.

MiHnicTp BikTop JIAILIIKO



BHOCATBCA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), SIKI

Aopartok 1
[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»
Bif 08 rpyaHa 2025 poky Ne 1854

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapCcbK0O20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy aHHs peecmpayiliHo2o
3acooby yrnakoska) nocsi04YeHHs1
1. | BEHOAMYCTUHY | nopowok ans HOmxmns IHais HOpxia dapma IHais [0 BBelEHHS B Ait0 3aKOHY YkpaiHu Big 28 3a He UA/21074/01/01
rigpPoxXnoprPuj NPUroTyBaHHA Papma Cneuienitia nmnHsA 2022 p. Ne 2469-1X “INMpo nikapcbki peuyenmom nionsi2ae
ANS IH'EKLIN KOHLEeHTpaTy ans Cnewmanitic Nimiteq 3acobun”
NPUroTYBaHHSA Nimitepn
po3uuHy Ans Pestome MYP Bepcisa 0.3 gofaeTbes.
iHdpy3ili no 25 mr, no MepioAnYHICTb MOAAHHST PErYNIAPHO
1 chnakoHy B OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BigNoBiAHO
KapTOHHi KOpO6L [0 Mopsagky 3aiicHeHHs chapMakoHarnsgy,
3aTBepXeHOro Haka3om MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NoAaHHA perynsipHuX 3siTiB 3
6e3neku.
2. | BEHOAMYCTUHY | nopoLiuok ans HOmxuns IHais HOpxia dapma IHais [0 BBeleHHS B Aito 3aKoHy YkpaiHu Big, 28 3a He UA/21074/01/02
rigPoOXnoprPuj NPUroTyBaHHA Papma CneuieniTia nmnHaA 2022 p. Ne 2469-1X “INMpo nikapcbki peyenmom nions2ae
ANS IH'EKLIN KOHLeHTpaTy ans Cnewwmanitic Nimiteq 3acobun”
NPUroTyBaHHSA Nimiten

PO34unHy Ans
iHcpysivi no 100 wmr,
no 1 cpnakoHy B

KapTOHHilA KOpO6L

Pestome MYP Bepcisa 0.3 gogaeTbcs.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoBIgHO
[0 MNopsgaky 3aiiicHeHHst hapMakoHarsay,
3aTBepAXEHOro Haka3om MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy




Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapCcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby yrnakoska) NnocBi04YeHHs1
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6esneku.
3. | OBE/NMIbTAMIBIPY | nopotuok AT YkpaiHa [eTepo /1a63 IHais peecTpaduis Ha 5 pokiB - He UA/21073/01/01
®OCODAT (cy6ecTaHuin) y "KUIBCbKW Nimiten, (FOHIT- nionszae
nakeTax noABiliHNX % l)
nonieTnIeHoBmX BITAMIHHW
ans " 3ABOA"
thapmaLeBTUYHOro
3aCTOCYBaHHSA

B.o. HauaTLHUKA
dapMaLeBTUYHOT0 yIIPaB/IiHHA

Onekcanpap I'PIHEHKO




ITEPEJIIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’'A YKpaiHu «po aepxaBHy
peecTpauito (nepepeecTpauiio)
NiKapcbKux 3aco6iB (MegnYHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHA 3MiH A0 peecTpauiiiHnX

marepianiB»

Bix 08 rpyans 2025 poxy Ne 1854

ITEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCATBCA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Ne Hasga snikapcbKo20 dopma suUnycKy 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina YmoBu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
1. | AAEHO3WH-5'- NopoLLoK (cybcTaHuis) y TOB YkpaiHa TOB Ykpaina MepepeecTpavia Ha - He UA/18769/01/01
TPUDPOCDATOrIC nnsAwkax 3 "®GapmaLieBThyHa "papmaLeBTnYHa HeobMexeHuli TepMiH nionsi2ae
TUOWHATO- nonieTuneHTepedTanary KOMNaHis KOMNaHis
MATHIFKO(II) ons hapmaueBTUYHOTo "®apKoC" "®apKoC"
TPUKANIEBA ClI/Ib | 3acTocyBaHHSA
OKTATIAPAT
2. | AMIHOMACANIAHA NOPOLLIOK KpUCTaniuHuii AT "KMIBCbKUI YkpaiHa HOPTICT KuTaii nepepeecTpawis Ha - He UA/18535/01/01
KNC/NOTA abo kpuctanu BITAMIHHWIA PAPMAC'HOTIKAN HeobMexeHuli TepMiH nionsi2ae
(cybcTaHuis) y naketax 3ABOJA" rPYMN KO., NTA.
aItOMiHIEBO-NNACTUKOBUX
ansa apmaueBTUYHOro
3aCTOCyBaHHSA
3. | AMIOOAPOHY KpUCTaniyHWii NopoLLIoK ToBapucTBO 3 YkpaiHa AJIIBYC NTAVI® IHais MepepeecTpauia Ha - He UA/18726/01/01
rigpoxnoprunj (cybeTaHuis) y naketax 06MexeHo CAMEHCE3 HeoOMEXEeHWNI TePMIH nions2ae
noaBinNHMX BiANOBiAa/IbHICTIO NIMITEL
nonieTuneHoBux A/s "GapmaueBTuyHa
dhapmaLeBTUYHOrO KOMMaHis
3aCTOCyBaHHA "3gopos’a”
4. | KUCEHb piauHa (cybctaHuis) y NYBNIYHE YkpaiHa MYBNIYHE Ykpaina MepepeecTpayia Ha - He UA/18668/01/01
MEANYHUIA KpPiOreHHUX i30TepMiYHNX AKUIOHEPHE AKUIOHEPHE HeoOMeXeHWn TepMiH nionsi2ae
PIAKUN EMHOCTSAX ANs TOBAPUCTBO TOBAPUCTBO
BUPOGHULTBA KVCHIO "3AMOPI3bKNM "3AMOPI3bKNM
MeMUHOro razonogi6Horo | METANYPTIVIHA METANYPTIAHN
A KOMBIHAT I KOMBIHAT
"3AMOPDKCTA/Nb "3AMNOPDKCTA/b
5. | MEHTON nopoLuok a6o pigmHa TOB YkpaiHa [opaTkoBa HimeuyunHa MepepeecTpauia Ha - He UA/18944/01/01
PALLEEMIYHWIA PH (cybcTaHuis) y metanesumx "TepHodhapm" 06pobika, HeobMexeHuli TepMiH nions2ae
6ouKkax ans nepBuHHa
chapmaLeBTUYHOro ynakoBka,
3aCTOCyBaHHs BTOPUHHA




n/n

Hazsa siikapcbko20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

ynakoBKa,
KOHTPO/b SIKOCTI,
BWNYCK Cepil:
CUMPAI3 AT,
HimeuunHa;

Bupo6HMLTBO
(cuHTE3):
NAHKCECC
[Loiunang MvéX,
HimeuyunHa

HONET

Tabnetkv no 5 mr, no 10
Tabnetok y 6nictepi, no 3
6nicTepn Y KapTOHHIN
navui

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

nepepeecTpais Ha
HEoOMEXEHMI TePMiH
OHoBEHO iHhopMmaL,to
B IHCTPYKUiT Ana
MeLUYHOro
3acTocyBaHHs
nikapcbkoro 3acoby B
po3aini "Mo6iuHi peakuir
LLIOAO 3BITYBaHHSA Npo
noGiyHi peakuii.
Pe3tome nnaHy
yNpaBiHHA pu3nKamn
Bepcis 2.1 fofaeTbCs.
MepiognyHiCTb NOfaHHSA
perynspHo
OHOB/TIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOPOHYU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakazy
MiHicTepcTBa OXOpOHU
34,0pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMU y

3a
peyenmom

He
nionsieae

UA/18540/01/01




Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocsi0YeHHs1
nepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
7. | CAHMIM-1000 NOPOLLOK A/19 PO3UNHY CeHc Jlabopartopic IHais CeHc J/labopaTtopic IHais nepepeecTpawis Ha 3a He UA/17880/01/01
AN iH'ekuin, no 1000 mr; 1 Met. 14, MeT. 14, HeoOMeXeHWNn TepMiH peyenmom nionsi2ae

(h/1aKOH 3 MOPOLLKOM Y
KapTOHHI ynakoBLi

OHOB/IEHO iHghopMmaLito
B IHCTPYKLUIT Ana
MefNYHOro
3aCTOCyBaHHSA
niKkapcbKoro 3acoby B
posginax
"@apmakoTepanesTnUyHa
rpyna. Kog ATX" (wono
hopMyItOBaHHS rpynu,
6e3 3MiHun kogy ATX),
"papmMakonorivHi
BacTmBocCTi",
"B3aemMogis 3 iHWnMK
nikapcbkrmmn 3acobamu
Ta iHWi BUAn
B3aemMogijin",
"Ocob6nmBOCTi
3acToCyBaHHSA",
"3acTocyBaHHSA y nepiog,
BariTHoCTi abo
rogyBaHHsA rpyaar”,
"34aTHiCTb BNMBaTu Ha
LIBUAKICTb peakuii npu
KepyBaHHI
aBTOTpPaHcnopToM abo
HLIMMUW MexaHi3mamu,
"Cnoci6 3acTocyBaHHS
Ta gosun", "ditn",
"Mo6iyHi peakuii”
BiANOBIAHO A0
iHChopMmauiT
pedepeHTHOro
nikapcbKoro 3acoby
(Makcunim, NopoLloK
0N PO34MHY ANns
iH'ekujin no 1 r), a Takox
OHOB/EHO iH(hopmaL,ito B
po3aini "Mo6iyHi peakuyii”
iHCTpYKUii gns
MeAnYHOro




Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocsi0YeHHs1
3acTocyBaHHs

nikapcbKoro 3acoby
LL0Z0 BaXX/IMBOCTI
3BiTyBaHHS NPO NoGiYHi
peakuji.

Pe3tome nnaHy
yNpaBiHHA pu3nKamm
Bepcis 2.0 gofaeTbes.

MepiognyHiCTb NOAaHHSA
perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34incHEHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0pOB's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,

3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHSA

perynsipHux 3BiTiB 3
6e3neku.

B.o. HauaTLHUKA
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO




IIEPEJIIK

HopaTok 3
[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»
Bif 08 rpyans 2025 poky Ne 1854

JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIOA0 AKX BYJ/IN BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX

3ACOBIB

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUKk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamysa Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. | ABACTUH® KOHLeHTpaT Ans TOB «Pow YkpaiHa Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/16665/01/01
PO34mnHy Ans YkpaiHa» Hepo3dacoBaHoi LLiBenuapis/ marepianis: 3minum | Tuny - peyenmom
iHdpysii, 100 mr/4 nNpoAayKLii, NepBYHHE CWA AAMIHICTpaTMBHI 3MiHW. 3MiHa
MA; no 4 mn (100 mr) nakyBaHHs, HaliMeHyBaHHs Ta/abo agpecu micus
abo 16 mn (400 mr) BTOPUHHE NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
y thnakoHi; no 1 nakyBaHHs, (BKtOYaroUK, 3a HeOH6XIAHOCTI, Micue
chnakoHy B BMNpobyBaHHSA NpoBeLEeHHSA KOHTPO/IIO AKOCTI), abo
KapTOHHI Kopo6Li KOHTPOJII0 SIKOCTi Ta B/lacHUKa mactep-cpaiina Ha Adl, abo
BUNYCK cepil: nocravanbHvka A®PI/BUXigHOrO

Pow fliarHocTrke
m6X, HimeuunHa,;
Bupo6bHuuTBO
Hepo3dgacoBaHO!
NpoAyKLuii, NepBnHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOIO SIKOCTi Ta
BWMYCK Cepil:
®.XohhmaHH-/1a
Pow Jtg,
LLiBeiuapis;
Bupo6bHuuTBO
Hepo3dgacoBaHO!
NpoAyKLuii, NepBnHHe
nakyBaHHs:
[>XeHeHTekK IHK.,
CLIA

mMartepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO 3aCTOCOBYOTLCA Y
BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepKEHOMY [0ChE,
ab0 BMPOBHMKa HOBOI [OMOMIXHOT
PeYOBMHM (SKLLIO 3a3HAYEHO Y [OCHE)
3MiHa Ha3BW finbHUL, BIANOBIAALHOI
3a KOHTPO/1b SIKOCTI Ajil040i PEe4OBUHN
6eBaunsymaby 3 Genentech, Inc.,
1000 New Horizons Way, Vacaville,
CA 95688, USA Ha Lonza
Manufacturing LLC, 1000 New
Horizons Way, Vacaville, CA 95688,
USA. BBefeHHS 3MiH NpoTarom 6
MicsaLiB nicns 3aTBepaKeHHs. 3MiHu |
TMny - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NPOBaPKEHHSA AiS/IbHOCTI BUPOOHMKA
(BKtO4aKOUM, 32 HEOBXIAHOCTI, Micue
NpoBefEeHHS KOHTPO/TO AKOCTI), abo
B/lacHUKa mactep-cpaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI AP (SKLLO 3a3HAYEHO Y
[OCbE Ha NniKkapcbKuii 3acib) 3a
BiCYTHOCTI cepTudikata
BIANOBIAHOCTI EBpONENchbkili
dhapmakonei y 3aTBepKeHOMY [0CbE,
a60 BUPOBHMKA HOBOT AOMNOMDKHOT
PEeYOBUHM (SKLLO 3a3HAYEHO Y AOChE)
OHOBJ/IEHHA Ha3BW Ta NOLUTOBOrO
iHAEKCY AiNbHULI 3 BUPOOHULTBA,
BMNPOGYBaHHSA KOHTPO/IIO SKOCTI B XO4;j
TEXHOOrYHOro NPoLLEeCy, BU3HAYEHHS
MiKPOGIONOrYHOro HaBaHTaXEHHS Mif
yac BUNPOGYBaHHSI KOHTPOSIO SIKOCTI
nitoyoi pevoBunHU 6eBaumsymaby 3
F.Hoffmann-La Roche Ltd,
Grenzacherstrasse 124, CH-4070
Basel, Switzerland Ha F.Hoffmann-La
Roche AG, Grenzacherstrasse 124,
4058 Basel, Switzerland. Kpim Toro,
pejakuiiiHe OHOB/IEHHS Ha3BU Ta
NOLUTOBOrO iHAEKCY AiNbHUL 3
BMNPOGYBaHHSA KOHTPO/IIO SKOCTI B XO4j
TEXHOMOrIYHOro NpoLecy,
BUNPOGYBAHHS KOHTPOSIO AKOCTI
(BK/IHOHAKOUM Nif, YAC BUBUYEHHS
cTabiNbHOCTI) Ailo4oi peyoBUHY 3
F.Hoffmann-La Roche Ltd,
Wurmisweg, CH-4303 Kaiseraugst,
Switzerland Ha F.Hoffmann-La Roche
AG, Wurmisweg, 4303 Kaiseraugst,
Switzerland. BBefeHHs 3MiH NPOTAromM
6 micsuiB nicns 3aTBepAKEHHS. 3MiHN
| TMNy - 3MiHK 3 AkocTi. ADI.
Brpo6HMLTBO. 3MiHM B MpoLeci
BMPO6HMLTBA AD| (HEe3HAYHA 3MiHA Y
npoueci BupobHuutea Adl) -
He3HayHa 3MiHa y npoLeci
BMPOGHULTBA AP, came: BUTyYEHHS
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
He060B'A3KOBOI BUCOKOTEMMNEepaTypHOI
KopoTkoyacHoi (HTST) 06pobku ans
KyNbTypaslbHUX CepefoBuLL, Maoro
06'eMy nig, yac npoLecy BUPO6HULTBA
Aitoyoi pevoBnHN 6esavmsymas.
BBefeHHs 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs
2. | ABEUVH-H PO3unH ANs iHdysil, TOB YkpaiHa HeposdacosaHuii Ipevis/ BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/20053/01/01
400 mr/250 mn; no "®APMACE NPOAYKT, NEepBUHHA YkpaiHa marepianis: 3MiHu | TUNY - 3MiHKN 3 peyenmom
250 mMn y dh1akoHi; n" yrnakoBKa, BTOPUHHa akocTi. CepTudpikat BignosigHOCTI/lE-

no 1 conakoHy B
nauui 3 kapToHy abo
no 10 cpnakoHiB y
Kopoo6Li

ynakoBKa, KOHTPO/Ib:
BIOCEP C.A.
MAPEHTEPAN
COJOWHC

IHOACTPI, peuis;

Bunyck cepii: TOB
"®APMACEN",

YKpaiHa

cepTuddikaT BiAMNoBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignNoBIgHOCTI
€sponelicbkin hapmakonei: gns Adl;
LNA BUXigHoOro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®Il; AN [ONOMIXHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHWiA cepTUdikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponeiichbkili
thapmakonei R1-CEP 2007-355-Rev
04 (3atBepgxeHo: R1-CEP 2007-355-
Rev 03) ons aio4oi peyoBrHU
Moxifloxacin hydrochloride Big Bxe
3aTBEpPAKEHOro BMPOGHNKa MSN
PHARMACHEM PRIVATE LIMITED,
IHAis. 3MiHu | TUny - 3MiHK 3 SKOCTI.
Ceptucpikat BignosigHocTi/lE-
cepTuqikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab60 BUIYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
0151 BUXIAHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHSA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP 2007-355-Rev 05
ons givoyoi pevosrHy Moxifloxacin
hydrochloride Big, Bxe 3aTBEpmAXeHOro
BMpo6HMKa MSN PHARMACHEM
PRIVATE LIMITED, IHgis

A3APTA®

Kpanni o4Hi; no 5 mn
y hnakoHi-
KpanenbHuu; no 1
hnakoHy-
KpanenbHuLi y
KOpo6Lli 3 KapTOHY

Hosapric
Papma Al

LLiBeiuapi
a

Hosapric
MaHyhakTypiHr HB

Benbris

BHECEHHS 3MiH [0 peecTpaLjiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
Cucrema
KOHTeliHep/3akyrnopoBasibHWii 3aci6.
3MiHa 6yab-aKoi YacTUHK MaTtepiany
NepBMHHOT YNaKoBKMK, LLIO HE KOHTaKTYye
3 FOTOBMM NiKAPCbKUM 3aC060M
(Hanpuknag, Konip KpULLIeYoK 3
KOHTPO/IEM NEPLLOTro BiAKPUTTSA, KOMIp
KOAOBWX Kiflelpb Ha amnynax,
KOHTeliHepa An1s rosoK (pi3Hi Buan
nnactMacwu) (iHWi 3miHW) - 4oAaHHA
eTukeTkn Pharmalite FSC, wo
HakNereTbCA 3a [JOMOMOroH0 K/e
RP31 PURUS Big UPM Raflatac.
3MiHu | TMRY - 3MiHKW 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBasibHUiA 3aci6.
3MiHa nocTavyanbHVKa nakyBalbHUX
matepianis abo KOMNIEKTYHUNX (SKLLO
3a3HavyeHo B A0CbE) (BUYYEHHS
noctavanbHuka) - BuganeHHs Nolato
Jaycare Ta BPRex Healthcare sik
noctavyasibHUKIB KOMMNOHEHTIB
yMnakoBKM (hN1akoHy Ta KPULLIKK 3
Mogynsa 3.2.P.7. 3MiHu | Tuny - 3miHn
3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3akKyrnopoBanbHuii 3aci6.
3MiHa nocTayasibHKKa nakyBabHUX
martepianis abo KOMMIEKTYUMX (KO0

3a3HavyeHo B 10CLE) (BUYYEHHS

3a
peyenmom

UA/10400/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

noctavyanbHuUka) - BugaseHHs INEOS
Eltex Med 100-MG12 PP sk
noctadyasibH1Ka nakyBasibHOro
mMartepiany noninponisneHy 3 Mogyns
3.2.P.7. 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHUii 3aci6.
3miHa napameTpis cneumdikawlii
Ta/abo [oMyCTUMUX MeX NePBUHHOI
yNakoBKW rOTOBOrO NiKapCbKOro
3aco6y (AONOBHEHHS cneuudikauii
HOBWM MOKa3HMKOM 3 BifNOBigHNM
MeTOL0M BUNPOBYBaHHS) - AOAaHHSA
napameTpy «MiHiMasibHa TOBLUUHA
CTiHKU» A0 cneundikauii nepBUHHOT
yNakoBKW, 3 BCTAHOB/IEHNM
06MeXeHHAM Ha piBHi He MeHwe 0,5
MM. 3MiHn | TURY - 3MiHK 3 SKOCTiI.
[oTOBWIA Nikapcbkuii 3aci6. (iHLwi
3MiHW) - BHECEHHS 3MiH A0
3apeecTpoBaHOi AOKyMeHTaUil y
Mogyni 3.2.P.7:

- BUJ&/IEHHS NOCUIAaHHA Ha cucTemy
nakyBaHHs DROP-TAINER komnaHii
Alcon,

- peopraHisauist HasiBHOT
3apeecTpoBaHoi iHhopma,i,

- BUAANEHHS NOCUNAHHA Ha
cTepwisauito eTUNEHOKCMA0M Ta
ramma-onpoOMiHEHHS KOMMNOHEHTIB 3
3.2.P.7,

- BK/IIOYEHHS CTaTycy BiANOBIAHOCTI
ans donakoHy, npobku (Ph.Eur. 3.1.4)
Ta Kpuwku (Ph.Eur. 3.1.6),

- AeTa/lbHe po3KpUTTS iHdhopmadi, Lo
CTOCYETLCA BXiHNX KOHTPOSIbHUX
BUNPO6YBaHb Ta XiMiYHKX
BMNpPo6yBaHb,

- 3aMiHa BUHOCKM po3ginom 4
npouenypu Novartis ana sanigauii
nocTa4yasibHuKIB.

ANNIA®

PO34YMH ANS iH'EKLN,
40 mr/mn; no 0,165
M1y nonepesHbLo
3aMnoBHEHOMY

Baiep Al

HimeyunH
a

BVPOGHMLTBO
(BKOYaOUM
CTEpPUsIbHY
inbTpauito,

Himeuuunna/
CWA

BHECEHHS 3MiH 0 peecTpavliinHmx

MaTtepianis: 3miHu | TUNy - 3MiHK

LoAao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsaay (iHwi 3miHm). 3MiHu

3a
peyenmom

He nionsicae

UA/12600/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
wnpwuj; no 1 HanoBHEHHS - BHECEHO A0 iHCTPYKLT A4N51 MeAn4HOro
wnpuuy (3anasHomy nepBuHHa 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
y 6nictep) y yrakoBKa), po3gainis "OcobmBOCTi 3acTocyBaHHA"
KapTOHHIl ynakoBL; BTOPWHHA YNakoBKa, (akTyanisauis iHdpopMaLji Wwoao
no 0,278 mny KOHTpO~b cepii, O0MNOMDKHMX peyqyoBuH), "Oitn"

CKNsiHOMY DN1aKoHi;
no 1 pnakoHy 3
iNbTPyBaIbHOO
ronkow 18 Gy
KapTOHHI ynakoBLi

BignoBiganbHWA 3a
BUMYCK cepii Ans
nakoHiB,
MapKyBaHHs,
6nicTepHa ynakoBka,
cTepwnisauis,
BTOPUHHA YNaKoBKa,
BVPOGHWYMIA
KOHTPO/Ib, KOHTPO/1b
AKOCTI,
BiANoBiganbHUii 3a
BMNYCK cepii Ans
nornepegHL0
3aMnoBHeHMX
wnpuuis: baviep AT,
HimeuuunHa, BepniH,
HimeuumnHa,;
BVMPOGHMLTBO
Hepo3dacoBaHoi
NPOAYKLUIT, KOHTPO/b
AKOCTI
Hepo3dacoBaHoi
NpoAYyKLUii:
PepmxeHepoH
dapmacbloTikanc,
IHK., CLLA,
KOHTPO/b AKOCTI
Hepo3dacoBaHoi
npoAayKuii: €spociHc
JNaHkacTep
Na6opaTtopis, IHk.,
CLA; BMpOGHMLITBO
(BKOYaOUM
CTEPUITLbHY
inbTpauito,
HarnoBHEHHS -
nepBuHHa
ynakoBka),
BVPOGHWYNIA
KOHTPO/Ib, KOHTPO/1b

(yTouHeHHs iHchopmawii), "BMpo6HMK"
(BUOANeHHs ay6n1t0BaHHA TEKCTY
aHrNiNCcbLKOK MOBOIO),
"MicLe3HaxomKeHHs BUPOGHMKa Ta
afipeca Micus NpoBagXeHHs oro
AisnbHOCTI" (BUAaNEHHS Ay6noBaHHA
TEKCTY aHrNifncbKo MOBOH).
BBefeHHS 3MiH NpoTAroM 4-x micsuis
nicns 3aTBepmkeHHs. 3miHu Il Tuny -
3MmiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3
HOBUMM JaHUMU 3 SKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHMK Ta
OaHumn 3 hapmakoHarnsgy. 3MiHm
BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYyBaHHS /ikapcbkoro 3acoby Ao
po3ainy "Mo6ivHi peakuii” Wwoao
[ofasaHHsA NobivHOT peakwi
"ckniepuTt”. BBEAEHHSA 3MiH MPOTAroM
4-X MicAUiB Nicnsa 3aTBEPLAKEHHSA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

AKOCTI, BisyasibHa
iHcnekuia ansa
h/1aKoHiB;
BVPOGHWYMIA
KOHTPO/Ib, KOHTPO/1b
AKOCTI, BisyasibHa
iHCnekyia ans
nonepegHL0
3anoBHEeHUX
wnpuuis: Bettep
dapma-depTiryHr
m6X i Ko. KT,
HimeuumnHa,;
BVPOGHMLTBO
(BKNKOYAKOUM
CTepubHy
inbTpauito,
HanoBHEHHS -
nepBuHHA
yrnakoBka),
BVPOGHWYNIA
KOHTPO/1b, KOHTPO/b
SIKOCTI, BisyasibHa
iHCnekujia ans
dhnakoHiB Ta
nonepegHL0
3anoBHEeHUX
wnpuuis: Bettep
dapma-depTiryHr
m6X i Ko. KT,
HimeuunHa,;
KOHTPO/Ib SKOCTI:
Baiiep AT,
HimeuunHa,
Bynneptasb,
HimeyuunHa;
KOHTPO/b AKOCTi AN
nonepegHL0
3anoBHEeHUX
LUMPWLB, KOHTPO/b
AKOCTI (TiNbku TecT
Ha MexaHiyHi
BK/IIOYEHHS) 415
thnakoHis: baviep
Al, HimeuumnHa,
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
JleBepkys3eH,
HimeuunHa
5. | Allb®A- TabneTkn, BKpUTI AT YkpaiHa AT "KWIBCbKWN YkpaiHa BHECEHHS 3MiH 0 peecTpavLinHmx 3a UA/4766/01/02
NINoH nNiBKOBOKO "KUIBCbKW BITAMIHHUIA mMatepianis: 3miHu Il Tuny - 3MiHK 3 peuenmom
060/10HKO10, M0 600 " 3ABOA" AkocTi. A®l, BUpo6HMLTBO. 3MiHa
mr; no 10 TabneTok BITAMIHHN BMPOGHMKA BUXIAHOr0/NPOMIKHOTO
y 6nictepi; no 3 " 3ABOA" npoaykTy/peareHTy, LWo
6nicTepu B naywyj; no BMKOPVCTOBYIOTbCS Y BUPOOHNYOMY
10 Tabnetok y npoueci Adl, abo 3miHa BUpOOHMKa
6nictepi; no 6 (BKNtoyatoum, ge HeobxigHo, micLue
6nicTepiB y naui NpoBefEeHHs KOHTPOto skocTi) APl (3a
BiJCYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepKeHOMY [,0ChE)
(BBEAEHHS HOBOTO BMPOGHUKa APl 3
HafaHHAM MacTep-chaiina Ha Adl).
BBefeHHs aflbTepHaTUBHOTO
BMpo6HMKa A®| Anbdha-ninoesa
(tiokToBa) kucnota "Ami Lifesciences
Pvt. Ltd.", India (gitounii BUpOGHMK ADI
«Suzhou Fushilai Pharmaceutical Co.,
Ltd», China)
6. | ANIlb®A- TabneTkn, BKPUTI AT YKpaina AT "KNIBCbKWI YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/4766/01/01
NiNoH NNiBKOBOKO "KUIBCbKW BITAMIHHU/IA mMartepianis: 3miHu Il Tuny - 3MiHu 3 peuyenmom
060710HKOt0, No 300 % 3ABO4" AakocTi. A®l. BupobHuuTBO. 3MiHa
mr; no 10 TabneTok BITAMIHHWN BMPOBHMKA BMXiAHOTO/MPOMIXXHOrO
y 6nictepi; no 3 " 3ABOA" npoaykTy/peareHTy, LWo
6nicTepy B nauwy; no BMKOPUCTOBYIOTHCS Y BUPOOHNYOMY
10 TabneTok y npoueci A®l, abo 3miHa BUpOGHMKa
6nicTepi; no 6 (BkIrovatoun, fie HeobXxigHo, Micle
6nicTepiB y naui NpoBefEeHHs KOHTPOto AKocTi) A®I (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili
thapMakonei y 3aTBepKeHOMY [,0CLE)
(BBEAEHHSA HOBOTO BUPOGHMKA AdI 3
HagaHHAM MacTep-chaiina Ha Adl).
BBefieHHs1 aslbTepHaTUBHOIO
BUpo6bHMKa A®I Anbha-ninoesa
(tiokToBa) kucnota "Ami Lifesciences
Pvt. Ltd.", India (aitounii BUpo6HNK ADI
«Suzhou Fushilai Pharmaceutical Co.,
Ltd», China)
7. | AHANDbIIH - Tabnetkn, no 10 ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpayjiinHmx 6e3 nionsieae UA/15689/01/01
ANBA30I- - TabneTok y 6nictepi; 3 [04aTKOBOO marepianis: 3miHu | Tuny - 3miHK peyenma
MAMNABEPUH | no 1 6nictepy B [0[1aTKOBOK BiANOBIAA/IbHICTIO woao 6e3nekn/ed)eKTMBHOCTI Ta
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nauui; no 10 Bignosiganb "IHTEPXIM" thapmakoHarnsgy. 3MiHa y KOpoTkili
Tabnetok y 6nictepi HICTIO XapakTepucTuLi fikapcbkoro 3acoby,
"IHTEPXIM" TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans

MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHO OHOB/TOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo

JocnifkeHb 3 6e3nekn 3acToCyBaHHs

nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCAIIKEHD,
npoBeAeHNX BigNoBIAHO A0 NnaHy
nepiatpnyHux gocnigpkeHs (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVIM OpraHom) - 3MiHu

BHECEHO A0 IHCTPYKUii NS MeanyHoro

3aCTOCyBaHHS Nikapcbkoro 3acoby Ao

po3ginis "MpoTnnokasaHHA",
"Oco6nMBOCTI 3acTOCyBaHHS",
"Mepepo3yBaHHA", "Mo6GIYHI peakujii”
BiANOBIAHO A0 OHOBMEHOT iHdhopMaLi
o0 6e3neky 3acTOCyBaHHS Aitouoi
peyoBuHW. TepMiH BBEAEHHS 3MiH
npoTarom 6 micsAuis nicns
3aTBepMXeHHS. CynyTHS 3MiHa - 3MiHN
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHss abo
3miHa(1) Ao 3000B'A3aHb Ta YyMOB

BMAAui peecTpaLiiHoro noceigYeHHs,

BKtoYatoum Mnax ynpasniHHA
pvi3vkamm (iHWi 3MiHK1) 3aABHUKOM

Ha/JaHo OHOBMEHWIA MNaH ynpaBniHHA

pvi3vkamu Bepcis 3.2 3MiHY BHECEHO
[0 YacTuH: | «3aranbHa
iH(popmauisi», Il «Cneundikauis 3
6e3nekn», Il «MnaH 3
chapmakoHarnsagy»,V «3axoau 3
MiHimi3aLii pusukie», VI «Pestome
nnaHy ynpasniHHSA pusukamm»,VII
«JlopaTkn» y 3B’'A3KY 3 AofaBaHHAM
npo6nemun 3 6e3neku, OHOB/IEHHAM
PYTVHHUX Ta BNPOBaKEHHSIM
[0aTKOBMX 3axX0giB 3 MiHimizauil
puU3mnKiB Ha niacTasi pekomeHaauit
PRAC. Pestome Mnany ynpasniHHA
pu3nkamu Bepcist 3.2 A0AA€EThCS.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
8. | APBIBIP- kancynu no 200 mr, TOBAPUCT YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH [j0 peecTpaviinHmx 6e3 UA/10506/02/02
340POBA no 10 kancyny BO 3 BMPOGHMLITBA, marepianis: 3miHu | Tuny - 3miHn peyenma
POPTE 6nicTepi; no 1 OBMEXXEH KOHTPO/Ib SIKOCTI, oo 6e3nekn/edyeKTMBHOCTI Ta
6nictepy B KopobL,i 3 oo BUNYCK cepil: hapmakoHarnagy (iHwi 3MiHK).
KapToOHY BIAMOBIOA ToBapucTBo 3 OHOB/EHO TEKCT MapKyBaHHSA
NBHICTIO 0bMexeHot NepPBUHHOI Ta BTOPUHHOT YNaKoBKu
«KOPIOPA BiANOBIA&/ILHICTIO nikapcbKoro 3acoby, a came BU/TyYeHO
LA "®apmMaueBTNYHa iHhopmaLito, 3a3HauYeHy poCiiCbKo
«340POB’A KoMnaHis MOBOIO, BHECEHO 3MiHM Y 1. 2, 4, 5, 6
» "3popos'a”, TEeKCTy MapKyBaHHA NepBUHHOT
YkpaiHa,; ynakosku Tan. 1, 2, 11, 17 BTOPUHHOT
Bci cTagii YMakoBKM, a TakoX 3p06/1eHO He3HaYHI
BMPOBOHULTBA, peakLiiiHi NpaBKK B iHLIMX MyHKTax
KOHTPO/Ib SIKOCTI: TEKCTy MapKyBaHHs. BBefeHHs 3MiH
ToBapucTBo 3 npoTArom 6-Tu MicauiB nicns
06MeXeHOI0 3aTBEPAKEHHS
BiANOBIA&BLHICTIO
"®APMEKC IPymn",
YKpaiHa
9. | ACNIPUH® Tabnetkv no 500 wmr; Baiiep Lsenuapi | Baitep BitTepdenbs, HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHnx 6e3 UA/4018/02/02
no 10 TabneTtok y KoHcbtomep A rM6X mMartepianis: 3miHu | TUNY - 3MiHn peyenma
6nictepi; no 1, abo Kep Al oo 6e3nekn/edekTMBHOCTI Ta
no 2, aéo no 10 thapmakoHarnagy. 3MiHa yactoTu
6nicTepiB y Ta/abo TEPMIHIB NOAAHHA PErynsipHo
KapTOHHI KopooLyi OHOB/IOBaHWX 3BITIB 3 6e3nekn
nNikapcbkunx 3aco6iB. 3MiHW y YacToTi
Ta farax nofjaHHsa perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku.
[itoya pepakuis: YactoTta nogaHHs
perynsipHo OHOB/IKOBAHOTO 3BITY 3
6e3nekun 3 pokiB. KiHueBa faTa Ans
BK/IIOYEHHA faHux o PO3b —
01.02.2019 p. fata nogaHHA —
02.05.2019 p. NMponoHoBaHa pefakLis:
YacToTa nofaHHs perysispHo
OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku 8
pokiB. KiHueBa aarta A/15 BKIIOYEHHS
naHux go PO3b — 01.02.2030 p. Aarta
nogaHHsa — 02.05.2030 p.
PekomeHa0BaHO 10 3aTBEPKEHHS
BiANOBIAHO A0 NEPIOANYHOCTI NOJAaHHSA
perynisipHo OHOBJ/IIOBaHWX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.
10. | ATEPA A Tabnetkn no 40 mr/5 dapmaueBT Monbwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH 40 peecTpaLiiHNX 3a He niidnsieae UA/19120/01/01
Mr, no 14 Ta6neTok VNYHWIA 3aBOL, 3aBog “lMNonbtapma” Matepianis: 3MiHu | TNy - 3MiHK peyenmom
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n/n

Ha3ssa
JNliKapcbKo20

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

3acoby

y 6nictepi, no 2
6nictepu B
KapTOHHI Kopo6Lyi

“Monbhapm
a”"C. A.

C.A

oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsay. 3miHa y KopoTkii
XapaKTepucTuLli fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKV 3BITY 3 AOC/IIKEHD,
NpoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof>eHo 3 KOMNETEHTHUM
YMOBHOB&XXEHVIM OpraHomMm) - 3MiHu
BHECEHO [0 iHCTPYKLiT A4N51 MeAnNYHOro
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3gainis "OcobmBOCTi 3acTocyBaHHA"
Ta "MNob6ivHi peakuii" BigNoOBIAHO A0
pekomeHgauin PRAC. TepmiH
BBE/EHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepKEHHS.

11.

ATEPA A

Tabnetku no 40
mr/10 mr, no 14
Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHI Kopo6Lyi

PapmauesT

WNYHWIA 3aBOA,

“Monbhapm
a"C. A.

Monbwa

dapmanleBTUYHNI
3aBog, “lNonbhapma”
C. A

Monbwa

BHECEHHS 3MiH 40 peecTpaLinHnx
mMartepianis: 3miHu | TUNy - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/II)KEHD,
npoBeAeHnX BiAMnoBigHO A0 niaHy
negiatpnyHmx gocnimxkers (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) - 3miHu
BHECEHO [0 iHCTPYKLT A4Ns1 MeANYHOro
3acToCyBaHHS MikapcbKoro 3acoby Ao
po3gainis "OcobMBOCTi 3acTocyBaHHA"
Ta "MNob6iyHi peakuii" BigNOBIAHO A0
pekomeHgauin PRAC. TepMmiH

BBE/IEHHS 3MiH MPOTAroM 6 MicsLiB

3a
peyerimom

He nionsizae

UA/19120/01/02
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

nicns 3aTBepKeHHs.

12.

ATEPA A

Tabnetkv no 80 mr/5
Mr, no 14 TabneTok
y 6nictepi, no 2
6nictepu B
KapTOHHI Kopo6Lyi

PapmauesT

WNYHWIA 3aBOA,

“Monbhapm
a"C. A.

Monbwa

dapmauleBTUYHNI
3aBog, “lNonbhapma”

Monbwa

BHECEHHS 3MiH 40 peecTpaLinHnx
mMartepianis: 3miHu | TUNY - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnsay. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJ[MYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBeAeHnX BifMnoBigHO A0 niaHy
negiatpnyHmx gocnimxkers (PIP)
(3MiHY y3rof>KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3miHu
BHECEHO [0 iHCTPYKLT A4Ns1 MeANYHOro
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3gainis "OcobMBOCTi 3acTocyBaHHA"
Ta "Mob6iyHi peakuii" BigNoBiAHO A0
pekomeHgauin PRAC. TepmiH
BBEEHHS 3MiH NMPOTAroM 6 micAuis
nicns 3aTBepKEHHS.

3a
peyerimom

He nionsizae

UA/19120/01/03

13.

ATEPA A

Tabnetku no 80
Mmr/10 mr, no 14
Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHI Kopo6Lli

dapmaueBT

WNYHWIA 3aBOg,

“Monbthapm
a”"C. A

MonbLa

dapmaueBTUYHNI
3aBog, “lNonbhapma”
C. A

MonbLa

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMartepianis: 3miHv | TUNy - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
hapmMakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 fOCAILKEHD,
npoBeAeHnX BifnoBigHO A0 niaHy
negiatpuyHux gocnigpkeHs (PIP)
(3MiHY y3rof»keHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3miHu
BHECEHO 10 IHCTPYKLi 415 MeguyHoro
3aCTOCYyBaHHS /ikapcbKoro 3acoby Ao
po3ainis "Oco6/MBOCTi 3aCTOCYBaHHS"

3a
peyenmom

He niidnsiecae

UA/19120/01/04
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

Ta "MNob6ivHi peakuii" BigNoOBIAHO A0
pekomeHgauin PRAC. TepmiH
BBE/EHHS 3MiH NPOTArom 6 micsuis
nicnsi 3aTBEpAKEHHS.

14.

AYPOKCETHU
n

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 250
mr; no 10 TabneTok
y 6nicTtepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

AypobiHgo
dapma /114,

IHgis

Aypob6iHgo ®apma
Nta. FOHIT VI, Bnok
D

IHais

BHECEHHS 3MiH 40 peecTpaLinHnx
MaTepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpOBaPKeHHA Ai/IbHOCTI
BMpOOHUKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOUaum
AinbHULI BUNYyCKy cepii abo micue
NpoBeAEeHHSI KOHTPO/IO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYa4M
BUMNYCK cepiit). 3MiHa agpecu
BMpOG6HMKa 13 3 Sy. Ne 329/39 Ta
329/47, cenuwe YiTkyn, MaTaHyepy
MaHgan, okpyr Megak, wrar
TenaHraHa, 502307 IHgis/ Sy. No.
329/39 & 329/47, Chitkul Village,
Patancheru Mandal, Medak District,
Telangana state, 502307 India Ha Sy.
Ne 329/39 T1a 329/47, cenuue Yitkyn,
MaraHuyepy MaHgan, okpyr CaHra
Pegpai, wrat TenaHrana, 502307 IHgjs/
Sy. No. 329/39 & 329/47, Chitkul
Village, Patancheru Mandal, Sanga
Reddy District, Telangana state,
502307 India, BUpo6GHMYi AinbHULI Ta
BCi BMPOOHUUYI onepauii 3anunwatTbes
He3MiHHMMK. 3MiHN BHECEHO B
IHCTPYKUi0 4Ns1 MeguyHoro
3aCTOCYBaHHSA ikapcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs
BUpPOGHMKa Ta agpeca micus
NPOBaXEHHSI MOro AisnbHOCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakOBOK.

3a
peyenmom

He nionsizae

UA/12973/01/01

15.

AYPOKCETHU
n

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKo10, o 500
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy B

AypobiHao
dapma /114,

IHais

AypobiHgo ®apma
Nita. KOHIT VI, Bnok
D

IHais

BHECEHHS 3MiH 10 peecTpaLiiHnx
MaTepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaZKEHHS AiSSTbHOCTI
BMpO6HUKa/iMnopTepa rotToBoro

3a
peyenmom

He nionsicae

UA/12973/01/02
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

KapTOHHI KopooLyi

nNiKapcbkoro 3acoby, BKIoYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHs KOHTPOJIO AKOCTI.
(aisnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOpPTEp, BK/IOYa4N
BMMYCK cepiit). 3MiHa agpecu
BUpo6HMKa 13 3 Sy. Ne 329/39 Ta
329/47, cenuwe Yitkyn, MaTtaHuepy
MaHgan, okpyr Megak, wrar
TenaHraHa, 502307 IHgis/ Sy. No.
329/39 & 329/47, Chitkul Village,
Patancheru Mandal, Medak District,
Telangana state, 502307 India Ha Sy.
Ne 329/39 Ta 329/47, cenvuye Yitkyn,
MaTtaHuepy MaHgan, okpyr CaHra
Pepgi, wrat TenaHrana, 502307 IHgjis/
Sy. No. 329/39 & 329/47, Chitkul
Village, Patancheru Mandal, Sanga
Reddy District, Telangana state,
502307 India, BUpo6HMUI AinbHULI Ta
BCi BUPOOHMYI onepauii 3anuwaiTbes
He3MiHH/MK. 3MiHN BHECEHO B
IHCTPYKL,t0 4519 MeANYHOrOo
3aCTOCYBaHHS /iKapCbKoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMpPOOHUKA Ta agpeca micus
NPOBaXEHHS Oro AisnbHOCTI" 3
BiANOBIAHMMUN 3MiHAMU B TEKCTI
MapKyBaHHS! yakoBOK.

16.

ALVIKNOBIP-
JOAPHMLA

Tabnetku no 200 mr,
no 10 Tabnetok y
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBkW B nayLi

MpAT
"GapmauesT
nyHa chipma

"fapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
thipma "apHnus"

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHu | TUNY - 3MiHKM 3
akocTi. CepTudikaT BignosigHocTI/lE-
cepTuqikaT BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEeOOXiHICTIO NPUBEAEHHS
y BiANOBiAHICTb A0 MoHorpadii AdY
abo €BponeiicbKoi hapmakonei, abo
iHLWOT HaujoHanbHOT thapmakonei
aepxasun €C (iHWi 3MiHW) -
MpuBeaeHHs posgainis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpauiiiHoro focke Ha
[0NOMKHY peyvoBuHy MoBigOH A0
BMMOT MOHorpadii «Povidone» gitouoi
pepakuii €sponeicbkoi Papmakonei

3a
peyenmom

UA/0991/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta oY
17. | AUL® NOPOLLIOK ANs CaHpo3 CnoBeHis BWMYCK Cepil: Himeuunna/ BHECEHHS 3MiH 40 peecTpaLinHnx 6e3 UA/6568/02/01
FAPAYMIA OpasIbHOro PO34nHY dapmacboTi Cantotac dapma LBeiiLapis mMartepianis: 3miHu | TUNY - 3MiHn peyenma
HAMIA MES, no 600 mr; no 3r Kan3 g.a. 'M6X, HimeuyuunHa,; oo 6e3nekn/edekTMBHOCTI Ta
JNTMMOH NOPOLLKY B BUPO6HMK in bulk, hapmakoHarnsgy. 3miHa 4actotun
nakeTuky; no 6 TeCTyBaHH4, Ta/abo TEPMIHIB NOAAHHA PErynsipHo
naxkeTukis y naxkyBaHHs: OHOBJIIOBAHNX 3BITiB 3 6e3neKkn
KapTOHHI Kopo6Lyi NiHpgodhapm Mm6X, nNikapcbKyx 3aco6iB - 3MiHW y yacToTi
HimeyuunHa; Ta garax nofaHHsa perynsapHo
BUPO6HMK in bulk, OHOB/ItOBAHOrO 3BITY 3 6e3neKu.
TeCTyBaHH4, [litoua pepakuis:
nakyBaHHs: 3aM60H YacToTa nogaHHs perynsipHo
CeiT3enaHpg /114, OHOB/IOBAHOrO 3BiTY 3 6e3nekn 3
Llseiiuapis poku. KiHueBa farta A/ BKIHYEHHS
naHux go PO3b - 13.09.2018 p. fara
nofjaHHa - 12.12.2018 p.
MponoHoBaHa pegakuis:
YacToTa nogaHHs perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun 5
pokiB. KiHueBa garta Ans BKIOYEHHS
naHux go PO3b - 13.09.2028 p. Aata
nogaHHa 12.12.2028 p.
PekomeHA0BaHO [0 3aTBEPIKEHHSA
BiANOBIAHO 40 NepioANYHOCTI NOSAHHSA
perynisipHoO OHOBJIHOBaHX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.
18. | AULU® NOPOLLOK A/1A CaHpo3 CnoBeHis BUNYCK cepil: HimevunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 UA/6568/02/02
FAPSUNIA OpasibHOro PO34nHY dapmacbloTi Cantotac dapma Lseliuapis marepianis: 3miHu | Tuny - 3MiHK peyenma
HAMIA MEA, no 200 mr; no 3r Kan3 g.4a. M6X, HimeuyumnHa; o0 6e3nekn/edyekTMBHOCTI Ta
NMOH NOPOLLKY B BMPOGHUK in bulk, hapmakoHarnsgy. 3miHa 4actotun
nakeTuky; no 20 TeCcTyBaHHs, Ta/abo TEePMIHIB NOAAHHA PerynsipHo
nakeTukis y nakyBaHHS: OHOB/IIOBaHWX 3BITiB 3 6e3nekn
KapTOHHI Kopo6Lyi NiHpodhapm Mm6X, nNikapcbkyx 3aco6iB - 3MiHM y YacToTi
HimeuunHa,; Ta faTax nofaHHs perynspHo
BUPO6HMK in bulk, OHOBJIOBAHOrO 3BITY 3 6E3NEKN.
TeCTyBaHH4, [litoua pepakuis:

nakyBaHHs: 3amb0oH
CeiT3enaHpg, /114,
LBeiiLapis

YacToTa nofaHHs perynsipHo
OHOB/OBAHOrO 3BiTYy 3 6e3nekn 3
poku. KiHueBa fata A1 BK/IHYEHHS
naHux go PO3Bb - 13.09.2018 p. [ara
nofaHHsa - 12.12.2018 p.
MponoHoBaHa pepakuis:
YacToTa nofaHHs perynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekn 5
pokiB. KiHUeBa fata aAns BKAYEHHSA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
naHux oo PO3b - 13.09.2028 p. data
nogaHHA 12.12.2028 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BiANOBIAHO A0 NepioAMYHOCTI NOAAHHSA
perysisipHoO OHOBJIHOBaHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.
19. | BAPBOBA/N® | kancynu TBepai, no AT YkpaiHa AT «Papmak» YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHmx 6e3 UA/1196/02/01
10 kancyny "®apmak” marepianis: 3miHu | Tuny - 3miHK 3 peyenma

6nicTepi; no 1 a6o 3
6nictepn y nauui 3
KapTOHY

AKocTi. CepTudikat BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkiin
thapmakonei/MmoHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ans BUXigHoro
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN ONOMIXHOT
peyoBuHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHunii cepTudiikaT Bif yxe
3aTBEPAKEHOro BUpo6HUKa. MogaHHsA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI E€BpONenchbkili
hapmakonei Ne R1-CEP 2009-132-
Rev 00 (3atBepmxkeHo: RO-CEP 2009-
132-Rev 02) gns fjtoyoi pevyoBnHn
Phenobarbital Big Bxe 3aTBEpaXeHOro
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary
3MiHuW | TUNY - 3MiHK 3 AKOCTI.
CepTudpikat signosigHocTi/TE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudgikaTa BignNoBIgHOCTI
€sponelicbkin hapmakonei: gns Adl;
[NA BUXigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI API; 115 AONOMIXKHOT
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Ha3ssa

Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBreHWiA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 01 gns gjito4oi pevyoBuHM
Phenobarbital Big BXe 3aTBEpAKEHOIO
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary. 3MiHu |
Tuny - 3miHu 3 skocTi. CepTuddikat
BignosigHocTi/TE-cepTudikat
BIANOBIAHOCTI EBpONENchbkili
hapmakonei/moHorpadii. MogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BigNoBiAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ans BUXigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; AN ONOMIXHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHuniA cepTuddikaT Bif yxe
3aTBEPAKEHOro BMPO6HUKa. MogaHHsA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONENChbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 03 ana aitoyoi pevoBuHU
Phenobarbital Big BXe 3aTBEpAXeHOro
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary. 3MmiHu |
Tuny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpoNeiichbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI ab60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y




26

n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKa. [MogaHHA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne CEP 2003-017-Rev 04
(3atBepmxeHo: R1-CEP 2003-017-Rev
03) AnA Aitoyoi pevoBUHU
Phenobarbital Big BXe 3aTBEpAXeHOro
Brpo6Huka HARMAN FINOCHEM
LIMITED.

20.

BEH3UNBEH
30AT

Kpem, 250 mr/r; no
40rabono80ry
Ty6i; no 1 1y6i y
navui

AT
"®apmak”

Ykpaina

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHx
mMartepianis: 3miHu Il Tuny - 3MiHu 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOBHNYOMY
npoteci Adl, abo 3miHa BUpoOHMKa
(BKTrovatoun, fie HeobXxigHo, Micue
NpoBeAEeHHS KOHTPO/IO AkocTi) APl (3a
BifICYTHOCTI cepTudikarta
BiANOBIAHOCTI EBponeiichbkili
chapmakonei y 3aTBepKeHOMY [0CbE)
(BBEAEHHA HOBOTO BMPOGHUMKa API 3
HagaHHAM macTep-ghaiina Ha Adl) -
BBEJEHHA aNlbTepHaTUBHOIO
BMPO6HUWKa cybcTaHuii BeHannbeHsoar
— AT «®apmak», YKpaiHa
(3aTBEPAXEHUIA BUPOGHUK:
«[lepxaBHe nignpveMcTBO 3aBof
XiMIYHMX peakTMBIB HAayKOBO-
TEXHOOMYHOr0 KOHLEPHY «IHCTUTYT
MOHoKpucTanie» HAH YkpaiHu»,
YkpaiHa). BBefeHHS 3MiH NpoTArom 6-
TV MiCALIB NicNs 3aTBepAKEHHS

6e3
peyenma

UA/7134/01/01

21.

BICAKOAUN

cynosuTopii
pekTasibHi no 0,01 r
in bulk: no 5
CynosuTopiiB y
6nicTepi; no 100
6nicTepiB y ALLMKY;
no 5 cynosutopiiB y
6nictepi; no 200

MNpusBartHe
akuioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

YkpaiHa

MNpusatHe
akuioHepHe
TOBapuCTBO "J1ekXiM
- Xapki"

YKpaiHa

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX
marepianis: 3MiHu | TUNY - 3MiHK 3
sKocTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema
KOHTeliHep/3akKyrnopoBasbHuii 3aci6.
3MiHa po3mipy ynakoBku rotosoro
NiKapcbKoro 3acoby (iHLi 3MiHW) -
BBEZIEHHA yNakoBKKM y doopmi in bulk y

UA/13999/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepiB y ALWMKY; 3B'fA3KY 3 BUPOOHNYOK HEOBXIAHICTIO.
no 5 cynosutopiis y BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
6nicTepi; no 250 nicns 3aTBepgXeHHs. 3MiHu | Tuny -
6nicTepiB y ALLMKY 3MiHV Woo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) -
3a3HayeHHs1 0gnHULL B cUCTEMI Si B
Nn.2 415 NePBUHHOIO NakyBaHHSA Yy
dopmi in bulk Ta He3HAYHI TEXHIYHI
YTOUYHEHHS. BBEAEHHS 3MiH NPOTArom
6-TN MicALIB Nic/1a 3aTBEPKEHHS.
22. | BICAKOAUN cynosuTopii MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHx 6e3 UA/1380/01/01
pekTasibHi no 0,01 r, akuioHepHe akuioHepHe mMartepianis: 3miHu | TUNY - 3MiHn peyenma
no 5 cynosutopiis y TOBapucTBO TOBapuCTBO "J1ekxiMm oo 6e3nekn/edekTMBHOCTI Ta
6nicTepi; no 2 "Jlekxim - - Xapkis" hapmakoHarnsagy (iHwi 3miHn) -
6nicTepu y nauui 3 Xapkis" OHOB/EHO TEKCT MapKyBaHHSA
KapTOHY NepPBUHHOT Ta BTOPUHHOT YNaKoBKu
niKkapcbKoro 3acoby, a came BUy4YeHO
iHchopMaLito, 3a3Ha4YeHy pOCiiCbKO
MOBOIO, BHECEHO 3MiHN Y N. 2, 6 TeKCTy
MapKyBaHHA NepBUHHOT YNakoBKM Ta M.
4, 17 BTOPUHHOI YNaKoBKW, a TakoxX
3p06/IEHO HE3HAYHI pefakLiliHi
npaskn. BBegeHHs 3MiH NpOTArom 6-1n
MicCALB MiCNA 3aTBEPMKEHHS.
23. | BNoripP-3 PO34YUH OpasIbHUIA, Benyno, Xopsaris BUPOBHMK rOTOBOrO Ipeuisi/ BHECEHHS 3MiH [0 peecTpavjiitHmx 6e3 UA/15359/02/01
0,5 mr/mn, no 60 mn nikn Ta nikapcbkoro 3acooy, Xopsaris martepianis: 3MiHu | TUny - 3MiHKM 3 peuyenma
abo 120 mny KoCMeTuKa, nepBuHHE, BTOPUHHE AKocTi. CepTudikat BignosigHOCTI/lE-
dnakoHi; no 1 a.a. nakysaHHa: PAMAP cepTtudikaTt BiAMNoBIAHOCTI

hnakoHy pasom 3
MipHOIO JTOXKEUKOH0
(Ha 2,5 mn abo 5
MJ1) B KQPTOHHiIlA
nauuj

A.B.E. , Ipeuis;
BiANoBiganbHUii 3a
BTOPVHHE
nakyBaHHs, BUMYCK
cepi:
Benyno, niku Ta
KocmeTuka, 4.4.,
Xopsaris

€Bponeichbkiin
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab60 BUTyHYEHHS
cepTugikaTa Bi4noBigHOCTI
€sponelicbkili hapmakonei: ans Adl;
0151 BUXIAHOTO
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI ADI; Ans AONOMIKHOT
peyoBuHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBneHWin cepTudikar Big, yxe
3aTBEpIAXEHOro BUpobHuKa. MoaaHHA
OHOBJIEHOTO cepTugikaTy
Bi4NOBIAHOCTI €BpONENCbKil
thapmakonei CEP 2013-231-Rev 02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[ilo40T peyoBUHN Ae3nopartajuH Bif,
BXE 3aTBEpAXeHOro BupobHuka SUN
Pharmaceutical Industries limited,
India, B 38'3Ky 3 AOAaBaHHAM
aNbTepHaTUBHOT BUPOOHNYOT AiNbHULL
BMPOGHMLITBA BUXIQHOTO MaTepiany
(3aTBEpAXeHO: R1- CEP 2013-231-
Rev 01; 3anponoHosaHo: CEP 2013-
231-Rev 02).
24. | BPOHXOME/[, | po3uuH ans €Bpo Benvka Benn CaH3 & Benvka BHECEHHS 3MiH [0 peecTpaLjiitHmx 6e3 UA/12716/01/01
BANIb3AM nepopasibHOro Navicbkep BputaHis KomnaHi (JparricTc) BputaHis mMarepianis: 3MiHu | Tuny - peyenma
3acTocyBaHHs; No nip Nimiteq AJMIHICTpaTVBHI 3MiHW. 3MiHa
100 mn a6o no 200 HaliMeHyBaHHs1 Ta/abo agpecu
M/ B naswui; no 1 3asBHMKa (B/1AaCHMKaA peecTpaviiHoro
NAALWLUI B KAPTOHHIN NocBigYeHHs) 3MiHa agpecy 3asiBHUKa
KopoobLi
25. | BA3OHIT TabneTkn petapa, TOB "BAYLU YKpaina I.N1. dapma MM6X, ABCTpist BHECEHHS 3MiH 40 pPeeECTpaLiiHNX 3a UA/8138/01/01
BKPUTi 060/10HKOHO, XENC ABCTpIS; martepianis: TexHiyHa nomunka (3rigHo peuyenmom
no 600 mr; no 10 YKPAIHA" BignosiganbHuii 3a Haka3y MO3 Big 23.07.2015 Ne 460).
TabneTtok y 6nictepi; Bunyck cepii: .J1. BunpaBneHHs1 TEXHIYHOT MOMW/IKUA Ha
no 2 6nictepu B dapma 'm6X, TUTYNbHI CTOPIHLi 3MiH o MKA N3,
KOpOoO6Li 3 KAPTOHY ABCTpist o 6ynu 3aTBepaxeHi Hakasom MO3
Big 03.06.2025 poky Ne 918, a came:
BunpasneHHa Homepy Hakasy MO3 B
rpudi 3aTBEPAXKEHHS HA TUTYNbHIl
CTOPIHLi BiANOBIAHO A0 3aTBEPAYKEHNX
MKS$ /13 Ta peecTpauiiiHoro
NoCBIJYEHHS.
26. | BEPTIFOXEE | kpansi opasibHi; no Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX 6e3 niosisiecae UA/5303/02/01
nb 30 mn 'y dpriakoHi- Xaiinbmitte a XainbmitTTens mMartepianis: 3MiHa cTaTycy LWoA0 peuyenma
KpanesbHuui; no 1 b Xeenb Xeenb TM6X pekamyBaHHs BIAMOBIAHO A0 BUMOT
dnakoHy- m6X n. 34 MNopsaKy AepXaBHOI peecTpadii

KpanesibHuLj y
KOpO6LLi 3 KAPTOHY

(nepepeecTpalii) nikapcbkrx 3acobis,
3aTBEpPKEHOro noctaHoo KMY Big,
26.05.2005 Ne 376 (B pegakuii
noctaHosu KMY Big, 26.04.2024 Ne
529), - BHACNIAOK 3aBEPLUEHHS
TepMiHy BBEAEHHS 3MiHW,
3aTBepXeHol Hakazom MO3 YkpaiHu
Big 19.05.2025 Ne 843, 1,040 3MiHK
Ha3BW NikapCcbKOro 3acoby, Lo
BifNyCKaeTbCA 3a peLenTom Ta
3a60pOHEHUIA A0 peknamyBaHHs
(6yno: LIENb T; ctano: LEb T
IH’EKLLIT, Ha niacTasi BUMOT NyHKTY 3
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3assiBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsi04YeHHs1

KpuTepiiB L0 3aCTOCOBYIOTLCA NpK
BM3HAYEHHI NikapCcbknx 3acobis,
pekaMyBaHHA AKNX 3a60POHEHO,
3aTBepAXXeHuX Hakazom MO3 Ykpaiiu
Big 06.06.2012 Ne 422 (B pegakuii
Hakazy MO3 Ykpainu Big 23.11.2021
Ne 2593). Byno: «He nid/sieae».
NveT-nigTBEpMKEHHS AepXaHoro
nianpuemcTBa «epxaBHuii
eKcnepTHuii LeHTp MiHicTepcTBa
OXOPOHU 340POBS YKpaiHu» Big,
24.07.2025 Ne 1950/2.4-25

27.

BINNATE 1000
MO

MOPOLLOK Ta
PO3YUHHKK AnA
PO34YUHY ANS iH'EKLN
no 100 MO/mn;
KapTOHHa Kopob6ka
Nel: no 1 dpnakoHy 3
NMOPOLLKOM NS
NpUroTyBaHHs
PO34YUHY ANS iH'EKL
(1000 MO);
KapTOHHa Kopob6ka
Ne2: no 1 dpnakoHy 3
PO34MHHKKOM (BOAA
ans iH'ekuin 30,1 %
nonicop6arom 80)
no 10 mn pasom 3
KOMM/IEKTOM ANt
BHYTPILUHbOBEHHOTO
BBE/EHHS, 2
npocoYyeHi cnMpToM
TaMMOHW; KOMNIEKT
ans
BHYTPILUHbOBEHHOIO
BBE/leHHs
cknagaetbca 3: 1
wnpuy,
oaHopaszoBuii, 1
KOMMNAEKT ans
nepeHeceHHs, 1
KOMNAEKT Ans
iHdpy3iit; KapToHHA
Kopobka Nel Ta
KapTOHHa Kopobka

Oktadapma
PapmauesT
nka
MpoaykTioHC
rec. Mm.6.X.

ABCTpist

Bupo6HMK,
BiANoBigabHUIA 3a
in bulk
BMPOBHULTBO,
NepBUHHY YNakoBKy,
KOHTPO/Tb AKOCTI,
BK/THOHAI0UM
Bi3yasibHY iHCMEKLiit0
NOpPOLLKY AN
pO34nHy Ans
iH'eKLiA, BisyanbHy
iHCnekuio
PO34MHHYKKA Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs1, BUNYCcK
cepil 4ns KiHLeBoro
npoAyKTy (NopoLUOoK
[4NS po34nHy Ans
iH eKUii Ta
PO3UYNHHNK):
OkTadapma
PapmaLeBTnKa
MpogaykTioHcrec.
M.6.X., ABCTpisi;
BUpo6HMK,
BignoBiganbHWA 3a
Bi3yaUsibHy iHCNEKLit0
PO3UMHHYIKA,
BTOPVIHHE
nakyBaHHSA Ta
MapKyBaHHS

KiHLEBOro NpoayKTy

AscTpisi/
Himeuunna/
LBewis

BHECEHHS 3MiH [0 peecTpaLjiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKOCTi. 3MiHN [0 peecTpavjiiiHoro
NOCBIAYEHHS BHACNIAOK iHLLIMX
perynsatopHux npoueayp. NMM®/BA3®
(macTep-thaiin Ha nnasmy/3aranbHuii
(haiin Ha BakUMHHWUIA aHTUTEH).
Bk/1lO4EHHS HOBOrO, OHOB/IEHOIO ab0o
3MiHeHOro macTtep-caiina Ha niasmy
y peecTpaujiiHe AOCbE Ha NiKapCbkuii
3aci6 (npouegypa 2-ro etany ans
MM®) (BKOUYEHHSA
OHOBJ/IEHOr0/3MiHEHOrO MacTep-aiina
Ha nnasmy, SKWo 3MiHW He BNIMBaKTb
Ha BN1acTUBOCTI FOTOBOTO /liKapCbKOro
3aco6y) Bk1o4eHHS OHOB/IEHOTO
MacTep-haiina Ha nnasmy y
peecTpaLiiHe JOCbE Ha Nikapcbkuii
3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/11/029/G.
3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBanbHuii 3aci6.
3miHa napameTpiB cneuudikaliii
Ta/abo foNyCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NikapCbKOoro
3aco0y (3BY)XEHHS [ONYCTUMUX MEX,
BM3HA4YeHUX y cneuudpikauir) -
BHeceHHs 3MiH A0 cneumdikaii Ha
npo6ku, a came-3BY)XEHHS
[0MNyCTUMUX MEX Ta 3MiHa OANHULb
3BITHOCTI A1 TECTY Ha EHA0TOKCUHM.
3MiHM | TMNY - 3MiHK 3 SIKOCTIi. [OTOBMIA

3a
peyenmom

UA/17518/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ne2 06’eHyIOTbCA ( nopoLuky ons nikapcbkuii 3aci6. Cuctema
MiXK CO60t0 pPO34MHy 4N KOHTeliHep/3aKynoptoBasibHUI 3aci6.
NnnacTKoBOO iH eKUii Ta 3miHa napameTpiB cneuudikawiii
NNiBKOK PO3YMHHVKKA): Ta/abo fonyCTUMUX MEX NEPBUHHOT
OxTadhapma [leccay YyNaKoBKM rOTOBOTO J1iKapCbKOro
vm6X, HimeuunHa; 3ac00y (fONOBHEHHS cneuudikauil
Bupo6HMK, HOBWM MOKa3HUKOM 3 BifNOBiAHNM
BiANOBIAaIbHUI 3a MEeTOAO0M BUMPOGYBaHHS) -
in bulk [JlonoBHeHHs cneuudikauii Ha Npo6ku
BUPOGHMLITBO, HOBMMMW NOKa3HMKaMK 3 BiAMOBIAHNMU
NepBUHHY YNakoBKy MeTodamu BUnNpobyBaHHs, a came
Ta KOHTPO/Ib AKOCTI fofaBaHHsA BUMPOOYBaHHA
PO3YMHHYKA: "hparmeHTanis" 3 kpuTepiem
OkTachapma AB, NpUAHATHOCTI «< 5 fragments (48
LLBeuis pierces-12 stoppers)» Ta
"NMPOHUKHICTB" 3 KpUTEpPIEM
npuiiHsTHOcCTi «< 10 N for each
closure». 3miHu | TMny - 3MiHK 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3akKyrnopoBanbHUii 3aci6.
3miHa napamMeTpiB cneuudikadliii
Ta/abo foNyCTUMUX MEX NEPBUHHOT
yNaKoBKW rOTOBOTO NiKapCbKOro
3aco0by (BWU/1yYEHHS HE3HAUYHOTO
nokasHuka (Hanpvknag 3actapisioro
nokasHuka)) - 3MiHn go cneumdikawii
Ha NpobKKW, a came BUTyYEHHS
BMNPOOYBaHHA Ha BaXkKi MeTanu
28. | BINATE 500 NOpPOLLIOK Ta Oktadapma ABCTpiA Brpo6HuK, AscTpisi/ BHECEHHS 3MiH 0 peecTpavLinHmx 3a UA/17518/01/01
MO PO3YMHHVK AN dapmaueBT BiANoBiganbHUii 3a HimeuuunHa/ marepianis: 3MiHu | TUNY - 3MiHKM 3 peuenmom
PO34UHY ANS iH'EKL nka in bulk LLiBewjs AKOCTI. 3MiHN [0 peecTpavjiiHoOro
no 100 MO/mn; MpoaykTioHC BMPOGHMLITBO, NOCBiAYEHHA BHAC/IAOK iHWNX
KapTOHHa KOpobka rec. Mm.6.X. NepBUHHY YyNakoBKY, perynatopHux npoueayp. MM®/BA3®

Nel: no 1 chnakoHy 3
MOPOLLKOM A5
NpUroTyBaHHs
PO3UUHY ANS iH'EKLi
(500 MO); KapTOHHa
Kopobka Ne2: no 1
hnakoHy 3
PO34MHHKKOM (BOAA
ons iH'ekyin 30,1 %
nonicop6arom 80)
no 5 mn pasom 3

KOHTPO/Ib SIKOCTI,
BK/THOHAIOUM
Bi3yaUsibHy iHCNEKLit0
MOPOLLKY Ans
pO34nHy Ans
iH'eKLN, BisyanbHy
iHCnekKujo
PO3YMHHMKA Ta
BTOPVIHHE
nakyBaHHs1,
MapKyBaHHs1, BUNycK

(macTep-thaiin Ha nnasmy/3arasnibHui
haiin Ha BakUMHHUIA aHTUTEH).
Bk/tO4EHHS HOBOrO, OHOB/IEHOTO 260
3MiHEHOro MacTep-chaiina Ha nnasmy
y peecTpaujiiHe fOCbE Ha NiKapcbkuii
3aci6 (npouenypa 2-ro etany ans
MM®) (BKIHOYEHHS
OHOBJ/IEHOr0/3MiHEHOr0 MacTep-aiina
Ha nnasmy, AKLWO 3MiHU He BNBaloTb
Ha BNacTMBOCTI FOTOBOTO /liKapCbKOro
3aco06y) BkOYEHHS OHOB/IEHOTO
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

KOMMNIEKTOM ANnsi
BHYTPILUHbOBEHHOIO
BBeEHHS, 2
NPOCOYEHi CNMPTOM
TaMMoOHW; KOMMIEKT
ans
BHYTPIiLUHLOBEHHOTO
BBEJEHHSA
cknapaetbed 3: 1
wnpwy,
ofHopasoswuii, 1
KOMNAeKT ans
nepeHeceHHs, 1
KOMMIEKT Ans
iHdpy3iit; KapToHHA
Kopobka Nel Ta
KapTOHHa Kopob6ka
No2 06’eaHytOTbCA
MiX CO6010
naacTMKoBOO
NniBKOO

cepii gns KiHLeBoro
npoayKTy (MOPOLLIOK
NS po34nHy Ans
iH eKUili Ta
PO3YNHHNIK):
OkTadapma
dapmaueBTmKa
MpoaykTioHcrec.
M.6.X., ABCTpis;
Bupo6HMK,
BiANOBIAaIbHUI 3a
Bi3yasibHy iHCMEKLiit0
PO3UMHHYIKa,
BTOPVHHE
nakyBaHHSA Ta
MapKyBaHHS
KIHLLEBOrO NPOAYKTY
( nopowky ans
pO34nHy Ans
iH eKUii Ta
PO34YMNHHMKA):
Oxtathapma [leccay
'M6X, HimeuunHa;
Brpo6HuK,
BiANoBiganbHUii 3a
in bulk
BMPOGHMLITBO,
NepBUHHY YNakoBKYy
Ta KOHTPO/b AKOCTI
PO3YMHHYKA:
OkTtadhapma AB,
Lseuis

macTep-haiina Ha nnasmy y
peecTpaLifiHe A0CbE Ha NikapCbknii
3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/11/029/G.
3MiHu | TMny - 3MiHKW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHUii 3aci6.
3miHa napameTpis cneumdikawlii
Ta/abo [oMyCTUMUX MeX NePBUHHOI
yNakoBKW rOTOBOrO NiKapCbKOro
3aco06y (3BY>XEHHS AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauii) -
BHeceHHs 3MiH A0 cnevudikadii Ha
npoobku, a came-3BYXEHHS
[ONyCTUMUX MEX Ta 3MiHa OANHULb
3BITHOCTI 719 TECTY Ha €HA0TOKCUHMU.
3MmiHu | TMny - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHUiA 3aci6.
3miHa napameTpis cneuudikawlii
Ta/abo [oMyCTUMUX MeX NePBUHHOI
yNakoBKW rOTOBOrO NiKapCbKOro
3ac06y (AONOBHEHHS cneuudikauii
HOBWM MOKa3HMKOM 3 BifNoOBigHNM
MeTOLO0M BUNPOBYBaHHS) -
JlonoBHeHHs cneuudikaLii Ha Npo6ku
HOBMMMW NOKa3HMKaMK 3 BiAMOBIAHNMU
MeTogamu BUNpobyBaHHSA, a came
[ofaBaHHsA BUNPOOyBaHHSA
"thparmeHTauis" 3 kputepiem
npuiiHATHOCTI «< 5 fragments (48
pierces-12 stoppers)» Ta
"MPOHMKHICTL" 3 KpUTEPIEM
npuiAHsaTHOCTI «< 10 N for each
closure». 3miHu | TMny - 3miHK 3
AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
Cuctema
KOHTeliHep/3akynopoBasbHWii 3aci6.
3miHa napamMeTpiB cneuudikawliii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NiKapCbKOro
3aco6y (BUyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag 3acrapinoro
nokasHuka)) - 3miHn go cneumdikawii
Ha NpobKKW, a came BU/TyYEHHS
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUNPOOYBaHHS Ha BaxkKi MeTasin

29.

BIHB/IACTIA
HY CYNb®AT

MOPOLLIOK
(cybeTaHuis) y
NAsiLLKax 3 TEMHOTO
ckna gnsa
thapmaL,eBTMHHOTO
3aCTOCYBaHHS

TOB "tOpis-
Papm”

Ykpaina

MiHakem Xaii
MoteHT CA

Benbris

BHECEHHS 3MiH 40 peecTpaLinHnx
marepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. CepTudpikaT BignosigHOCTI/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudgikaTa BignNoBIgHOCTI
€sponelicbkin hapmakonei: gns Adl;
[NA BUXigHoro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN ONOMIXHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbki thapmakonei) -
OHoBreHWiA cepTudikaT Bif yxe
3aTBEPAXXEHOr0 BUPOGHMKa - MogaHHA
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponeiichbkili
hapmakonei Ne RO-CEP 2020-065 -
Rev 01 (3aTBepmxeHo: RO-CEP 2020-
065 - Rev 00). 3miHu | TUNY - 3MiHK 3
AkocTi. APl. KoHTponb Adl. 3miHa y
napameTpax cneuudikauii Ta/abo
OOMYCTUMMX MeX, BUSHAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXigHWA/NPOMIKHWIA
npoAayKT/pearexT, Lo
BMKOPVCTOBYIOTHLCS Y NPOLECi
BMPOGHMLTBA AD| (4ONOBHEHHSA
crneuudikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BignoBigHM MeToL0M
BMNPOGYBaHHS) - BHeceHHs 3MiH Jo
cneuuagikauii Ta MeToiB KOHTPO/IO
BUNPOBYBaHHSA 3a NoKasHMKamm
«CynpoBigHi gomilkm» Ta «KinbkicHe
BM3HAYEHHSA», & caMe: AOMOBHEHO in
house meToaukot BUPOBHMKA, Ska
ouiHeHa EDQM

UA/16187/01/01

30.

BO/IbTAPEH
® PAMIA,

TabneTkn, BKpUTI
LlyKPOBOHO
060/10HKO10, Mo 50
mr; no 10 TabneTok

Hosapric
Papma Al

LLBeiiuapi
2

Hosapric Carnik,
lpa se Tapim
YpyHnepi CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
mMartepianis: TexHiyHa noMunka (3rigHo
Hakaszy MO3 Big 23.07.2015 Ne 460)
BunpaBneHHA TEXHIYHOT NOMUIIKK,

3a
peyenmom

UA/0310/04/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y 6nictepi; no 1 abo 3rigHo n.2.4. nn. 4 po3gainy VI Hakasy
2 6nictepuy MO3 YkpaiHn Ne 426 Big 26.08.05 i3
KOpOO6Lji 3 KapTOHY 3MiHaMU - BUMPAB/IEHHS TEXHIYHOT
NOMUJIKM B METOANLi BUNPOGYBaHHS
3a MOKa3HMKOM «laeHTudikauis,
KiflbKiCHE BM3HAYEHHS, MPOAYKTU
po3nagy Ta OfHOPIfHICTb A030BaHNX
OAMHNLb 3a OAHOPIAHICTIO BMICTY
meTtogom BEPX» B MKA N13.
3asHayeHe BUNpaB/ieHHA BiAgnoBigae
mMaTepianam peecTpauiiHoro goche,
AKi NpeAcTaBneHi B apxisi (po3ain
3.2.P.5.2. AHaniTU4Hi METOAMKM).
31. | TPUNOUNTP | emynbCis HaLKipHa, TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHx 6e3 UA/16045/01/01
OH 31/10ry 100 r; no BO 3 06MexeHo mMartepianis: 3miHu | TUNY - 3MiHn peyenma
BA/Ib3AM 401y TY6I OBMEXEH BiANOBIA&/IbHICTIO oo 6e3nekn/edekTMBHOCTI Ta
anomiHiesilii abo (0];0) "®apmaveBTuyHa thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
namiHaTHiii; no 1 BIANOBIOA KoMnaHis "3gopos'a” BHECEHO Y TEKCT MapKyBaHHS
Ty6i y KOpo6Li 3 NBHICTHO nepBuHHOI (N. 5, 6) Ta BTOPUHHOI (N. 5,
KapTOHY «KOPIOPA 11, 17) ynakoBKM fikapCbKOro 3acoby,
LA a TakoX 3p0b6/1eHO He3HauHI
«30POB'A pefakuiiiHi npaBkn. TepmiH BBEAEHHSI
» 3MiH - MpoTAroM 6 Micauis nicns
3aTBEPAKEHHS.
32. | AAPCIN® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx 6e3 UA/2473/01/01
060/10HKOI0, M0 22,5 | "dapmaueBT "hapMaueBTNYHaA martepianis: 3MiHu | TUny - 3MiHKM 3 peuyenma
mr, no 10 TabneTok n4yHa chipma thipma "AapHuusa” sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Y KOHTYpHilA "OapHuus” KOHTpOsIb rOTOBOrO NikapcbKoro

YapyHKOBIl
ynakosui; no 3, 5,
a60 10 KOHTYPHUX
YapyHKOBUX
yNakoBOK B NayLj

3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX METOAAX
BMNpOGyBaHHS). CynyTHS 3MiHa- 3MiHK
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHMUTBI. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig,
yac BMPOOHNMLTBA FOTOBOIO
nikapcbKoro 3acoby (iHLwi 3MiHu)-
3MiHuM 3 SIKOCTi. FOTOBWIA NiKapCbKMii
3aci6. KoOHTposib rOTOBOro NiKapcbkoro
3aco6y. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MEe>X roTOBOTO J1iKapCbKOro 3acoby
(iHWi 3miHK) akTyanizauis po3ainis
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

«laeHTudikauis», «OQHOPIAHICT
[030BaHNX OANHMLE» cneuudikauin
Ta MeToAuk, a came: nig vac
BMpo6HULTBa (Cneumdikayuii Ha
Hepo3sdgiacoBaHy npogykuito (CM H)),
3.2.P.5.1. Cneundikauis(i)
(Cnevuudikayii Ha eTani Buaadvi
[03BOMy Ha peanisauito (CMN rapP),
CneuudikaLii npoTAroM TepMiHy
npugatHocTi (CMN MN3)) Ta 3.2.P.5.2.
AHaNITUYHI METOAVKY, Y BifNOBIAHOCTI
[0 BUMOT, pekoMeHauiii Ta
cTunictukm 4dY, 3 ypaxyBaHHAM
pesynbTaris Basigauii. 3minu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KoHTposib roToBOro Nikapcbkoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO J1iKkapCbKOro 3acoby
(iHwWi 3miHK). CynyTHA 3MiHa
- 3MiHU 3 AKOCTi. [0TOBUIA NiKapCbKUiA
3aci6. KoHTposib roToBOro Nikapcbkoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX MeTogax
BMMPOGYBaHHS) NpMBeAEeHHS
NocKNaHHS 3a NOKa3HNKOM
«Mikpob6ionoriyHa uncrtota» (p.
3.2.P.5.1 Ta 3.2.P.5.2) y BignosigHocTi
00 BuMor €®. 3miHn | Trny - 3MiHK 3
AKOCTI. [0TOBWMIA Nikapcbkuii 3acib.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOTO /1iKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHA) OHOB/IEHHSA METOANKM
«KinbkicHe B13HaueHHs» y p.3.2.P.5.2,
3 ypaxyBaHHAM pe3y/bTaTtiB Basigaui,
pefakuUiiHMX yTOYHEHb i NpPaBoK,
ochopMeHNX BigMoBIAHO A0
pekomeHAaLiit Ta cTunictukm AdY.

33.

LEKCMEAET
OMIAVH-

KOHLIEHTpaT 415
PO3UMHY Anist

MicTpan
Kenitan

AHrnis

BVPOGHMLTBO
roTOBOI JliKApCbKOI

IcnaHis

BHECEHHS 3MiH 40 peecTpaLinHnx
Matepianis: 3MiHu Il Tuny - 3miHun 3

3a
peyenmom

UA/19491/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BICTA iHdpysii, 100 mkr/mn; | MeHemxMmeH dhopMK, NepBUHHA AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
no 2 mn T NimiTepq, Ta BTOPUHHA BMPOBHMKA BMXiAHOTO/MPOMIXXHOrO
KOHLeHTpaTy B ynaKkoBka, KOHTPO/Tb npoAyKTy/peareHTy, Lo
amnyni; no 5 a6o no AKocTi (pisunko- BMKOPUCTOBYIOTLCH Y BUPOOHUYOMY
25 amnyn B XiMiYHWA Ta npoueci A®l, abo 3miHa BUpoOHMKa
KapTOHHI Kopo6Lyi MiKpo6ionoriyHuii), (BKTrovatoun, fe HeobXxigHo, Micue
BUNYCK cepil: NpoBeAEeHHS KOHTPO/IO AkocTi) APl (3a
ANTTAH BifICYTHOCTI cepTudikara
SAPMACBHOTIKAN BiANOBIAHOCTI EBpONechbkili
3, C.A,, IcnaHisi; thapmakonei y 3aTBepyKeHOMY [0CbE)
KOHTPO/Ib AKOCTI (BBEAEHHA HOBOTO BMPOGHUMKA API 3
(pizmKo-XiMiuHWIA Ta HagaHHAM macTep-ghaiina Ha Adl) -
MiKpoG6ionoriYHuiA), Be[leHHs A04aTKOBOro BUpobHuKa Ad|
BWMYCK Cepil: AeKkcveaeToMignHy rigpoxnopuay
ANTAH MOEHS IBERICA S.L., MGRC,
®APMACBIOTIKAN IcnaHis
3, C.A., IcnaHis
34. | AEPMOBEWT | kpem 0,05 %; no 25 nakcoCmit Benuka Oendapm Mo3HaHb MonbLa BHECEHHS 3MiH 0 peecTpavliinHx 3a UA/1600/02/01
ry T1y6i; no 1 Ty6i B KnsiiH BpuTaHis C.A. martepianis: 3MiHu | TUNY - 3MiHKM 3 peuenmom
KapTOHHI ynakoBLi Excnopt akocTi. CepTudikaT BignosigHocTI/lE-
Nimiteq cepTuqiikaT BiANOBIAHOCTI

€Bponeiicbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab60 BUIYYEHHS
cepTudikaTa BigNOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
0151 BUXIAHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/EHWIA cepTUikaT Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOJaHHS
OHOBJ1IEHOTO cepTuqlikaTy
BiANOBIAHOCTI EBpONechbkili
hapmakonei R1- CEP 2011-034- Rev
03 ons pjroyoi pevyoBuHM knobetasony
nponioHar Bif, 3aTBEPIKEHOr0
BMpo6HUKa Glaxo Wellcome
Operations y 3B’3Ky 3 foAaBaHHAM
aNbTepHATUBHOI BUPOOGHMYOI AiNnbHUL
NPOMDKHOrO NPOAYKTY Ta He3HAYHiI
pefakLiiiHi npaBkn B agpeci
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BUpo6HMKa AdI (3aTBEpaKeHO: R1 -
CEP 2011-034- Rev 02 Intermediates
Zhejiang Xianju Xianle Pharmaceutical
Co. Ltd,.; 3anponoHoBaHo: R1 - CEP
2011-034- Rev 03 Intermediates
Zhejiang Xianju Xianle Pharmaceutical
Co. Ltd,. Jiangsu Grand Xianle
Pharmaceutical Co. Ltd).
35. | AUKNO®EHA | po3unH ONns iH'eKUiid, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHx 3a He nidnszae UA/13364/01/01
K HATPIO 25 mr/mn; no 3 Mn B akuioHepHe akuioHepHe MaTtepianis: 3miHu | TUNy - 3MiHn peuenmom
amnyni; no 5 amnyn TOBapuCTBO TOBapuUCTBO "J1ekxiMm oo 6e3nekn/edeKTMBHOCTI Ta
y nauui 3 "JIekxim - - Xapki" thapmakoHarnagy. 3MiHa y KopoTkili
neperopogkamu; no Xapkis" XapakTepucTuLi nikapcobKkoro 3acooby,
3 mn B amnyni; no 5 TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
avnyn B MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
O HOBIYHOMY perynsipHO OHOB/IKOBAHOIO 3BITY 3
6nictepi; no 1 6e3nekun nikapcbkoro 3acoby, abo
6nictepy y nauui; no JocnifpkeHb 3 6e3nekn 3acToCyBaHHs
3 mn B amnyni; no nikapcbKoro 3acoby B
100 amnyn y nicnsapeecTpauiiinii nepiog, abo sk
Kopoo6ui 3 pe3ynbTaT OLiHKM 3BITY 3 fOCNIIKEHD,
neperopogkamm npoBefeHunX BiANoBigHO [0 NnaHy
neaiatpnyHux gocnigpkers (PIP)
(3MiHY y3rof»keHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3miHu
BHECEHO A0 IHCTPYKLii A1 MegUyYHOro
3aCTOCyBaHHS /ikapcbkoro 3acoby Ao
po3ainis "Oco6MBOCTi
3actocyBaHHs", "lNo6iyHI peakuii"
BifNoBiAHO 4,0 OHOBNEHOT iHChopMaLi
3 6e3neku AitoHoi pevoBUHU
(avknodpeHaky HaTpito) 3rigHO 3
pekomeHgauismm PRAC.
36. | ANPN30n PO34KH ANs iHdys3ild, MAT YkpaiHa MAT "Tanuudpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx 3a He nidnis2ae UA/11674/01/01
® 2 mr/mn, no 100 mn "Tannudap mMaTtepianis: 3miHu | TMny - 3MiHn peuyenmom
y NASAWLi CKNSHIN,; M" oo 6e3nekn/edyeKTMBHOCTI Ta

no 1 naawui B navwi

thapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT aAns
MeAMYHOro 3aCTOCyBaHHS
reHepuyHnX/ribpmagHnx/6ionodioHmMx
NiKapCbKNX 3aco6iB NiCNs1 BHECEHHS
TiET camoi 3MiHU Ha pedhepeHTHNI
npenapar (3mMiHa He NnoTpebye
HafJaHHA XOAHMX HOBMX A0AATKOBUX
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

naHnx) 3MiHW BHECEHO A0 IHCTPYKLi
[ONA MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ginu
"MMoka3aHHA", "TIpoTMnokasaHHA",
"B3aemogis 3 iHWMMU flikapCbKuMm
3acob6amu Ta iHWi BUAW B3aeEMogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y Nepios BariTHOCTI
abo rogyBaHHS rpyaar”, "3aartHicTb
BM/IMBATW Ha LWBMAKICTb peakwii npu
KepyBaHHi aBTOTpaHCNOpPTOM abo
iHWMMK MexaHismamun®, "Cnoci6
3acTocyBaHHA Ta gosun”, "4itn" 3rigHo
3 iHhopmaLjieto Woao MeanyHOro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (ANPTIOKAH®,
PO34nH AN iHdy3i, 2 mr/mn).
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepmAXeHHs. 3MiHn | Tuny -
3MiHn Wwopao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHun)
OHOB/EHHA TEKCTY MapKyBaHHS
ynakoBKU NikapcbKoro 3acoby, a came
iHchopmawii, wo 3a3HaveHa B n. 8
BTOPVHHOI YNakoBKu Ta B . 4.
NepBUHHOT yNakoBku. BBeAeHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

37.

AICTPENTAS3
A AICTPENT

cynosuTopii
pekTasibHi 15000
MO+1250 MO, no 6
cynosuTopiiB y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

CuHTaBepc
C.A.

Monbwa

CunTasepc C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpaLinHnx
MaTepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (B1aCHMKa peecTpauiiiHoro
NOCBIAYEHHS) 3MiHa Ha3BW 3asiBHMKA 3
"BIOMEA-NOBNIH" BUTBYPHA
CYPOBIL, | LWIEMNAOHEK CIY/KA
AKLWIHA, Monbuwa ("BIOMED-
LUBLIN" WYTWORNIA SUROWIC |
SZCZEPIONEK SPOLKA AKCYJNA),
Poland Ha CuHTasepc C.A., MNonbLya
(Synthaverse S.A.), Poland. 3miHn |
My - AGMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaLKEHHS AiSNIbHOCTI
BMpPOGHUKa/iMnopTepa rotoBoro

3a
peyerimom

He nionsi2cae

UA/5275/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nNiKapcbkoro 3acoby, BKIoYaum

AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHs KOHTPOJIO AKOCTI.
(aisnbHICTb, 3a SKy BignoBifae

BMPOGHMK/IMNOpPTEp, BK/IOYa4N

BVNYCK Cepiil) 3MiHa HaliMeHyBaHHS
BUpo6HMKa 3 "BIOMEA-NTKOBIH"
BUTBYPHS CYPOBILL | LLENAOHEK

CMY/KA AKUVHA, Monblua

("BIOMED-LUBLIN" WYTWORNIA
SUROWIC | SZCZEPIONEK SPOLKA
AKCYJNA), Poland Ha CuHTaBepc
C.A,, MonbLa (Synthaverse S.A),
Poland. 3miHn BHECEHO B iHCTPYKLitO

AN MeAnYHOro 3acTOCyBaHHSA

nikapcbKoro 3acoby y po3gin
"BMpO6HMK" y 3B’A3KY 3i 3MIHOIO Ha3BM
BMPOGHMKA Ta SIK HAC/iJOK-BiAMOBIAH
3MiHWU Y TeKCTi MapkyBaHHS yNakoBKu
nikapcbkoro 3acoby. 3minu | Tuny -
3MmiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHKn)
PeparyBaHHsi TEKCTY MapKyBaHHs y M.
5 nepsuHHoI, Tay n.11, n.17
BTOPVHHOT YNaKoBKM NiKapCbKOro
3acoby. 3minu | TNy -
AZMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(BkntOYaKOUN, 3a HEOOXiAHOCTI, Micue
NpoBeAEeHHSA KOHTPOI0 AKOCTI), abo
BNacHuka mactep-tainna Ha A®l, abo
nocravasibHuka A®1/BuxigHoro
mMatepiany/peareHTy/npoMiXHOro
NpPOAyKTY, L0 3aCTOCOBYOTbCH Y
BMPOGHMLTBI API (SKLLO 3a3HaYeHO Y
[0CbE Ha NikapcbKuii 3acib) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
dhapmakonei y 3aTBepAKeHOMY [0CbE,
ab0 BMPOBHMKaA HOBOI AOMNOMIKXHOT
PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCHE)
3MiHa Ha3BW BUpo6HMKa AdI 3
"BIOMEA-NIIOBNIH" BUTBYPHHA

CYPOBILL | LWEMNVOHEK CMNY/KA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
AKLIMAHA, Monbua ("BIOMED-

LUBLIN" WYTWORNIA SUROWIC |
SZCZEPIONEK SPOLKA AKCYJNA),
Poland Ha CuHTasepc C.A., MNonbLua
(Synthaverse S.A.), Poland. 3miHn |
UMy - 3MiHM LWOA0
6e3nekun/edheKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHunx Npo cuctemy
thapmakoHarnagy, 3miHa
yrNOBHOBaXEHOI 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[iiCHEeHHs hapmakoHarisay B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif
yrNOBHOBaXEHOI 0cobu,
BiANOBIA&NbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bko4yaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3asIBHYMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[itoua pepakuis: Katarzyna
Tokarzewska / KaTaxuHa
TokapxeBcbka. lMponoHoBaHa
pepakuis: Gabriela Widelska /
[abpiena Bigenbcbka.
3MiHa KOHTaKTHWUX AaHnX
YMOBHOBaXXEHOT 0CO6Y 3asBHMKa,
Bi4NoBiAaIbHOI 3a hapMakoHarnsg.
3MiHn | TUNY - AGMIHICTPaTUBHI 3MiHW.
3miHa kogy ATX 3MiHn go po3giny
"GapmakoTepanesTuyHa rpyna”
IHCTPYKLi 415 MeguyHoro
3aCcTOCyBaHHS NiKapcbKoro 3acooy.
3miHa Koy ATX 3rigHO MiXXHapoAHOro
knacudikatopa BOO3 3artBepaxeHo:
"AHTUTPOMBOTUYHI 3ac06u.
depmeHTU. Kog ATX BO1A D".
3anponoHoBaHo: "KpoB i KPOBOTBOPHI

opraHu. IHWi remaTosnoriyHi 3acobu.
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

$epmeHTH. CTpenTokiHaza,
kombiHauii." Kog ATX BO6AAS55".
3MmiHu |l TURy - 3MiHM WoAao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX
(oofaBaHHSA HOBOro TepaneBTUYHOrO
nokasaHHs abo 3miHa 'y
3aTBEPAXEHOMY MOKa3aHHi) 3MiHn
BHECEHO A0 po3ainy "lMNokaszaHHa"
IHCTPYKLi 415 MeguyHoro
3aCTOCYBaHHS MiKapcbKoro 3acoby
(3MiHM [0 3aTBEPKEHOrO NOKa3aHHs).
3as8BHUKOM HafJaHO OHOBMEHW MNnaH
ynpaBniHHA pu3nkamn Bepcis 03.
3MiHV BHECEHO [0 IHCTPYKUIT ANns
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3gin "lMokaszaHHA"
BiANOBIAHO A0 MaTepianiB AOChE Ta
MYP, MmoxyTb 6yTv pekoMeHA0BaHi A0
3aTBEPAKEHHA Ta BHECEHHS B
IHCTPYKUi0 4Nsi MeauyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby.
Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 03 goAaeTbes.

38.

AONOKCEH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
Tabnetok y 6nictepi;
no 2 a6o 10
6nictepiB y
KapTOHHI Kopo6Lyi

€Bpo
Navichkep
MpaiisiT
Nimiten

IHgis

IHgoko Pemegic
Nimiteq, IHAis;
[andha Nabopartopi3
Ntp. LOHIT 1, IHgjsa

IHais

BHECEHHS 3MiH 0 peecTpaLinHx
mMartepianis: 3miHu | TUNy - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnsay. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IIKEHD,
npoBeAeHnX BifMnoBigHO A0 niaHy
negiatpuyHmx gocnimxkers (PIP)
(3MiHY Y3rof>KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKUIT ANns
MeJMNYHOro 3aCTOCYBaHHS MikapCbKoro
3aco6y B po3aisim "OcobnnBocTi

3a
peyerimom

He nionsi2cae

UA/8051/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acTocyBaHHSA", "Mo6ivHi peakuii”
BiANOBIAHO A0 OHOBMEHOT iHdhopMaLi
3 6e3neku Ailo4oi peyoBrHN
ovknodeHak. BBeieHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS.
39. | AOPAMIUWVH TabneTku, BKpUTI TOB YkpaiHa yopna MEANLINH TypeuunHa BHECEHHS 3MiH 10 peecTpaLiiHnx 3a He nidnsi2ae UA/14899/01/01
naiBKOBOIO «YOPN[, INAY CAH. BE marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
060/10HKO10, 1Mo 3 MEANLH» TIOXK. A.LL. AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.

000 000 MO, no 10
TabneTtok y 6nictepi;
1 6nicTep B
KapTOHHI KopooLyi

3MiHV Yy BUpOo6HMUTBI. 3amiHa abo
BBEAEHHSA A0AAaTKOBOT AifIbHULL
BUPOGHMLITBA A/151 YaCTWHN abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AiNbHULSA, Ha AKil
NpoBOAATLCA OyAb-AKi BUPOGHMUYI
cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IO SIKOCTI, NEPBUHHOIO Ta
BTOPWHHOTO NakyBaHHSA, A/15
HeCTepUsIbHUX JiKapCbKMX 3aco6iB).
CynyTHS 3MiHa - 3MiHM 3 SKOCTi.
[oTOBWMIA Nlikapcbkuii 3aci6. 3miHK y
BUPOGHMLTBI. 3amiHa abo BBeLEHHS
[04aTKOBOI [iNbHULL BUPOGHMLTBA
AN 4acTUHN abo BCbOro BUPOGHNYOrO
npoLiecy roToBOro Mikapcbkoro 3acoby
(AinbHUUSA ANS BTOPUHHOMO
nakyBaHHs) - 3MiHV 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[00aTKOBOI AifIbHUL BUPOGHULITBA
[ANS YacTUHM abo BCbOro BUPOGHNYOro
npoLecy rotToBoro Nikapcbkoro 3acoby
(8iNbHULA 4N NEPBUHHOIO
nakyBaHHs) - 3aMiHa BUPOOHMKa
rOTOBOrO NiKapCbKOro 3acoby,
BiANOBIAA/ILHOIO 3a BUPOGHMLTBO,
nepBUHHE Ta BTOPVYHHE NaKyBaHHSA
nikapcbkoro 3acoby YOP//,
MEAVLIVH ITAY CAH. BE TIO)K.
A.LL. (agpeca: 15 Temmy3 MaxanneLui
[Dxami Vony [xaaneci Ne50 MoHeLuni
Barmxunap/Ctambyn, TypeyumHa) Ha
YOPNA4 MEAVNUWH INAY CAH. BE
TIOXK. A.LL. (agpeca: OMN34, kBapTan
[.0.Mawa, 6-Ta Byavus, Ne30,
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

Uepkeskoii/Tekipaar, TypeuunHa).
3MiHV BHECEHO B IHCTPYKLiO An1s
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby y po3gain "MicLe3HaxomKeHHs
BMpPOOHUKaA Ta agpeca micus
NPOBaXEHHS MOro AisnbHOCTI" 3
BiANOBIAHMMUY 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBOK. BBeAeHHS 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUnY - 3MiHK 3
AKOCTI. [0TOBWMIA Nikapcbkuii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA
BWNYCKY Cepii Ta KOHTPO/IO SAKOCTI
roTOBOrO /iKapCbKOro 3acoby (3amiHa
a60 fofaBaHHA BUPOBHMKA, L0
BiAnoBiAae 3a BBe3eHHA Ta/abo
BMNYCK cepii) - Bktoyaroun
KOHTPONb/BUNPOBYBaHHSA cepil -
3amiHa BUPOBHMKa roTOBOrO
nikapcbKoro 3acoby, BignoBiganbHOro
3a KOHTPO/b Ta BUnyck cepii YOP/[,
MEAVLVH ITAY CAH. BE TIOXK.
A.LL. (agpeca: 15 Temmy3 MaxanneLui
Ixami Vony Ixaaaeci Ne50 MoHewwni
Barpxunap/Ctambyn, TypeuunHa) Ha
YOPNA4 MEAVNUNH INAY CAH. BE
TIOXK. A.LL. (agpeca: OMN34, kBapTas
I.0.Mawa, 6-ta Bynuus, Ne30,
Yepkeskoi/Tekipgar, TypeuunHa).
BBefeHHs 3MiH NpoTAroM 6-Tu micsAuis
nicns 3aTBepgkKeHHs. 3MiHn | Tuny -
3MmiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). 3MiHW
BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNaKoBKM liKapCbKOro
3acoby y nyHkTun 8, 12, 13,
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepayKeHHs

40.

AYDACTOH®

TabneTku, BKPUTI
nNiBKOBOKO
060/10HKot0, no 10
Mr; no 14 a6o 20,
ab60 28 TabneTok y
6nictepi; no 1

AG6OTT
Xenckea
MNpopakTc
B.B.

HigepnaH
an

A660TT
Bionoaxikans b.B.

HigepnaHnaun

BHECEHHS 3MiH [0 peecTpaLiitHmx
marepianis: 3miHu | TNy - 3miHK 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHa
BMPOBHMKA BUXIAHOTO/NMPOMIXHOrO
npoayKTy/peareHTy, WO
BUKOPVCTOBYHOTHCS Y BUPOOHUYOMY

3a
peyenmom

UA/3074/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nictepy B npoueci A®l, abo 3miHa BUPOGHMKa

KapTOHHI Kopo6Lyi

(BKIrOvatoun, fe HeobxigHo, micue
NpoBeAEeHHS KOHTPOsto AkocTi) APl (3a
BiCYTHOCTI cepTudikata
BIANOBIAHOCTI EBpONENChbkili
chapmakonei y 3aTBepKeHOMY [0CbE)
(3anponoHoBaHWit BUPOGHUK
HaNexuTb A0 TiEi camoi BUPOBGHMYOT
rpynv NignpyvemMcTB, Lo i
3aTBepaxeHnit) BeegeHHs
[0[AaTKOBOrO a/lbTEPHATVBHOIMO
BMPO6GHMKaA BUXIAHOrO MaTepiany
Proketal (gnsa AP guaporectepoH) La
Chandra Pharmalab Pvt., Ltd., India
Ansa 3a6e3neyeHHs 6e3nepepBHOCTI
noCTaBOK.
3anponoHoBaHwi BUPOOHNK
3aCTOCOBYE TOW caMuii LWAX CUHTE3Y
Ta crneumdikauii, Wwo i paHiwe
3aTBEPKEHI BUPOOHMKM. 3MiHK || TURYy
- 3MiHu 3 aKocTi. A®I. KoHTposnb AdI.
3MiHa y napameTpax cneuudikadiii
Ta/abo foNyCTUMUX MEX, BUSHAUEHUX
y cneuudikauisix Ha Adl, abo
BUXiAHWIA/NPOMIKHWIA
nNpoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLECi
BMpo6HULUTBa API (pO3LUMPEHHS
LOMYyCTUMMX MEX, BUSHAYEHUX Y
cneunduikauisix Ha BUXigHI
mMaTepiann/npoMkHi NPOAYKTH, K
MatoTb ICTOTHWIA BNAMB Ha AKiCTb AP]
Ta/abo roToBoro nikapcbkoro 3acoby)
Po3LIMpeHHS foNYyCTUMUX MEX
cneumdikauii 3 <0.2 go < 2.0 % ansa
nokasHuka 3-monoketal-20-
ketoproketal, ik OCHOBHOr0 NPOAYKTY
po3nagy BUXigHOro matepiasny
npokeTasIlo, Ha NigcTasi NpoBeAeHoro
OocnigpkeHHs (peakuist onpoOMiHEHHS).
HecyTTeBi pefakLiiiHi yTOYHEHHS y
BUINAAI BuganeHHs gy6noryoro Ta
HeakTyaslbHOr0 TEeKCTY, a TakoX
BMNPAB/IEHHS XIMIYHNX HA3B B po3Aini
«DESCRIPTION>».
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Ne Hassa Popma surnycky 3assHuK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
41. | EBPICAI® NOPOLLOK A5 TOB «Pouu YkpaiHa Bupo6bHMuTBO LBeiiLapis BHECEHHS 3MiH [j0 peecTpaviinHmx 3a He nidnisg2ae UA/19668/01/01
Opa/IbHOr0 PO3UUNHY, YkpaiHa» Hepo3chacoBaHOro martepianis: 3miHu Il Tuny - 3miHn peyenmom

no 0,75 mr/mn,
NMopoLLOK AN
0pa/IbHOro PO3YNHY
Y CKISHINA nAswL;
no 1 nnawwiy
KOMMeKTi 3 1
BTUCKHUM
ajantepom gns
NASAWKN, 2
opasibHUMU
wnpvuamu ans
6araTopasoBoro
BWKOPUCTaHHS
o6'emom 1 mn
(koXHWI y
nonieTuNeHoBoOMy
nakeTuky), 2
opasibHUMU
wnpvyamu gns
6araTopasoBoro
BWKOPUCTaHHS
o6'emom 6 mn
(KOXHUIA y
nonieTuneHoBomMy
naketuky) Ta 1
OpasibHUM LLNPULOM
Ons 6araTopasoBoro
BWKOPUCTaHHS
o06'emom 12 mn (y
nonieTuneHoBomMy
nakeTuky), siki
BMIiLLleHi y
nonieTuneHoBwui
nakeT; 1 nnswka Ta
1 KOMM/IEKT BMiLLeHi
Y KapTOHHY KOPO6KY

NPOAYKTY, NEPBUHHE
nakyBaHHs (cTagis
HarnoBHEHHS
NALWOK),
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BTOPVIHHE
nakyBaHHs, BUMYyCK
cepii: ®.XodhdpmaHH-
Na Pow N1,
LLiBeiiLapis;
Brpo6HuLUTBO
Hepo3dacoBaHOro
NPOAYKTY, NePBUHHE
nakyBaHHs (cTagis
HanoBHEHHS
NAALIOK),
BMNpPOByBaHHSA
KOHTPO/HO AKOCTI
(TecTyBaHHs
MiKpobionoriyHol
yncToTH):
®.XodhhmaHH-/1a
Pow ltg,
LBeiiuapis

oo 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi fikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3

HOBUMM JaHUMU 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW aHMK Ta
LaHumu 3 dhapmakoHarnsgy - 3MiHu
BHECEHO A0 IHCTPYKUiT 418 MeanyHoro
3aCTOCYyBaHHS /iKapcbkoro 3acoby Ao
po3zinis "®apmakonoriyHi
BNacTUBOCTI", "B3aemogis 3 iHWnMmn
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiit”, "OcobmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Ta gosun", "MNobiyHi peakuyii" BigNoBigHO
0,0 NPOMDKHUX AaHUX OOCAIIKEHHS
RAINBOWFISH a TakoX yTOYHEHHsA
OaHux gocnigpkeHb. BBegeHHs 3MiH
NpoTArom 6-Tu MicAliB nicas
3aTBEPAKEHHSA. 3MiHM Il TUnY - 3MiHn

oo 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3

HOBUMM JaHUMU 3 SKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHMK Ta
LaHumu 3 dhapmakoHarnsgy - 3mMiHu
BHECEHO [0 IHCTPYKUiT A4NnA MeanyHoro
3aCTOCYyBaHHS /iKapcbKkoro 3acoby Ao
po3zinis "®apmakonoriyHi

B/1ACTMBOCTI" LLOAO AONOBHEHHS

iHhopmauii cTocoBHO
enekTpoaisionorii cepus. BeBeaeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEepMKEHHS. 3MiHK || TUNY - 3MiHK

o0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHKn

BHECEHO A0 IHCTPYKUii NS MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "®apmakonoriyHi

BnactmsocTi”, "Cnoci6 3acCToCyBaHHA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta gosun", "Aitn", "MobivHi peakuii”, a
came BK/IIOYEHHS iHchopmalLlii LWoao
[03yBaHHs AiTAM BikOM 0 16 AHiB.
BBefeHHs 3MiH NpoTAroM 6-Tu MicsAuiB
nicns 3aTBepAKEHHS.
42. | EKCTPATEP Tabnetku; no 12 MPAT YkpaiHa BiANoBigabHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpavLiinHmx 6e3 UA/3602/01/01
M® Tabnetoky "OITODAPM BMPOBHULTBO, marepianis: 3MiHu | TUNY - 3MiHKM 3 peuyenma
6nictepax; no 12 " nepBUHHE/BTOPUHHE AKOCTi. [0TOBWIA Nikapcbknit 3aci6.
TabneTok y 6nictepi; nakyBaHHs, KOHTpOsb roTOBOrO NiKapCbKoro
no 2 6nictepn y KOHTPO/b SKOCTi Ta 3acoby. 3miHa y meTofax
nauj 3 kKapToHy Bunyck cepii: MPAT BMNPOGYBaHHS rOTOBOTO 1iKapCbKOro
"®ITOPAPM", 3aco06y (iHWi 3MiHKM Yy MeTogax
YkpaiHa,; BMNPOGYBaHb (BK/OHAKOUM 3aMiHy abo
BiANoBigabHUIA 3a A0noBHeHHs)) B MK4A /13 BHeceHo
BUPOGHULITBO, MeTOAVKY BU3HAYEHHS
nepBYHHE/BTOPUHHE MiKpO6ionoriyHoi unctoTn. Metoz
nakyBaHHA Ta BMNpOGYBaHb Ta KpuTepil
KOHTpO/b fKOCTi: AT NPUAHATHOCTI 3a/IMLLINANCA
"ly6Hnhapm”, HEe3MiHHVMUW. 3MiHU CTOCYKTbCA TiNlbKK
YkpaiHa, MKA N3.
BignoBiganbHWA 3a
BUNYCK cepil, He
BK/IHOYAK0YM
KOHTPO/b/BUNPOGYB
aHHsA cepii: MPAT
"OITOPAPM",
YKpaiHa
43. | EKCH®OPX H | Tabnetku, BKpUTI HosaprTic Lseliuapi Brpo6HuuTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a He nionsieae UA/12679/01/01
NNiBKOBOKO dapmva Al a MOBHUM LMK/OM: IcnaHis/ mMaTtepianis: 3miHu | TMny - 3MiHn peuyenmom
060/10HKOI MO 5 Hosaprtic ®apma LBeiiLapis wopao 6e3nekn/edyeKTMBHOCTI Ta
Mr/160 mr/25 mr, no C.n.A, Itanis; thapmakoHarnagy (iHwi 3MiHu) - 3MiHKn
14 TabneToK y BupobHnyTBO, BHECEHO A0 IHCTPYKUii AN MeguyHoro
6nictepi; no 1 a6o 2 KOHTPO/Tb AKOCTI, 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
6nictepu B nepBuHHe po3ginis "Oco6MBOCTI 3acToCyBaHHA"
KapTOHHI KOpooL;i nakyBaHHs1, Ta "MNob6iyHi peakuii” BigNoBiAHO A0
BTOPUHHE OHOBJIEHOT iHdhopMalLii Wwoao 6e3neku
nakyBaHHs: 3irdpia 3aCTOCYBaHHSA fil04O0l PEYOBUHM.
Bap6epa, C.J1., BBefeHHs1 3MiH MpoTAroM 6-Tu micsuis
IcnaHis; KoHTponb nicnsa 3aTBepayKeHHs
AKOCTI:
dapmaHanituka CA,
Lseliuapis
44. | EKCHOOPX H | Tabnetku, BKpUTI HosaprTic Lseliuapi Brpo6HMLUTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpaLifiHnX 3a He nionsieae UA/12679/01/02
nAiBKOBOIO dapma Al A MOBHVM LMK/IOM: Icnanis/ marepianis: 3miHu | Tuny - 3miHK peyenmom
060/10HKO10, Mo 10 Hosaprtic ®apma LseiiLapis woao 6e3nekn/ed)eKTMBHOCTI Ta
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr/160 mr/25 wmr, no C.n.A., ITanis; hapmakoHarnagy (iHwi 3MiHn) - 3MiHn
14 TabneTok y Brpo6HMLTBO, BHECEHO A0 IHCTPYKUiT N8 MeanyHoro
6nicTepi; no 1 abo 2 KOHTPO/Ib SIKOCTI, 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao
6nictepu B nepBuHHe po3ainis "Oco6/IMBOCTI 3aCTOCYBaHHA"
KapTOHHI KOpOGL; nakyBaHHs, Ta "Mob6iyHi peakuii" BigNoBIAHO A0
BTOPUHHE OHOBJIEHOT iHdhopMaLii Wwoao 6e3neku
nakyBaHHs: 3ircopig 3aCTOCYBaHHSA Ait0H0I PEHOBUHMN.
Bap6epa, C./1., BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
IcnaHis; KoHTponb nicnsa 3aTBepayKeHHs
AKOCTI:
dapmaHanituka CA,
LLiBeliyapis
45. | EKCPOPX H | Tabnetku, BKpUTI Hosapric LLiBeiuapi Bupo6bHMLTBO 3a ITania/ BHECEHHS 3MiH [0 peecTpaLjiitHmx 3a He niidnsiecae UA/12679/01/03
naiBKOBOIO Papma Al A MOBHUM LNKNOM: Icnanis/ marepianis: 3miHu | Tuny - 3miHn peyenmom
060/10HKOM, N0 5 Hosaprtic ®apma LBeiiLapis Loao 6e3nekn/edreKTMBHOCTI Ta
Mr/160 mr/12,5 wr, C.n.A., lTanisi; hapmakoHarnagy (iHwi 3MiHn) - 3MiHn
no 14 tTabneTtok y BupobHnyTBO, BHECEHO A0 IHCTPYKUii AN MeguyHoro
6nicTepi; no 1 abo 2 KOHTPO/1b SIKOCTI, 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
6nictepu B nepBuHHe po3ainis "Oco6/MBOCTI 3aCTOCYBaHHSA"
KapTOHHI KOpoOL;j nakyBaHHs, Ta "MNob6iyHi peakuii" BigNoBiAHO A0
BTOPUHHE OHOBJIEHOT iHhopMaLii Wwoao 6e3neku
nakyBaHHs: 3ircppiz 3aCTOCYBaHHS Ait040i PEYOBUHMN.
Bap6epa, C.11., BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
IcnaHris; KoHTponb nicnsa 3aTBepayKeHHs
AKOCTI:
dapmaHanituka CA,
LLiBeliuapis
46. | EKCHOOPX H | Tabnetku, BKpUTI HosaprTic Lseliuapi Brpo6HuuTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a He nionsieae UA/12679/01/04
NNiBKOBOKO dapmva Al a MOBHUM LMK/OM: IcnaHis/ mMaTtepianis: 3miHu | TMny - 3MiHn peuyenmom
060/10HKO0, Mo 10 Hosaprtic ®apma LBeiiLapis wopao 6e3nekn/edyeKTMBHOCTI Ta
Mr/160 mr/12,5 wr, C.n.A, Itanis; thapmakoHarnagy (iHwi 3MiHu) - 3MiHKn
no 14 tabneTtok y BupobHnyTBO, BHECEHO A0 IHCTPYKUii AN MeguyHoro
6nictepi; no 1 a6o 2 KOHTPO/Tb AKOCTI, 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
6nictepu B nepBuHHe po3ginis "Oco6MBOCTI 3acToCyBaHHA"
KapTOHHI KOpooL;i nakyBaHHs1, Ta "MNob6iyHi peakuii” BigNoBiAHO A0
BTOPUHHE OHOBJIEHOT iHdhopMalLii Wwoao 6e3neku
nakyBaHHs: 3irdpia 3aCTOCYBaHHSA fil04O0l PEYOBUHM.
Bap6epa, C.J1., BBefeHHs1 3MiH MpoTAroM 6-Tu micsuis
IcnaHis; KoHTponb nicnsa 3aTBepayKeHHs
AKOCTI:
dapmaHanituka CA,
Lseliuapis
47. | ENINPOB PO34MH ANA iH'EKLNA, TOB «B®K YkpaiHa KoHTposb skocTi PymyHis BHECEHHS 3MiH 10 peecTpaLifiHnX 3a UA/20650/01/01
15 mr/1,5mn;no 1,5 | «CANOTAP BUXiAHNX Ta marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
MJ/1 B amnyni; no 3 IC» nakyBasIbHUX AKoCTi. [0TOBUIA Nikapcbkuii 3aci6.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
a6o no 5 amnyny MaTepianis 3MiHV Yy BUpO6HMUTBI. 3amiHa abo
KOHTYPHIl (XiMiYHWIA/chiznyHwKi BBEAEHHSA A0AaTKOBOT AifIbHULL
YapyHKOBIli KOHTPO/b); BMPOGHULITBA A/15 YACTUHU abo BCbOro
ynakosLi; no 1 KOHTPO/b AKOCTI BMPOGHMYOro NpoLecy rotToBoro
KOHTYPHIl NPOMIKHOrO, nikapcbKoro 3acoby (AinbHuUS Ans
YapyHKOBIli ynakoBLi Hepo3dacoBaHoro BTOPUHHOTIO NakyBaHHs). 3amiHa

B KapPTOHHI nauui

Ta rotToBOro
nikapcbKoro 3acoby
(XiMiYHWIA/chiznyHMiA

KOHTPO/b);

BMPOGHULITBO Ta
nepBuHHE
nakyBaHHs

nikapcbkoro 3acoby;
cepTtudikauis cepiii

Ta BUNYCK cepiii:

K.T. POM®APM

KOMIMAHI C.P.11.,

PymyHis;

KoHTponb skocTi —

Mikpob6ionoriyHuii
KOHTPO/Tb; KOHTPO/b
AKOCTi — 6i0/10rYHWIA
KOHTPO/1b; BTOPUHHE

nakyBaHHs

nikapcbKoro 3acoby:

K.T. POM®APM

KOMIAHI C.P.J1.,

PymyHis

BUPOBHMYOT Ai/IbHULLI BTOPUHHOIO
nakyBaHHs 113 Bupo6Huka K. T.
POM®APM KOMMAHI C.P.J1.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BMMNYCKY cepii Ta
KOHTPO/O SIKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo JofaBaHHs
OiNbHWLI, Ha AKili 34iliCHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii)
3amiHa AibHUL Ha SKilA 34JNCHIOETLCS
KOHTPO/b SKOCTi (MiKpo6ios1oriyHmiA
KOHTPO/Ib Ta 6i0NOrMYHWIA KOHTPOSIb)
N3 BupobHuka K.T. POM®APM
KOMMAHI C.P.J1. KOHTpO/b SIKOCTI
BMXiQHMX Ta NakyBasibHVUX Martepianis
(XiMiYHWIA/Pi3NYHMI KOHTPONB);
KOHTPO/1b SIKOCTI NPOMIXHOrO,
Hepo3dacoBaHOro Ta rotoBoro
nikapcbKoro 3acoby
(XIMiYHWIA/Pi3NYHNI KOHTPOSB);
B1po6HMLTBO Ta NEpBUHHE MakKyBaHHS
nikapcbKoro 3acoby; Ceptudikauis
cepiii Ta BUNYcCK cepiii: By/1. Epoinop
Ne 1A, M. OToneHsb, 075100, okpyr
IndoB, PymyHis — Byaisns Pomdhapm
1 i Pomdapm 2 / Eroilor str. No 1A,
Otopeni city, 075100, county lifov,
Romania — building Rompharm 1 and
Rompharm 2
BTOpnHHa ynakoBka fikapcbKoro
3acoby; KoHTponb sKocTi —
MiKpo6ionoriYHuniA KOHTPOb; KOHTpOsb
AKOCTi — BI0NOrYHUIA KOHTPOSb:
By/1. Epoinop Ne 1C, M. OToneHb,
075100, okpyr Incos, PymyHis —
6yaisna Pomdapm 7 / Eroilor str. No
1C, Otopeni city, 075100, county llfov,
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Romania — building Rompharm 7
48. | ENOKCATWUH | KoHueHTpaT ans TOB YkpaiHa CaHodpi-ABeHTiC HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHnx 3a UA/9385/02/01
® pOo34nHy Ans "CaHoi- [Hoiunang MmoX marepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
iHdpy3iia, 5 mr/mn; Ne ABEHTIC sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
1: no 10 mn Ykpaina" KOHTpPO/Ib FOTOBOIO NiKapCbKOro
KOHLEHTpaTy, Lo 3aco6y (iHwWwi 3miHK) - nepeknag MKA 3
MicTaTb 50 mr pocilicbkoi MOBU Ha yKpaiHCbKy MOBY
okcaninnatuHy, y AN NpUBEAEHHS Y BiAMNOBIAHICTb i3
thnakoHi abo 20 mn BMMOraMu YMHHOI pejakuii Hakasy
KOHLIeHTparty, Wo MO3 Ykpainu Ne 426 Big 26.08.2005,
MicTATb 100 Mr BK/IOYA0UM peAakuUiiHi y3romxeHHs
oKkcaninaaTuy, y
hnakoHi; B NigAO0Hi,
3anasHomy
KPWLLIKOIO, B
KapTOHHII Kopo6Lii
49. | EHKOPAT TabneTkn, BKPUTI CaH IHgis CaH IHais BHECEHHS 3MiH 40 pPeeECTpaLiiHNX 3a UA/9200/01/01
XPOHO 060/10HKOH, dapmacboT PapmacboTuKa mMartepianis: 3miHu Il Tuny - 3MiHu 3 peyenmom
NPOJIOHrOBaHOI fji nKan IHpacTpis N14., AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
no 200 wr, no 10 IHOacTpi3 IHAis; 3MiHM Yy BUPOOHMUTBI. 3MiHa po3mipy
TabneTok y cTpuni; Nimiten CaH ®apma cepii (BKIOYaKOUK fdianasoH po3mipy
no 3 ctpunn'y Na6opaTtopi3 cepil) roToBOro nikapcbKoro 3acoby
KapTOHHI KOpoOL;ji Nimitea, IHgjs (3MiHa CTOCYETLCSA BCiX iHLLIMX
nikapcbknx hopM CyKyrnHOro
(KOMMNEKCHOro) BUPOBHNYOTO
npouecy)
36inbLUEHHS po3Mmipy cepii /13 ans
BUpo6HMKa CaH ®apma JlabopaTtopi3
Niviteq
[itova pepakuis
Po3wmip cepii:
TabneTkn, BKpUTI 060/1I0HKOHO,
NPOIOHIoBaHOI Aji no 200 mr:
100 000 Tabnetok
MponoHoBaHa pegakuis
Po3mip cepii:
TabneTkn, BKPUTI 060/10HKOHO,
MPOIOHIoBaHOI Aji no 200 mr:
500 000 TabneTok
50. | EHKOPAT TabneTkn, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpavyjiinHmx 3a UA/9200/01/03
XPOHO 060/10HKOH, dapmacboT dapmacbloTrKan marepianis: 3miHu Il Tuny - 3miHK 3 peyenmom
NPOSIOHroBaHoI Al nkan IHpacTpi3 NT4,., AkocCTi. [OTOBWIA Nikapcbkuii 3aci6.
no 500 mr, no 10 IHpacTpi3 IHgis; 3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
TabneTok y cTpuni; Nimiten CaH ®apma cepil (BK/IKOYaOUM dianasoH po3mipy

no 1 a6o no 3

JlabopaTtopis

cepil) roToBOro Nikapcbkoro 3acoby
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

CTPUNU Y KapTOHHiIl
Kopoo6Li

Nimiten, IHajisa

(3MiHa cTOCY€ETbCSA BCiX IHLLMX
NiKapcbKknx )OpM CyKYnHOro
(koMnaeKcHOro) BUPOGHNYOTro
npouecy)
36inbLUEHHA po3mipy cepii /13 gna
BMpo6HuKa CaH ®apma JlabopaTopis
Nimitep
[itoua pepaxuis
Po3wmip cepii:
TabneTku, BKPUTI 060/I0HKOHO,
NPOJIOHroBaHoi Aji no 500 mr:
450 000 Tabnetok
MponoHoBaHa peaakuis
Po3wmip cepii:
TabneTkun, BKpUTi 060/10HKOLO,
NpPOoIoHIoBaHol Aji no 500 mr:
600 000 Tabnetok

51.

EHTEPOXXEP
MIHA®

CyCMeH3ia opasibHa;
Ne 10; Ne 20 (10x2):
no 5 mn y chakoHi;
no 10 chnakoHis,
3'e/HAHNX MiX
coboto
nonieTNeHoBO
nepemMunyKoto, y
KaceTi; no 1 a6o 2
KaceTu B KapTOHHIl
KopooLi

TOB
"Onenna
Xenckea
Ykpaiva"

YkpaiHa

Onenna Xenckea
ITani C.p.n.

ITanisa

BHECEHHS 3MiH 0 peecTpavliinHx
MaTtepianis: 3miHu | TMNy - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actotun
Ta/abo TepMiHiB NOAAHHA perynsipHo
OHOB/IIOBAHUX 3BITiB 3 6e3nekn
nikapcbkunx 3aco6iB. 3MiHW y YacToTi
Ta farax nofaHHsa perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby EHTepoxepmiHa®.
[itova pepakuis: Yactota nogaHHs
peryaspHO OHOB/IOBAHOIO 3BITY 3
6e3nekn 5 pokis.

KiHueBa faTa Ans BKIOYEHHS faHNX
no PO3b - 02.03.2028 p. flata
nogaHHs - 31.05.2028 p.
MponoHoBaHa peaakuis:
YacToTa nofaHHs perysispHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn 5
pokiB. KiHueBa aarta A/15 BKIIOYEHHS
paHux no PO3b - 30.11.2027p.
[ata nogaHHs - 28.02.2028p.
PekomeHa0BaHO 10 3aTBEPKEHHS
BiANOBIAHO A0 NEPIOANYHOCTI NOJAaHHSA
perynisipHo OHOBJ/IIOBaHWX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

6e3
peyenma

UA/4234/01/01

52.

EHTEPOXXEP
MIHA®

kancynu; Ne 12, Ne
24 (12x2): no 12

TOB
"Onenna

YkpaiHa

Onenna Xenckea
ITani C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiHNX
Marepianis: YTOYHEHHS YMOB

6e3
peuyenma

UA/A234/02/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

Kancyny 6nictepi;
no 1 a6o 2 6nictepn
B KapTOHHI1 kopobu,

Xenckea
YkpaiHa"

BiAnNycKy B Hakasi MO3 YkpaiHu Ne
1748 Big 19.11.2025 B npoveci
BHECEHHS 3MiH - 3MiHu | Tuny - 3miHn
3 KoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3aco6y (iHwWi 3mMiHM) OHOB/EHHS BXe
3aTBEPAKEHNX METOZIB KOHTPO/IO
akocTi [N13, a came BUKIageHHA
TEKCTY iep>XaBHO MOBOIO 3rigHO
Cy4aCHMX BUMOT. TakoX BHOCATbCA
pefakLiiHi npaBkn BigNOBIAHO A0
Marepianis BMpo6HuKa. Pefakuis B
Hakasi - 3a peLentom. BipHa
pegakuis - 6e3 peuenta

53.

EHTEPOXXEP
MIHA®

kancynu; Ne 12, Ne
24 (12x2): no 12
Kancyny 6nictepi;
no 1 a6o 2 6nictepn
B KapTOHHIi1 kopobui

TOB
"Onenna
Xenckea
Ykpaina",

YKpaiHa

YkpaiHa

Onenna Xenckea
ITani C.p.n., ITanis

BHECEHHS 3MiH 0 peecTpavliinHmx
mMaTepianis: yTOUHEHHS YMOB
BiNycKy B Haka3i MO3 YkpaiHu Ne
1748 Big 19.11.2025 B npoueci
BHECEHHS 3MiH - 3MiHK | TUny - 3MiHK
3 AKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
crneundikayii Ta/abo gonycTMmx
MeX roTOBOrO J1iKapCbKOro 3acoby
(4onNoBHEHHS cneumdikavii HOBUM
MOKa3HWKOM 3 BifMnoBigH/M METOAOM
BUNPOOYBaHHS) AOMOBHEHHS
cneumdikauii 13 HOBUM NOKa3HUKOM
«Pe3nCcTeHTHICTb A0 aHTUGIOTUKIB» 3
BifjNOBIAHUM METOA0M BUNPOOYBaHHS.
A TakoX BHOCUTbCA pefakLiiHe
YTOUHEHHS 3a NOKa3HWKOM «KinbKicHe
BU3Ha4Y4eHHs (BmicT cnop)». Pepakuis
B Hakasi - 3a peLentom. BipHa
peaakuis - 6e3 peuenta

6e3
peyenma

UA/4234/02/01

54,

EPIAOH®

PO34uH opasibHUiA, 1
mr/mn, no 30 mny
cnakoHi; mo 1
hNakoHy y
KOMMEKTi 3
[03YI04O0I0 NINETKO
B KapPTOHHI nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLITBO,
nakyBaHHA Ta
KOHTPO/Ib SIKOCTi

nikapcbkoro 3acoby:

Jap Anb [laBa
[leBenonmeHT eHg,
IHBECTMEHT Ko.
nta., Vioppanis;
BMPOGHULTBO,
nepBUHHE Ta

WoppaHis/
Ipnangis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHK
o0 6e3nekn/edyekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nifcTasi
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3rnekun nikapcbkoro 3acoby, abo
AocnimpKeHb 3 6e3MneKn 3acToCyBaHHs

3a
peyenmom

He nionsicae

UA/16894/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BTOPUHHE niKkapcbKoro 3acoby B
nakyBaHHs, nicnsapeecTpauiiinii nepiog, abo sk
36epiraHHs, pe3ynbTaT OLiHKM 3BITY 3 AOC/iKEHD,
KOHTPO/b SIKOCTi Ta npoBefeHuX BiAnoBigHO [0 NnaHy
BWMYCK Cepil: negiatpnyHux gocnigpkers (PIP) (iHwi
LaHens Megikan 3MiHM). 3MiHV BHECEHO A0 iHCTPYKL,i
AHnimiTeq Komnani, ONsi MeAVYHOIO 3aCTOCYBaHHSA
IpnaHgis; KOHTPOIb nikapcbKoro 3acoby B po3ain "Cnocib
AKOCTI 3acTocyBaHHsA Ta [031" BignoBigHO Ao
(XiMiYHI/i3NYHI OHOBJIEHOT iH(hopmaLlii 3 6e3neku
BMNPOGYBaHHA Ta Aito40i peyoBrHN. BBeAEHHS 3MiH
Mikpob6ionoriyHa npoTArom 6-Tu MicauiB nicns
yucToTa 3aTBepMKEHHS. 3MiHK Il Tuny - 3MiHK 3
HecTepw/LHOro AKkocTi. MeagunyHi NpucTpoi (iHLWi 3MiHW)
nikapcbKoro BHECEHHS 3MiH go p. 3.2.P.7. Cuctema
3acoby): KOHTeliHep/ 3aKynoproBasibHWIA 3acib,
Komnnit /laboparopi a came 3MiHa KpOoKy rpafytoBaHHs
ConywHs, lpnaHgis; [03yto4yoro npuctpoto (minetku) 3 0,5
KOHTPO/1b AKOCTI M/ Ha 0,25 M. 3MiHU BHOCATLCA Y
(XimiuHi/dpi3nyHiI, 3B'AI3KY 3 pekoMmeHgauismm PRAC,
aHaniTMyHI Ta ony6nikoBaHUMK Ha caiiTi EMA
BUNPOBYBaHHSA 07.01.2025.
CTabiNbHOCTI): BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
LLaHens /a6, nicns 3aTBepmkeHHs
ViopaaHis
55. | ECUUTANON | TabneTtku, Wwo MicTpan AHrnisA BMPOBHULTBO, Ipeuis BHECEHHS 3MiH 40 peecTpaLiiHNX 3a He niidnsieae UA/19760/01/02
PAM-BICTA [OUCNepryTbes B Kenitan nepBuHHe mMartepianis: 3miHu | TUNy - 3MiHn peyenmom
POTOBII NOPOXHWHI MeHexmeH nakyBaHHs, oo 6e3nekn/edekTMBHOCTI Ta
no 10 wr, no 14 T NlimiTeq, BTOPUHHE hapmakoHarnsagy. 3mMiHu y KOpoTKili
Tabnetok B 6nicTepi; nakyBaHHs, XapaKTepucTuLli nikapcbkoro 3acoby,
no 2 6nicrepn y KOHTPO/Ib SIKOCTI, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KapTOHHI kopobuy; BWMYCK Cepil: MeANYHOro 3aCTOCYBaHHSA
no 15 TabneTok B [bxenedpapm, C. A, reHepu4HUX/ribpuaHMX/6ionoaiGHMX
6nictepi; no 4 Ipeuist; nNiKapcbKnx 3acobiB Nic/isi BHECEHHS
6nictepn y BMPOGHMLITBO, Tiei camol 3MiHW Ha pedhepeHTHWi
KapTOHHI Kopo6Lyi nepBuHHe npenapar (3miHa He noTpebye
nakyBaHHs1, HafaHHA XOHMX HOBKX [04aTKOBUX
BTOPUHHE AaHuvX) - 3MiHU BHECEHO [0 IHCTPYKLT
nakyBaHHs, AN MeAnYHOro 3acToCyBaHHA
KOHTPO/Ib SIKOCTI, niKkapcbKoro 3acoby y po3ginn
BWMYCK Cepil: "B3aemogis 3 iHWMMU fikapCbKuMun
dapmanac C.A,, 3aco6amu Ta iHWi BUAW B3aemMogii”,
Ipeuis "Mo6iuHI peakuii 3rigHo 3

iHhopmauieto LLoA0 MefMYHOro
3aCTOCyBaHHA pehepeHTHoro
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcekoro 3acoby (LWMPATEKC)
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
3 a1 3aTBEPMAKEHHS.
56. | ECUUTANON | TabneTtku, Wwo MicTpan AHrnisA BMPOBHULTBO, Ipeuis BHECEHHS 3MiH [0 peecTpaLjiitHmx 3a He niidnsiecae UA/19760/01/01
PAM-BICTA [NCMEepryoTLes B Kenitan nepBuHHE marepianis: 3miHu | Tuny - 3miHn peyenmom
POTOBI NOPOXHWHI MeHexmeH nakyBaHHs, oo 6e3nekn/edyeKTMBHOCTI Ta
no 5 mr; no 14 T NimiTepq, BTOpPUHHE hapmakoHarnsgy. 3mMiHu y KopoTkili
TabneTok B 6aicTepi; nakyBaHHs, XapakTepucTuLi fikapcbkoro 3acoby,
no 2 6nictepn y KOHTPO/1b SIKOCTI, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KapTOHHI Kopo6Lli BMNYCK cepil: MeAMYHOro 3aCTOCYBaHHS
[xeHedpapm, C. A, reHepuYHUX/ribpuaHNX/6ionoaiGHMX
Ipeuis; nNiKapCbKNX 3aco6iB Nic/1s1 BHECEHHS
BMPOBHULTBO, Tiei camoi 3MiHW Ha pedhepeHTHWA
nepBuHHE npenapar (3MiHa He NnoTpebye
nakyBaHHs, HafaHHA XOHVX HOBMX AOAATKOBUX
BTOpPUHHE AaHunx) - 3MiHM BHECEHO A0 iHCTPYKLT
nakyBaHHs, [ANA MeAnYHOro 3acTocyBaHHS
KOHTPO/1b SIKOCTI, nikapcbKoro 3acoby y po3ainu
BMNYCK cepil: "B3aemopisa 3 IHWIMMMN NiKapCbKUmm
dapmanac C.A,, 3acob6amu Ta iHWi BUAY B3aeMogii",
peuis "Mo6iyHi peakwyji" 3rigHo 3
iHChopMaLieto Woao MegnuyHoro
3acTOCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (LIMPAJEKC)
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuis
3 TV 3aTBEPAKEHHS.
57. | ECUMTANON | Tabnetku, Wwo MicTpan AHrniA BMPOGHMLITBO, Ipeuis BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a He nidnsieae UA/19760/01/03
PAM-BICTA AunCnepryoTbes B Kenitan nepsuHHe marepianis: 3miHu | Tuny - 3MiHK peuyenmom
POTOBI MOPOXHWHI MeHemXMeH nakyBaHHs1, o0 6e3nekn/edyekTMBHOCTI Ta
no 20 wmr; no 14 T NimiTepq, BTOPUHHE hapmakoHarnsgy. 3mMiHu y KopoTkili
TabneTtok B 6nictepi; nakyBaHHs, XapakTepucTuLi nikapcbkoro 3acoby,
no 2 6nictepn y KOHTPO/Tb SIKOCTI, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KapTOHHi KopobLyi BUMYCK cepii: MeAMYHOro 3acToCyBaHHSA
IxeHedpapm, C. A, reHepuYHUX/ri6puaHNX/6ionoaibHMX
Ipeuist; NiKapCbKNx 3aco6iB Nic/isi BHECEHHS
BMPOGHMLITBO, Tiei camoi 3MiHW Ha pedhepeHTHWI
nepBuHHe npenapar (3MiHa He noTpebye
nakyBaHHS, HaflaHHA XOHVX HOBKX [A0AATKOBUX
BTOPUHHE OaHunx) - 3MiHU BHECEHO [0 iHCTPYKLT
naxkyBaHHs, ANA MeNYHOro 3acToCcyBaHHs
KOHTPO/Tb SIKOCTI, NiKapcbKoro 3acoby y po3gim
BUNYCK cepil: "B3aemogis 3 iHWMMUN NiKapCbKUMu
dapmanac C.A.,, 3aco6amMu Ta iHLWWi BUAW B3aeMOSiii",
Ipeuist "Mo6iyHI peakujii" 3rigHo 3

iHGbopmalLlieo Woa0 MegnyHoro
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acTocyBaHHA pethepeHTHOro
nikapcekoro 3acoby (LWMPAEKC)
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
3 1aT1 3aTBEPAKEHHS.
58. | 3APCIO® PO34MH NS iH ek CaHpos ABCTpis BignoBigasnibHWI 3a Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiHNX 3a He nidnsieae UA/12447/01/01
abo iHdysiid, 30 MH M6X BMPOGHMLITBO, ABcTpist mMarepianis: 3miHu | Tuny - 3miHK peyenmom
0p4/0,5 mn, no 0,5 nepBuHHe o0 6e3nekn/edekTMBHOCTI Ta
MJ/1 PO3UMHY B nakyBaHHs, hapmakoHarnsagy. 3mMiHu y KOpoTKili
nonepeaHLo KOHTpO/b cepii: Al XapakTepucTuLi Nikapcbkoro 3acoby,
3anoBHEHOMY Li Ti Bionorika TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
wnpwmi, v6X, HimeyunHa; MeANYHOro 3aCTOCYBaHHSA
OCHallleHoro NOBHWIA LMKN reHepu4HUX/ribpuaHMX/6ionoaiGHMX
nopLUHemMm, BMpOBGHULTBA: nNiKapcbKnx 3acobiB Nic/isi BHECEHHS
iH'EKLiIHOIO TOMKOMO, HoBapTic Tiei camol 3MiHW Ha pedhepeHTHWi
KOBMa4ykoMm Ta dapmacbioTikan npenapar (3miHa He noTpebye
3aXMCHUM MaHyhakTypiHr HafaHHA XOHMX HOBMX [04aTKOBUX
NPUCTPOEM A5 M6X, ABCTpIs; AaHuvX) - 3MiHU BHECEHO [0 IHCTPYKLT
3anobiraHHa BUMYCK cepii: AN MeAnYHOro 3acToCyBaHHSA
NOLUKOMXKEHHS CaHpo3 'm6X - nikapcbKoro 3acoby o posgainy
ro/IKOo nicns Brpo6Huya "Mo6iuHi peakwyii" BigNoBigHO A0
3acTocyBaHHs, y OinbHUUA ACENnTUYHI iHhopmaLii pethepeHTHOro
6nicTepHili ynakoBLj; Nikapcbki 3acobu nikapcbkoro 3acoby Neupogen.
nola6ob5 LadTeHay BBefeHHs 3MiH NpoTArom 6-Tn MicauiB
6nicTepHux (AcenTuyHi N3LU), nicnsa 3aTBepKeHHs
ynakoBOK B ABCTpIst
KapTOHHI Kopo6Lii
59. | 3APCIO® PO34UH NS iH'eKLin CaHpo3 ABCTpis BiANoBiganbHUii 3a HimevunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a He nidnsieae UA/12447/01/02
abo iHdysili, 48 MNH M6X BMPOGHMLITBO, AscTpis marepianis: 3miHu | Tuny - 3MiHK peuyenmom
0p4/0,5 mn, no 0,5 nepBrHHE o0 6e3nekn/edyekTMBHOCTI Ta
M1 PO34VHY B nakyBaHHs1, thapmakoHarnsgy. 3MiHW y KOpoTKil

nonepegHLO
3aMnoBHEHOMY
wnpui,
OCHalLeHoro
nopLuHem,
iH'EKLiliHOIO TOMKOM,
KOBMa4koM Ta
3aXVCHUM
NPUCTPOEM ANSA
3anobiraHHs
MOLUKOKEHHS
rofikoto nicns
3acToCyBaHHs, y
6licTepHili ynakoBuyj;
nola6ob

KOHTpONb cepii: Al
Li Ti bionorika
vm6X, HimevunHa;
NOBHUIA LWKN
BMPOGHMLTBA:
Hosapric
PapmacboTikan
MaHydhakTypiHr
M6X, ABCTpis;
BUMYCK cepil:
CaHpo3 'mbX -
Brpo6Huya
AiNbHULA AcenTUyHI
Jlikapcbki 3acobu
LLadTeHay

XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ri6puaHNX/6ionoaibHMX
NiKapCbKNx 3aco6iB Nic/isi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
HaZaHHs XXOAHMX HOBUX JOAATKOBUX
OaHunx) - 3MiHU BHECEHO [0 iHCTPYKLT
ANA MeNYHOro 3acToCcyBaHHs
nikapcbKoro 3acoby o posginy
"Mo6iyHi peakuyii" BignoBigHO A0
iHchbopma,ii pedepeHTHOro
nikapcbkoro 3acoby Neupogen.
BBefeHHs 3MiH NpoTAroM 6-Tn MicauiB
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepHux (AcenTuyHi N3LU), nicns 3aTBepKEeHHS
YNaKoBOK B ABCTpis
KapPTOHHI Kopobui
60. | 3OPECAH® Kancynu Teepgi no TOB YkpaiHa BMPOBHULTBO, IHais/ BHECEHHS 3MiH [0 peecTpaLjiitHmx 3a UA/17907/01/02
50 wr, no 10 kancyn "TNEQDPAP nepBuHHE YkpaiHa marepianis: 3miHu | TNy - 3miHK 3 peyenmom
y 6nictepi, no 3 abo M AaTa” nakyBaHHs1, AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
6 6nicTepiB y BTOpPUHHE 3MiHM Y BUPOOHMLTBI. 3MiHa po3mipy
KapTOHHI ynakoBLi nakyBaHHs, cepii (BK/IKOYaOUM dianasoH po3mipy
KOHTPO/1b SIKOCTI, cepil) roToBOro NikapcbKoro 3acoby
BUNycK cepii abo (36inbLueHHs Ao 10 pasiB NopiBHAHO i3
BVMPOGHMLTBO 3aTBEPLKEHUM PO3MIPOM).
npoaykuii in bulk: JopaBaHHA [0 3aTBEPKEHOIO
KYCYM XENTXKEP po3Mipy cepii roTOBOro NiKapcbkoro
NBT NTA, IHais; 3acoby (100 000 kancyn) Ha
BTOPUHHE BVMPOGHMWUIli AiNbHULI, O04ATKOBOrO
nakyBaHHs, po3mipy cepii — 350 000 kancyn ans
KOHTPO/Ib SIKOCTI, [o3yBaHHA 50 Mr, y 3B'A3KY 3
BUNYCK cepii 3 ONTUMI3aLiE0 BUKOPUCTaHHSA
npoaykuii in bulk: obnagHaHHA Npy BUPOGHULTBI
TOB «[JIEA®APM roTOBOrO JlikapCcbKOro 3acoby (6e3
NTA», YKpaiHa 3MiHW TeXHONOriT BUPOOHMLTBA Ta
NpoOMUCNOBOro 06nafHaHHA) oNs
BMpo6HuKa KYCYM XENTXKEP MBT
NTA BupobHUYoi ginbHULi CrM-289 (A),
PIIKO IHgacTtpian apea, YonaHki,
Bxisagi, Aict. AnBap (PagxactaH),
IHAia. 3aTBepaxeHo [ns BUpo6bHUYOro
caliTy 3a agpecoto:
Cn-289 (A), PIIKO IHgacTpian apea,
YonaHki, bxisagi, Aict. Ansap
(PapxactaH), IHais/ SP-289 (A),
RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan),
India. Ans go3m no 50 mr: Po3mip
cepii: 100 000 kancyn.
3anponoHoBaHo 151 BUPOGHUYOro
caiity 3a agpecoto: CM-289 (A), PIIKO
IHpacTpian apea, YonaHki, bxisag,,
[Lict. Ansap (PagxactaH), IHgis/ SP-
289 (A), RIICO Industrial area,
Chopanki, Bhiwadi, Dist. Alwar
(Rajasthan), India. Ansa nosn 50 mr:
Po3wmip cepii: 100 000 kancyn. Po3mip
cepii: 350 000 kancyn
61. | 3S0OPECAH® Kancynu Teepai no TOB YkpaiHa KYCYM XENTXKEP IHAiA BHECEHHS 3MiH 0 peeCTpaLiiHNX - UA/17908/01/02




55

n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

50 wr, in bulk: no 10
Kkancyn y 6nictepi,
no 120 6nicTtepiB y
KapTOHHI KopooLii

"TNELOAP
M ATA"

nBT NIT4,

martepianis: 3MiHu | TUNY - 3MiHKM 3
AKOCTI. [0TOBWMIA Nikapcbkuii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
cepil (BKIOYaKOUM dianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby
(36inblueHHs go 10 pasiB NOPIBHSAHO i3
3aTBEPKEHVUM PO3MIPOM).
JoaasaHHA [0 3aTBEPLKEHOrO
pO3Mmipy cepii roTOBOro JlikapCbKoro
3acoby (100 000 kancyn) Ha
BVMPOGHWUIl AiNbHWL, AOAATKOBOrO
po3mipy cepii — 350 000 kancyn gns
[,03yBaHHA 50 Mr, y 3B’A3KY 3
ONTUMI3aLiet0 BUKOPUCTaHHSA
06naaHaHHA Npy BUPOOHULTBI
roTOBOrO likapcbKoro 3acoby (6e3
3MiHM TeXHO/Orii BUPO6HMLITBA Ta
NPOMMWCOBOro 061agHaHHS) Ans
BUpo6HMKa KYCYM XENTXKEP MBT
NTA BupobHUYoi ginbHULi CIM-289 (A),
PIIKO Ingactpian apea, YonaHki,
Bxisagi, Aict. AnBap (PagxactaH),
IHAis. 3aTBepaxeHo [na BUpobHUYOro
caliTy 3a agpecoto:

Cn-289 (A), PIIKO IHgacTpian apea,
YonaHki, Bxisagi, [ict. AnBap
(PapxactaH), IHgis/ SP-289 (A),
RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan),
India. Ans go3n no 50 mr: Po3mip
cepii: 100 000 kancyn.
3anponoHoBaHo [1519 BUPOGHNYOTO
caiity 3a agpecoto: Cl-289 (A), PIIKO
IHoacTpian apea, YonaHki, Bxisagi,
[ict. Ansap (Pagxactan), IHais/ SP-
289 (A), RIICO Industrial area,
Chopanki, Bhiwadi, Dist. Alwar
(Rajasthan), India. Ansa gosn 50 wmr:
Po3wmip cepii: 100 000 kancysn. Po3mip
cepii: 350 000 kancyn

62.

30PECAH®

Kancysm Teepgi no
100 mr; no 10
Kancyn y 6nictepi,
no 3 abo 6 6nicTtepis
Y KapTOHHiIl

TOB
"TNELGAP
MATO"

Ykpaina

BMPOGHMLITBO
nepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,

IHpis/
Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHnx

marepianis: 3MiHu | TUNY - 3MiHKN 3

sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIYa4mM gianasoH po3mipy

3a
peyerimom

UA/17907/01/03
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

ynakosLi

KOHTPO/b SKOCTI,
BMMNYCK cepii abo
BVPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
NBT NTA, IHais;
BTOPVHHE
nakyBaHHs1,
KOHTPO/Tb AKOCTI,
BUNYCK cepii 3
npoaykuii in bulk:
TOB «[NIEA®APM
NTA», YKkpaiHa

cepil) roToBOro nikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIpPOM).
[JlofaBaHHs 40 3aTBEPAXEHOro
pO3Mipy cepii FOTOBOro NiKapcbkoro
3acoby (100 000 kancys) Ha
BMPOGHWUIli AiNbHULI, 104ATKOBOrO
po3mipy cepii — 350 000 kancyn gns
[03yBaHHA 100 Mr, y 3B’A3KY 3
ONTUMI3aLi€0 BUKOPUCTaHHSA
o6nagHaHHA Npy BUPOOHNLTBI
roTOBOrO Jlikapcbkoro 3acoby (6e3
3MiHM TexHoorii BUpobHMUTBa Ta
NPOMMWCNOBOro 06nagHaHHs) Ans
BMpo6HuKa KYCYM XENTXKEP MBT
NTLA BUpo6HMYOI AinbHuyi CM-289 (A),
PIIKO Ingactpian apea, YonaHki,
BxiBagi, [icT. AnBap (PagxacTaH),
IHAis. 3aTBep/xeHo Ansa BUPO6HMYOro
caliTy 3a agpecoto: Cr-289 (A), PIIKO
IHpacTpian apea, YonaHki, bxisag,i,
Lict. Ansap (PagxactaH), IHais/ SP-
289 (A), RIICO Industrial area,
Chopanki, Bhiwadi, Dist. Alwar
(Rajasthan), India. Ans no3u no 100
mr: Po3mip cepii: 100 000 kancyn.
3anponoHoBaHo 151 BUPOGHUYOro
caiity 3a agpecoto: CM-289 (A), PIIKO
IHpacTpian apea, YonaHki, bxisag,,
[Oict. Ansap (PagxactaH), IHgjs/ SP-
289 (A), RIICO Industrial area,
Chopanki, Bhiwadi, Dist. Alwar
(Rajasthan), India. Ana gosu 100 mr:
Po3wmip cepii: 100 000 karncyn. Po3mip
cepii: 175 000 kancyn

63.

30PECAH®

Karncynv Teepai no
100 wr; in bulk: no
10 kancyny
6nicTepi, no 180
6nictepiB y
KapTOHHI Kopo6Lyi

TOB
"TNELAP
M ATA"

YkpaiHa

KYCYM XENTXKEP
neT NT4,

IHAjA

BHECEHHS 3MiH 0 peecTpavliinHx
marepianis: 3MiHu | TUNYy - 3MiHKM 3
AKOCTI. [0TOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIOYaKOUM dianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inblueHHs go 10 pasiB NOPIBHSAHO i3
3aTBEPKEHUM PO3MIPOM).
JoaasaHHA [0 3aTBEPAXKEHOrO
PO3Mipy cepii roTOBOro NikapcbKoro

UA/17908/01/03
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

3acoby (100 000 kancyn) Ha
BVMPOGHWUIl AiNbHULI, 1OAATKOBOrO
po3mipy cepii — 350 000 kancyn gns
[03yBaHHA 100 Mr, y 3B’A3KY 3
ONTUMI3aLiet0 BUKOPUCTaHHSA
06nagHaHHA Npy BUPOOHULTBI
roTOBOrO JlikapcbKoro 3acoby (6e3
3MiHM TeXHOsorii BUPO6HMLITBA Ta
NPOMMWCIOBOro 061agHaHHs) Ans
BUpo6HMKa KYCYM XENTXKEP MBT
NTA BupobHUYoi ginbHULi CIM-289 (A),
PIIKO Ingactpian apea, YonaHki,
Bxisagi, Aict. AnBap (PagxactaH),
IHAis. 3aTBepmxeHo [1na BUpobHUYOro
caiTy 3a agpecoto: Cl1-289 (A), PIIKO
IHoacTpian apea, YonaHki, BxiBagj,
[ict. Ansap (Pagxactan), IHgis/ SP-
289 (A), RIICO Industrial area,
Chopanki, Bhiwadi, Dist. Alwar
(Rajasthan), India. Ansa gosm no 100
mr: Po3mip cepii: 100 000 kancyn.
3anponoHoBaHo [1/19 BUPO6HMYOro
caliTy 3a agpecoto: Cl1-289 (A), PIIKO
IHpacTpian apea, YonaHki, bxisagi,
[Oict. Ansap (PagxactaH), IHais/ SP-
289 (A), RIICO Industrial area,
Chopanki, Bhiwadi, Dist. Alwar
(Rajasthan), India. Ans go3u 100 mr:
Po3wmip cepii: 100 000 kancyn. Po3mip
cepii: 175 000 kancyn

64.

IHFANINT-
3/10POB'SA

cnpeii gnsi poToBoi
NOpPOXHWHK, no 30
My 6anoHi 3
K/1anaHoM-HacocoMm;
no 1 6asoHy 3
HacagKoto-
po3nuaoBaYeM i
3aXVCHUM
KOBMa4KoM y
KapTOHHI Kopo6Lli

TOBAPWCT
BO 3
OBMEXEH
oo
BIAMOBIAA
NbHICTIO
«KOPMOPA
s
«3[10POB'A

»

Ykpaina

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBo 3
06MexeHo
BiANOBIA&/ILHICTIO
"PapmaueBTnyHa
KOMnaHis
"3popos'a",
YkpaiHa; BCi cTagii
BUPOBHNLITBA, OKPIM
KOHTPOJIO AKOCTi Ta
BUMYCKY Cepii:
ToBapucTBO 3

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiitHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
OHOB/EHO TEKCT MapKyBaHHSA
NepBUHHOI Ta BTOPUHHOT YNaKoBKu
nikapcbKoro 3acoby, a came BUy4YeHo
iHchopMmawito, 3a3HayYeHy poCifiCbKo
MOBOIO, BHECEHO 3MiHWN Y AesKi NyHKTU
nepBuHHOI (N. 2, 5, 6) Ta BTOPUHHOI (N.
2,4,5,11, 17) ynakoBku/, a Takox
3p06/IEHO HE3HAYHI pefaKLiliHi
npaskv. BBeieHHA 3MiH NPOTArom 6-Tn
MiCALiB NicNsA 3aTBEPA)KEHHS

6e3
peyenma

UA/3937/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
06MexeHot
BiANOBIA&LHICTIO
"®apmaveBTnyHa
KoMnaHis
"3p0pos'a”,
YKpaiHa
65. | IHFTANINT- cnpeii gnsi poToBoi TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHmx 6e3 UA/3937/02/02
3400POB'A NOPOXHWHK, No 30 BO 3 06MeXeHo mMaTtepianis: 3miHu | TUNy - 3MiHn peyernma
POPTE My 6anoHi 3 OBMEXEH BifNOBIAA/IbHICTIO oo 6e3nekn/edyeKTMBHOCTI Ta
KnanaHoOM-HacoCoM; (e]}0} "®apmMaueBTNYHa hapmakoHarnagy (iHwi 3miHK).
no 1 6asoHy 3 BIAMOBIOA KOMNaHis OHOB/IEHO TEKCT MapKyBaHHSA
HacafKoto- NBHICTHO "3p0pos'a”, NepBUHHOI Ta BTOPUHHOT YNaKoBKu
po3nuoBayvem Ta «KOPIOPA YkpaiHa,; nikapcbKoro 3acoby, a came BUTyYeHO
3aXUCHUM LA (Bci cTagji iHhopmaLito, 3a3HauYeHy poCifCbKo
KOBMaykoMm y «300POB’A BMPOGHMLITBA, MOBOIO, BHECEHO 3MiHW Y AesiKi MyHKTN
KOpOOLLi 3 KAPTOHY; » KOHTPO/Ib SIKOCTI, nepBuHHOI (N. 2, 5, 6) Ta BTOPUHHOT (.
no 50 mn 'y gonakoHi; BUNYyCK cepii); 2,4,5,11, 15, 17) ynakoBKu, a Takox
no 1 dpnakoHy 3 ToBapucTBO 3 3p06/IEHO HE3HAYHI pefaKLiliHi
opasibHUM 06MeXeHo npasku. BBefeHHsA 3MiH NPOTAroM 6-Tn
pPO3NUIOBASTIbHUM BiANOBIAANBLHICTIO MiCALIB MiCNA 3aTBEPLYKEHHS.
NPUCTPOEM Ta "®apmaueBTnyHa
3aXUCHUM KoMnaHis
KOBMaykoM y "3p0pos'a”,
KOpOO6Li 3 KapTOHY YKpaiHa
(Bci cTagji
BMPOGHMLTBA, OKpPIM
KOHTPOJI0 AKOCTi Ta
BUNYCKy cepii)
66. | IHFTANINT-H cnpeit gns poToBOi TOB YKpaina TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH 40 pPeeCTpaLiiHNX 6e3 UA/0938/01/01
NOPOXHWHK; no 30 1 "Mikpochapm marepianis: 3MiHu | TUNY - 3MiHK 3 peyenma

y 6as10Hi; no 1
6asioHy 3
posnunioBaYem Ta
3aXUCHUM
KOBMaYkoM Yy nauj 3
KapTOHY

sKocCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOBHMUTBI. 3MiHM y npoueci
BMPOGHMLITBA FOTOBOTO /iKapCbKOro
3aco0y, BK/IOYakUy NPOMKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCS Mpu
BMPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci
BMPOGHNLTBA) - HE3HAYHI 3MiHM B
npoLeci BUPO6HULITBA, a came
BUK/IOYEHA AeTani3aliss HEKPUTUYHOrO
061a4HaHHA Ta 3HAYEHHA napameTpis,
LLIO KOHTPO/TIOKTLCA B NPOLEC
BMPOGHMLTBA; Y po3gini 3.2.P.3.2.
Cknap Ha cepito — gogaHo hopmysy
nepepaxyHky A®I| Ctpentoung
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

po3unHHMiA, Cynbhatiazon HaTpito
rekcarigpar Ta gOMOMDKHOI peYOBUHN
Bopga ouunweHa; y posgini 3.2.P.3.3.
Onuc BMpoBHUYOro npotiecy Ta
KOHTPO/II0 MpoLecy: Ha cTagii 4
«MapKyBaHHs Ta nakyBaHHA rotoBoi
npoaykuii», Ha onepadii 4.1
«MapkyBaHHs 6a10HiB» AOAATKOBO
3a3HaveHo B nepiomy ab3auj «...abo
HaHecTV Homep cepii | TepMiH
NpUAATHOCTI Ha NOBEPXHIO ETUKETKN
camoK/1etoHoi 3a [0NoMOro MatlunHu
eTUKeTyBa/IbHOI aBTOMATUYHOIO
Tmny.»

67.

IHTYBAH®

PO34YMH ANS iH'EKLN,
10 mr/mn; no 2,5 mn
abo 5 mn y amnynax
3 MPO30pOoro ckna,
no5amnyny
6nictepi, no 1
6nicTepy y naui

AT
«Papmak»

YkpaiHa

AT «dapmak»

Ykpaina

BHECEHHS 3MiH 0 peecTpavliinHmx
marepianis: 3MiHu | TUNYy - 3MiHKM 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTuqikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab60 BUIYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
015 BUXIAHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOJaHHS
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne CEP 2020-436-Rev 02
(3aTBEepmxeHo: RO-CEP 2020-436-Rev
01) ana A®| atpakypiymy 6ecunar Big,
BXE 3aTBepAXeHoro BupobHuka CF
Pharma Ltd., Hungary. 3minu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb ADL.
3miHa y meTogax BunpobyBaHHs Ad|
abo BuxigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCS Y NPOLIECI
BMpo6HMUTBA ADI (iHLWi 3MiHK Y

3a
peyenmom

UA/20212/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MeTofax BUNpobysaHHs (BK/IoHaoun
3amiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MPOMIKHOrO NPoAyKTy) -
BHECEHHS 3MiH [0 METOZjB KOHTPO/O
Al aTpakypiymy 6ecunat BUpo6HMKa
CF Pharma Ltd., Hungary 3a
NOKa3HNKOM «3a/IMLLKOBI KifIbKOCTI
OpraHiyHnX PO3YMHHUKIBY.
68. | IHPAHPUKC cycneHsia (DTPa- nakcoCmit Benuka nakcoCmiTKnsiiH Benbrisi/ BHECEHHS 3MiH 0 peecTpavlinHx 3a UA/16235/01/01
FEKCA HBV-IPV) ansa KnsiiH BpuTaHis Bionogxikans C.A., PpaHuin/ marepianis: 3MiHu | TUNYy - 3MiHKM 3 peuenmom
KOMBIHOBA iH’ekuii no 0,5 mn (1 Excnopt Benebria (Bunyck AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
HA [03a) Ta nioguiniar Nimiten cepili roToBOro KOHTPO/Ib rOTOBOrO NiKapCbKoro
BAKUVHA (Hib);1 nonepeaHLO NPOAYKTY. 3acoby. 3miHa y meTofax
ana HanoBHeHUI MpoBeaeHHs BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro
MPO®INAKT 0HOpPa30Buii KOHTPOJI0 AKOCTI 3aco06y (iHWi 3MiHKM Yy MeTogax
KN wnpuy, (no 0,5 mn (1 DTPa-HBV-IPV BMNPO6YBaHb (BK/OHAKOUM 3aMiHy abo
OUNDTEPII, [,03a)) Y KOMNIeKTi 3 KOMMOHEHTY); [OMNOBHEHHS)) - 3MiHa cepil NOTOYHOI
NMPABLA, [BOMa rosikamu Ta nakcoCmiTKnsiiH eTalIoHHOI BakumHN 3 SWNO568A10
KALLU/TIOKY hNakoH 3 Bionogxikans, Ha HoBy cepito SWNO568A12.
(ALEENMONAP | niodpinizatom (Hib) ®paHuisa
HUN Aana 1 nosu, wo (PopmyBaHHS,
KOMMOHEHT | 3miwyoTbecs nepeg, HarnoBHEHHSA B
), TENATUTY BVIKOPVCTAHHAM; ABi Lwnpu,
B, TOJIKW, WNpuL, Ta npoBefeHHsA
noniomMien hNakoH repMeTUyHO KOHTPOJIH0 AKOCTI
TYTA 3anakoBaHi y DTPa-HBV-IPV
3AXBOPIOB NnacTKOBUIA KOMMOHEHTY.
AHb, KOHTeliHep; no 1 abo dopmyBaHHS,
36YAHNKOM no 10 niacTuKoBuX HanoBHEHHSA Ta
AKNX € KOHTElHepiB y niodpinizauin B
HAEMOPHIL KapTOHHI kopobui 3 donakoHwu,
us MapKyBaHHAM MapKyBaHHA Ta
INFLUENZAE | yKpalHCbKO nakyBaHHs,
TANY B MOBOI0; 1 npoBefeHHs
nonepegHL0 KOHTponto skocTi Hib
HanoBHEHWI KOMMOHEHTY.
0iHOpPa30BuiA MapkyBaHHs Ta

wnpuy (o 0,5 mn (1
[,03a)) Y KOMIJ/IeKTi 3
[ABOMa ronkamu Ta
hNakoH 3
niodpinizatom (Hib)
ona 1 nosu, wo
3MiLYOTbCA nepes
BVIKOPUCTAHHAM; ABi

nakyBaHHsi TOTOBOrO
npoaykTy);
nakcoCmiTKnsiiH
Bionogxikans C.A.,
Benbris

(PopmyBaHHS,
HaMoBHEHHS B

LINpWLi, MapKyBaHHsI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
oMKW, LUMPUL, Ta i naKyBaHHs,
dhnakoH repmeTnyHO npoBefeHHs
3arnakoBaHi y KOHTPOJT0 SIKOCTI
NAacTUKOBUiA DTPa-HBV-IPV
KOHTeliHep; no 1 abo KOMMOHEHTY.
no 10 nnacTukoBux HanoBHeHHA Ta
KOHTEWHepiB y niocpinizauin B
KapTOHHI KOpo6L;i 3 dhnakoHwu,
MapKyBaHHAM MapKyBaHHS Ta
aHrnifcbKo MOBOLO nakyBaHHs1,
3i CTpMKepom npoBefeHHsA
YKPaiHCbKOK MOBOIO KOHTpoOt0 AKocTi Hib
KOMMOHEHTY.
MapkyBaHHA Ta
nakyBaHHs rOTOBOrO
NpoayKTy)

69. | IHPAHPUKC cycneHsia (DTPa- nakcoCwmit Benvka nakcoCmiTKnsiiH dpaHuisn/ BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/15832/01/01
INB XIb IPV) ans iv’exuii no KnsiiH BpuTaHis Bionogxikans C.A., Benbris mMartepianis: 3miHu Il Tuny - 3MiHu 3 peyenmom
KOMBIHOBA | 0,5 mn (1 go3a) Ta Ekcnopt Benbrisi (Bunyck AKocTi. APl. KoHTponb AdL. 3miHa y
HA niogpinizat (Hib); Nimiten cepili roToBOro mMeTodax BunpobysaHHA Adl abo
BAKUVHA cycneHsia (DTPa- NPOAYKTY); BUXIQHOIO MaTepiany/npomixXHOro
ansa IPV) ans iv’exuiii no nakcoCmiTKnsiiH npoaykTy/peareHTy, LWo
MNPODINAKT 0,5wmn (1 goza) y Bionogxikans, BMKOPUCTOBYETLCA Y MPOLIECI
KN nonepegHL0 PpaHuis BMPOGHMLTBA ADI (CyTTEBA 3MiHA Y
ONDTEPII, HanoBHEHOMY (PopmyBaHHS, 6ionoriyHomy/imyHONOrYHOMY/iMYHOXI
NPABLA, 0oZiHOpa3oBOMY HarnoBHEHHS B MiYHOMY METOZi BUNPOo6yBaHHS abo
KALLUJTHOKY wnpuui Ne 1y LINpU1Li, MapKyBaHHsA MeTOA|, Y AKOMY BUKOPUCTOBYETLCSA
(ALENKONAP | KoMnnekTi 3 ABOMA Ta nakyBaHHS, 6i0oNOrivHMIA peareHT ans 6ioNoriYHoro
HUNA ronkamu Ta npoBeAeHHs A®l, abo iforo 3amiHa) - 3amiHa
KOMMOHEHT | niodginizar (Hib) y KOHTPOJI0 AKOCTI pedyepeHTHOro ctaHaapTty
), thnakoHi Ne 1, o DTPa-IPV hinameHTHOro remartoTuHiHy (FHA) 3
noniomieni 3MiLYOTbCA nepes KOMMOHEHT. cepii SWNO590A07 Ha HoBY cepito
TYTA BUKOPUCTAHHAM: N0 $dopmyBaHHS, SWNO590A09.
3AXBOPIOB 1 nonepefHbLO HarMoBHEHHA Ta BHeceHHs peaakuiliHix 3mMiH fo
AHb, HanoBHEHOMY niocpinizauyin B po3giny 3.2.S.5. Reference Standards
3BYAHWKOM | ogHopa3oBOMy donakoHwu, or Materials
AKX € LINPULY Y KOMNAEKTI MapKyBaHHA Ta
HAEMOPHIL 3 iBOMAa rofikamu Ta nakyBaHHs,
us 1 conakoHoM 3 npoBefeHHs
INFLUENZAE | niodginizatom (Hib) y KOHTpOt0 siKocTi Hib
TNy B BaKyyMHii KOMMOHEHT.

CTepUnbHIl
ynakosLi; no 1
BaKyyMHii
CTepw/bHili ynakoBLj

MapkyBaHHsa Ta
nakyBaHHsi rOTOBOrO
I'IPO.CWKTY); .
"nakcoCmiTKnsiiH
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Y KapTOHHIi1 kopobui Bionogxikans C.A.,
Benbrisa
(HanoBHeHHs B
LUNPULL, MapKyBaHHS
Ta nakyBaHHs,
npoBefeHHsA
KOHTPOJIH0 SIKOCTI
DTPa-IPV
KOMMOHEHT.
HanosHeHHA Ta
niogpinizavis B
chnakoHu,
MapKyBaHHA Ta
naxkyBaHHs,
npoBefeHHsA
KOHTpoto siKocTi Hib
KOMMOHEHT.
MapkyBaHHsa Ta
naKyBaHHs roTOBOro
NPOAYKTY)

70. | IHPAHPUKC cycneHsia (DTPa- nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpavLinHmx 3a UA/15832/01/01
INB XIb IPV) ans iv’exuiii no KnsiiH BpuTaHis Bionogxikans C.A., marepianis: 3MiHu | TUNYy - 3MiHKM 3 peuenmom
KOMBIHOBA 0,5 mn (1 gosa) Ta Excnopt Benebria (Bunyck akocTi. A®l. BupobHuuTBo. 3MiHN B
HA niodpinizar (Hib); Nimiten cepili roToBOro npoueci BupobHuutea APl (HesHauyHa
BAKUVHA cycneHsia (DTPa- NPOAYKTY); 3MiHa y npoveci Bupo6Huutea Adl) -
ana IPV) ans iH’exuii no nakcoCmiTKnsiiH 3MiHM B npoLieci Bupo6HuuTea Adl, a
MPO®INAKT 0,5wmn (1 posza) y Bionogxikans, came-BuasieHHs “in house”

KN nonepegHL0 PpaHuis cepefoBuLLa 4715 BUPOLLYBaHHSA, sike
OUNDTEPII, HaroBHeHOMy (PopmyBaHHs, BYKOPUCTOBYETLCS /15
NPABLA, 0fHOpa3oBoOMY HanoBHEHHA B KyNbTUBYBaHHA KIITUH N yac
KALLUJTHOKY wnpuui Ne 1y LINPWLi, MapKyBaHHs BMPOBHMYOro NpoLecy iHaKTMBOBAHOIO
(ALEENMKONAP | komnnekTi 3 ABOMa Ta naxkyBaHHs, noniosipycy (IPV). BHeceHHs
HUIA rosikamu Ta npoBefeHHsA peAakuifiHnX 3MiH J0 po3giny
KOMMOHEHT | niodinizat (Hib) y KOHTPOJIH0 AKOCTI 3.2.S.2.3. Control of materials Raw
)s donakoHi Ne 1, wo DTPa-IPV materials IPV
noniomMien 3MiLLYI0TbCA nepeq, KOMMOHEHT.

TYTA BUKOPUCTaHHAM: NO dopmyBaHHS,

3AXBOPHOB 1 nonepefHb0 HanoBHEHHSA Ta

AHb, HarnoBHEHOMY niodpinizauin B

36YAHNKOM | ogHopa3oBomy donakoHwu,

AKNX € LINpULY Y KOMMNEKTI MapKyBaHHA Ta

HAEMOPHIL 3 iBOMA rofikamu Ta nakyBaHHs,

us 1 donakoHOM 3 npoBefeHHs

INFLUENZAE | niodpinizatom (Hib) y KOHTponto skocTi Hib

TNy B BaKyyMHiit KOMIMOHEHT.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
CTepusbHii MapkyBaHHA Ta
ynakosuj; no 1 nakyBaHHs FOTOBOrO
BaKyyMHiil npoaykTy);
CTEPWUNbHIl yNakoBLi nakcoCmiTKnsiAH
Y KapTOHHIi KOpoobLii Bionogxikans C.A.,
Benbris
(HanoBHeHHs B
LUNPUL, MapKyBaHHS
Ta nakyBaHHs,
npoBeAeHHs
KOHTPOJIH0 SKOCTI
DTPa-IPV
KOMMOHEHT.
HanosHeHHA Ta
niodgpinizauis B
donakoHwu,
MapKyBaHHS Ta
nakyBaHHs,
npoBefAeHHs
KOHTponto skocTi Hib
KOMMOHEHT.
MapkyBaHHs Ta
nakyBaHHs FOTOBOrO
NPOAYKTY)
71. | IHONAMIH cynosuTopii MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiinHmx - UA/7391/01/01
pekTanbHi no 0,015 akuioHepHe akujoHepHe marepianis: 3miHu | Tuny - 3miHK 3
r, in bulk: Ne 500 (no | TOBapucTBO TOBapuCTBO "J1eKXiM AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
5 cynosuTtopiiB y "Jlekxim - - Xapki" Cuctema
6nicTepi; no 100 Xapkis" KOHTeliHep/3akynopoBanbHuii 3aci6.

6nicTepiB y ALWKKY);
Ne 1000 (no 5
cynosuTopiiB y
6nicTepi; no 200
6nicTepiB y ALLMKY);
Ne 1250 (no 5
CynosuTopiiB y
6nictepi; no 250
6nicTepiB y ALLVKY)

3MiHa po3Mipy ynakoBKv roToBOro
niKkapcbKoro 3acoby (iHLi 3MiHW) -
BBEJEHHS ynakoBku y chopmi in bulk y
3B'AA3Ky 3 BUPOOHNYO HEOOXIAHICTIO.
BBefeHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3atBepgkKeHHs. 3MiHn | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
BunyyeHHs TeKCTY MapKyBaHHS Ha
pocilicbkiii MOBI, 3a3HaYEHHS
iHchopmawii woao norotuny 3asiBHYIKA,
nepeHeceHHs 3a3HavYeHnx OAVHULb B
cuctemi Sian.n.6il7 gon.n2i4
Bi4NOBIAHO, Ta HE3HAYHI TEXHIYHI
YTOYHEHHS A1 nakyBaHHS in bulk.
BBefeHHS 3MiH NpoTAroM 6-Tn MicauiB
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nicnsa 3aTBepKEHHS.
72. | IHONAMIH cynosuTopii MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHnx 3a UA/7390/01/01
pekTasbHi no 0,015 akuioHepHe akuioHepHe mMartepianis: 3miHu | TUNY - 3MiHn peyenmom
r, no 5 cynosutopiis TOBapucTBO TOBapuCTBO "J1ekxiM oo 6e3nekn/edekTMBHOCTI Ta
y 6nicTtepi; no 2 "Jlekxim - - Xapkis" hapmakoHarnsagy (iHwi 3miHn) -
6nicTepu y nauui 3 Xapkis" OHOB/EHO TEKCT MapKyBaHHS
KapTOHY NepPBUHHOT Ta BTOPUHHOT YNaKoBKu
niKapcbKoro 3acoby, a came BUy4YeHO
iHchopMmaLito, 3a3Ha4YeHy pOCiiCbKO
MOBOIO, BHECEHO 3MiHN Y N. 2, 6 TeKCTy
MapKyBaHHA NepBUHHOT YNakoBKM Ta M.
4, 17 BTOPUHHOI YNaKoBKW, a TakoxX
3p06/IEHO HE3HAYHI pefakLiliHi
npaskn. BBegeHHs 3MiH NpOTArom 6-1n
MicALB MiCNA 3aTBEPMKEHHS.
73. | IPUHOTEKAH | KoHueHTpaT ans LWvnna IHAs MOBHWIA LUKN IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/18000/01/01
WnnnA PO34MHy s Megikea BMPOBGHNYOTO MaTepianis: 3miHu | TNy - peuyenmom
iHdpy3iia, 20 mr/m; Nimiten npouecy: Wunna AAMIHICTpaTVBHI 3MiHW. 3MiHa
no 5 mn a6o no 15 Megikea Nimiteq, HalimeHyBaHHs Ta/abo agpecu micus
My dh1akoHi; no 1 IHAis; KoHTpob NPOBaZKEHHS AiS/IbHOCTI BUPOOHMKA
hNakoHy y AKOCTI | (BkntOYaKOUN, 3a HEOOXIAHOCTI, Micue
KapTOHHi KopobLyi BMNpobyBaHHA NpoBefEeHHS KOHTPO/IIO AKOCTI), a0
cTabinbHoCTI B/1aCHMKa macTtep-ghainna Ha A®l, abo
(chi3nyHi i XiMiuHi nocravasnbHuka A®I/BUXigHOro
Tectn): Wnnna mMartepiany/peareHTy/npoMiXHOro
Megikea Nimiteq, NPOAYKTY, L0 3aCTOCOBYHTLCA Y
IHais BMPOGHMLTBI AP (SKLLO 3a3HaYEHO Y
[0Cbe Ha nikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeichbkili
hapmakonei y 3aTBepKeHOMY [0ChE,
a60 BUPOGHMKA HOBOT AOMOMDKHOT
PEeYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE).
3MiHa Ha3BM BUPOOHUKa Ad|
ipMHOTEKaHy rigpoxsopuay
TpurigpaTty, a came 3 Shilpa Medicare
Limited, India Ha SHILPA PHARMA
LIFESCIENCES LIMITED, IHgis.
Micue3HaxomKeHHs BUpOGHUYOT
AiNbHULI HE 3MIHWO0C.
74. | NOAOMAPU Tabnetkn no 200 BEP/IH- HimeuumnH Brpo6HMLTBO "in HimeuunHa BHECEHHS 3MiH 0 peecTpavLiinHnx 6e3 UA/0156/01/02
H® 200 MKT; 1Mo 25 TabneTok XEMI Al a bulk", kKOHTpO/b mMatepianis: 3miHu Il TUny - 3MiHu 3 peyenma

y 6nictepi 3
YXOPCTKOT
nonisiHiIx10puaHoT

cepiii:
BEPNIH-XEMI AT,
HimeyunHa;

akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIZHOr0/NPOMIKHOTO
npoAyKTy/peareHTy, Lo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NiBKV Ta XOPCTKOT MakyBaHHs, BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY
anomiHieBoil KOHTPO/b Ta BUMYCK npoueci A®l, abo 3miHa BUpoOHMKa
dhonbru; no 2 cepiii: (BrTrovatoun, fe HeobxigHo, Micue
6nictepu B BEPNIH-XEMI AT, NpoBeAEeHHS KOHTPO/IO AkocTi) APl (3a
KapTOHHI Kopo6Lyi HimeuunHa; BifICYTHOCTI cepTudikara
Brpo6HMLTBO "in BiANOBIAHOCTI EBpONechbkili
bulk", nakyBaHHA Ta thapmakonei y 3aTBepyKeHOMY [0CbE)
KOHTPO/b cepiii: (BBEAEHHA HOBOTO BMPOGHUMKA API 3
MeHapiHi-®oH HajaHHAM macTep-ghaiina Ha AdI)
XeligeH TM6X, BBefeHHA HOBOro asibTepHaTUBHOIO
HimeuunHa. BMpo6Huka A®| kanito ioanay ESKAY
IODINE PVT LTD., India 3 HagaHHsaM
macTep-gaiina
DMF/EIPL/KI_BP/EP/06/Version [06] -
ASMF-Nr.:3840. BBefeHHs 3MiH
NpoTArom 6-Tu MicAuiB nicas
3aTBEPLKEHHS
75. | KABEPNIAT® | Tabnetku no 0,5 wmr; AT YkpaiHa BMPOGHMLITBO, KaHapa BHECEHHS 3MiH 0 peecTpavliinHx 3a UA/19113/01/01
no 8 TabneTok y "®Papmak” KOHTPO/Ib SIKOCTI, MaTepianis: 3miHu | Tvny - peuenmom
naswui, no 1 BUMYCK cepil AOMiHICTpaTuBHI 3MiHW. BunyueHHs
NAALWLI Y KAPTOHHIN nikapcbkoro 3acoby: BVMPOGHMYOT AinbHUL (BKIHOYAKUM
KopoobLi AnoTekc IHK., ginbHuui ons A®l, npoMiXHOro
Kanaga; npoaykTy abo roToBOro NikapCbKoro
3acoby, AinbHULI AN NpoBeAeHHS
imnopr, nakyBaHHs1, BAPOOHUKa,
MapKyBaHHS, BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
36epiraHHa Ta MicLle NpoBeAEHHS KOHTPOSIIO cepii)
anctpnbyuis ab0 nocrtavyasibHMKa BUXiAHOIO
NiKapcbKoro 3acooy: maTepiany, peareHTy abo fOMOMIKHOI
Anotekc IHK., PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE).
KaHvapa; BunyuyeHHs BUPOOGHMYOT AiNTbHUL
Anotekc IHk., (JinbHnus ETobiko 50
nakyBaHHs CreliHBeii bnea ETo6iko OHTapio
NiKapcbkoro 3acoby: M9W 6Y3, KaHaga) BignosigaibHOI 3a
MKI ®apma KOHTPO/Ib SIKOCTI, BUMYCK cepii
Cepsices KaHaga, nikapcbKoro 3acoby, AibHULI Lo
IHK., KaHaga 3aIMLLATLCA BUKOHYIOTb Ti X OYHKLT

LLLO | BUTyYEHA. 3MiHV BHECEHO B
po3ain "Micue3HaxomKeHHs
BMpOOHUKa Ta agpeca micus

NPOBaZKEHHS Oro AisNbHOCTI" B
IHCTPYKUi0 4Ns1 MeguyHoro

3aCTOCYBaHHS Y 3B'AI3KY 3 BUJTyYEHHAM
OfHI€T 3 BUPOOHNUMX AiNbHNLE Ta SK
HacnifoK - y TEKCT MapKyBaHHS
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

ynakoBKU NiKapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepgXeHHs. 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHNL (BKIHOYAK0UM
AinbHuUi ana A®l, npomikHOro
npoAaykTy abo roToBOro fikapCcbKoro
3acoby, AinbHUL 418 NpoBEAEHHS
nakyBaHHS!, BUPOBGHMKa,
BiZANOBIAA/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPOSIHO cepil)
ab0 nocTavasibHMKa BUXigHOrO
mMaTtepiany, peareHTy abo fOMNOMDKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE).
BunyyeHHss BUPOGHWYOT fibHUL
Anotekc Picepu MpaiiseT flimiTes
(Mnot Nel ta 2, BommacaHgpa
IHpacTpian Epia, 4 dasa, [xurani JliHk
Poap, BaHranop, IN-560099, IHis)
BiANOBiAabHOI 32 BUPOOHULITBO,
KOHTPO/Ib SKOCTi, AOC/iIKEHHS
CTabiNbHOCTI, NaKyBaHHs, KOHTPO/b
AKOCTI NaKyBasIbHUX MaTepiais,
MapKyBaHHs, 36epiraHHs, AucTpubyuis
NiKapcbKoro 3acoby, AifbHUL WO
3a/IMLIATLCSA BUKOHYOTb Ti X OYHKLT
Lo i BUNyyYeHa. BeegeHHs 3miH
NpOTArom 6-Tu MicAuiB nicas
3aTBEPKEHHS.

76.

KAPBOMNAT
NH MEOAK

KOHLUeHTpaT ans
pO34nHy Ans
iHdpysin, 10 mr/mn no
5 mn abo 15 mn, abo
45 mn, abo 60 mn,
abo 100 mny
thnakoHi; no 1
hnakoHy B
KapTOHHI Kopo6Lyi

Mepak
[e3enbliad
T otop
KNiHiwe
Lneuiansnp
enaparte
M6X

HimeyunH
a

BTopuHHe
nakyBaHHs1,
MapKyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: Megak
esenbliadT drop
KniHiwe
Lneuiansnpenapar
e M6X, HimeuumnHa;
Brpo6HMLTBO "in
bulk", neperHHe
nakyBaHHs Ta
KOHTPO/b Cepiii:
OHkoTek ®apma
MpogakwH M6X,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHu | TUNY - 3MiHKM 3
akocTi. CepTudikaT BignosigHocTI/lE-
cepTuqikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab60 BUIYYEHHS
cepTtudikaTa BigNOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
0151 BUXIAHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkii papmakonei) -

3a
peyenmom

UA/10829/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEepA)KEHOro BUPOOHYKa - MogaHHsA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne CEP 2002-091 - Rev
08 (3aTBepmkeHo: R1-CEP 2002-091 -
Rev 06) ans A®l kapbonnatuH Big
3aTBEPAKEHOr0 BUPO6HMKaA Heraeus
Deutschland GmbH & Co. KG,
Germany, SKvii 3MiHNB Ha3BYy Ha
Heraeus Precious Metals GmbH & Co.
KG, Germany. 3minu | Tuny -
AMIHICTPaTUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOT AinbHUL (BKIKOYAKOUM
AinbHuui ana A®l, npomikHoro
NPoAyKTYy abo roToBOro NikapCbKoro
3acoby, AinbHULI 4719 NpOBEAEHHS
nakyBaHHS!, BUPOBGHMKa,
BiANOBIAA/ILHOIO 3a BUMYCK Ccepil,
MiCLie NPOBEAEHHS KOHTPOIO cepii)
ab0 nocTavasibHMKa BYXigHOMO
mMaTtepiany, peareHTy abo JONOMiXHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) -
BunyueHHsi Bupo6Huka IDT Biologika
GmbH (3a koHTpakTOM Oncotec
Pharma Produktion GmbH), Am
Pharmapark, D-06861 Dessau-
Roplau, HimeuunHa (TecTyBaHHS
BVXiHOI CUPOBUHU Ta cMCTEMU
3aKpUTTS KOHTENHEPIB, a TakoX
LOCNIMKEHHS HA CTePU/IbHICTb Ta
6akTepiasibHi EHA0TOKCUHN
nikapcbKoro 3acoby). BBegeHHsa 3MiH
NpOTAroMm 6-Tu MicauiB nicns
3aTBEPAKEHHSA. 3MiHM | TRy - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa
BiANOBIAHOCTI @60 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
Ans BUXigHoro
MaTepiany/peareHTy/npomixkHOro
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI API; NS 4ONOMIXKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHniA cepTuddikaT Bif yxe
3aTBEPMAKEHOro BUPOBHMKa - MoaaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI E€BpONENnchbkili
thapmakonei Ne CEP 2002-091 - Rev
09 ans A®l kapbonnatuH Big
3aTBEpPAKEHOro BMpPOoGHMka Heraeus
Precious Metals GmbH & Co. KG,
Germany

77.

KAPMETAAN
H

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0, 3
MoguchikoBaHUM
BUBINIbHEHHAM MO 35
Mr; no 30 TabneTok
y 6nictepi; no 2
6nictepu B
KapTOHHI KopooLyi

TOB
"YOPN[,
MEANLMH"

Ykpaina

YOPNA, MEAVLH
INAY CAH. BE
TIOK. AL

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | TUNY - 3MiHKN 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS A04aTKOBOI AiNbHNLL
BUPOGHMLITBA A/151 YACTWHM abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHUUS, Ha AKil
nNpoBOAATLCA By/Ab-Ki BUPOOHUUI
cTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NePBMHHOTO Ta
BTOPWHHOTO NakyBaHHS, A1
HecTepuIbHUX Nikapcbkux 3acobiB).
CynyTHA 3MiHa- 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkunii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[00aTKOBOI AifIbHUL BUPOGHULITBA
[ANS YacTUHM abo BCbOro BUPOGHNYOro
npoLecy rotToBoro Nikapcbkoro 3acoby
(4inbHULUA 0N BTOPUHHOTO
nakyBaHHs)- 3MiHu 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOBHULITBA
0151 YaCTUHM abo BCbOro BUPOBHMYOTO
npoLiecy roToBOro MikapCcbkoro 3acoby
(AiNbHULA 4N NePBUHHOIO
nakyBaHHs!) 3amiHa BUPO6HUKa
roToBOrO NikapcbKoro 3acoby,
BiANOBIAA/ILHOIO 3a BUPOGHULITBO,
nepBUHHE Ta BTOPUHHE NaKyBaHHS
nikapcbkoro 3acoby YOP/1

3a
peyerimom

He nionsizae

UA/14715/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

MEAVLIVH ITAY CAH. BE TIO)XK.
A.LL. (agpeca: 15 Temmy3 MaxanneLui
Dxami Miony Ixagaeci Ne50 MMoHewwuni
Barpxunap/Ctambyn, TypeyunHa) Ha

YOPN4 MEAVNUMH INAY CAH. BE
TIOXK. A.LL. (apgpeca: OMN34, kBapTan
I.0.Mawa, 6-ta Bynuusa, Ne30,
Yepkeskoi/Tekipgar, TypeuunHa).
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA

BWNYCKY Cepii Ta KOHTPO/IO SAKOCTI

roTOBOrO /iKapCbKOro 3acoby (3amiHa
a60 fofaBaHHA BUPOBHMKA, L0
BiAnoBiAae 3a BBe3eHHA Ta/abo
BMNYCK cepii) - Bktoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepii. 3amiHa

BMPOOGHMKA rOTOBOrO NiKapCbKOro

3aco0by, BifgnoBifanibHOro 3a KOHTPO/b
Ta Bunyck cepii YOP/14 MEAVLINH
INAY CAH. BE TIAX. A.LL. (agpeca:
15 Temmys Maxannewi [xami Mony

xapneci Ne50 lMoHewwni

Barpxunap/Ctambyn, TypeuunHa) Ha
YOPNA4 MEAVNUNH INAY CAH. BE

TIOXK. A.LL. (agpeca: OMN34, kBapTas

I.0.Mawa, 6-ta Bynuus, Ne30,

Uepkeskoii/Tekipgar, TypeuunHa).

3MiHM BHECEHO B iHCTPYKLiO ANs
MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3gin "Micue3HaxomKeHHs

BMpOOHUKa Ta agpeca Micus
NPOBaXEHHS NOro AisnbHOCTI" 3
BiANOBiAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. BBeieHHsA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMKEHHS. 3MiHW | TuMny - 3MiHK

o0 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnagy (iHwi 3mMiHn). 3MiHn
BHECEHO B TEKCT MapKyBaHHS

BTOPVHHOT YNaKoBKM NiKapCbKOro

3acoby y nyHkTu 2, 8, 11, 12, 13, 17 Ta

B TEKCT MapKyBaHHSA NepBUHHOI
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

YyNakoBKW Yy NyHKTU 3, 4. BBeaeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.

78.

KBETIAMIH-
JOAPHULA

TabneTku, BKPUTI
nNiBKOBOKO
060/10HKOI, N0 25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepy B navw,i

MpAT
"GapmaueBT
nyHa dpipma

"fNapHuus"

YkpaiHa

DxeHedpapm C.A.

Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiitHmx
marepianis: 3miHu | TNy - 3miHK 3
AKocTi. CepTudikat BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkiin
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ans BUXigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN ONOMIXHOT
peyoBuHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBreHunii cepTudiikaT Bif yxe
3aTBEPAKEHOro BUPO6HUKa. MogaHHsA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei CEP 2014-081-Rev 01
(3aTBEpAxeHo: R1-CEP 2014-081-Rev
00) ana A®l KeeTianiHy chymapart Big,
BXe 3aTBepKeHOro BUpobHuKa
MEDICHEM, S.A., Spain.

3a
peyenmom

UA/19202/01/01

79.

KBETIANIH-
DAPHMLA

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 100
mr, no 10 TabneTok
y 6nictepi; no 3
6nicTepy B nayw,i

MpAT
"GapmauesT
nyHa hipma

"dapHnua"

YkpaiHa

xeHegpapm C.A.

Ipeuis

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX
marepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTtudpikaTa BiANoOBIAHOCTI
€Bponelicbkiii hapmakonei: ans Adl;
[ONs BUXIAHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®Il; AN 4ONOMIXHOT
peyoBuHM (cepTudikat BifNOBIAHOCTI
€Bponeiicbkiii papmakonei) -
OHoBneHWit cepTuddikar Big yxe

3a
peyenmom

UA/19202/01/02
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA

OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP 2014-081-Rev 01
(3atBepmxeHo: R1-CEP 2014-081-Rev
00) ana A®l KeeTianiHy chymaparT Big,
BXe 3aTBep)KeHOro BUpo6HMKa

MEDICHEM, S.A., Spain.

80.

KBETIANIH-
JAPHULA

TabneTku, BKpUTI
nNiBKOBOKO
060710HKO0, No 200
Mr, no 10 TabneTok
y 6nictepi; no 3
6nicTepy B nayu,i

MpAT
"GapmauesT
nyHa chipma

"fapHuus”

YkpaiHa

DxeHedapm C.A.

Ipeuis

BHECEHHS 3MiH 0 peecTpavlinHx
marepianis: 3MiHu | TUNYy - 3MiHKM 3
akocTi. CepTudikaT BignosigHocTI/lE-
cepTuqikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab60 BUIYYEHHS
cepTtudikaTa BigNOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
015 BUXIAHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBEHMIA cepTUikaT Bif yxe
3aTBEPIXEHOro BUpobHuKa. MogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
apmakonei CEP 2014-081-Rev 01
(3aTBEepaxeHo: R1-CEP 2014-081-Rev
00) ansa A®| KeetianiHy dpymapar Big,
BXE 3aTBEPXEHOr0 BUPOOHMKA
MEDICHEM, S.A., Spain.

3a
peyenmom

UA/19202/01/03

81.

KMIBAC®
nnoc

TabneTku, BKpUTI
naiBKOBOIO
060/10HKO0 No 40
mr/10 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepn y
KapTOHHI navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BUPOGHMLITBO,
nakyBaHHs,
KOHTPO/b SIKOCTi Ta
BUMYCK cepil

NiKapcbKoro 3acoby:

ENMNEH
PAPMACDBHIOTIKAN
KO., IHK, Fpeuis;
nakyBaHHs1,
KOHTPO/Ib SKOCTi Ta
BMNYyCK cepii

nikapcbKoro 3acoby:

Ipeuis

BHECEHHS 3MiH 10 peecTpaLiiHnx
martepianis: TexHiuyHa noMuaka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460).
BvnpaBneHo TexHiYHy NOMWUAKY B
TEKCTi MapKyBaHHS yNakoBKu/
nikapcbkoro 3acoby, a came n. 1.
HA3BA /IIKAPCbHKOIO 3ACOBY, n.
2. KINBbKICTb AIK04Oi PEHOBWIHW,
n. 3. MEPENIK JOMNOMDKHMX
PEYOBVH, n. 6. OCOB/IVBI
3ACTEPEXXEHHSA WOA0
3BEPITAHHA JIIKAPCbLKOIO

3a
peyenmom

UA/19917/01/03




72

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ENMNEH 3ACOBY Y HEAOCTYINMHOMY ANA
®APMACBIOTIKAN OITEV MICLY, n. 8. IATA
KO., IHK, Ipeuis; 3AKIHYEHHA TEPMIHY
BMPOBHULTBO, NMPNAOATHOCTI, n. 9. YMOBU
naxkyBaHHs, 3BEPIFAHHSA, n. 13. HOMEP CEPII
KOHTPO/Ib SKOCTI NIKAPCBKOI'O 3ACOBY BTOpUHHOT
NiKapcbKoro 3acoby: ynakosku; n. 1. HA3BA
POHTIC XENNAC NIKAPCBKOIO 3ACOBY, n. 2.
MEAIKAT EHA, KINBKICTb AIH0YOT PEHOBUHN
SAPMACBHIOTIKAN NepBUHHOI YNaKoBKW, A0oNyLLeHy npu
MPOJAKTC C.A., npoueaypi BHECEHHS 3MiH A0
pevis peecTpauiiHux maTepiasnis (Hakas
MO3 Ykpainu Ne 87 Big 13.01.2025).
3a3HayeHe BUNpaB/eHHs Bignosigae
MaTepianam peecTpauiiHoro Aoche.
82. | KNMIBAC® TabneTku, BKPUTI TOB YkpaiHa BMPOBHULTBO, Ipeuis BHECEHHS 3MiH [0 peecTpavjiinHmx 3a UA/19917/01/02
nntoc naiBKOBOIO "ACIHO nakyBaHHs, marepianis: TexHiyHa noMuska (3rigHo peyenmom
o060n0oHkoto no 20 YKPAIHA" KOHTPO/b AKOCTi Ta Haka3y MO3 Big 23.07.2015 Ne 460).
Mmr/10 mr; no 10 BMNyCK cepii BunpasneHo TeXHIYHY NOMW/IKY B
TabneTtok y 6nictepi; nikapcbkoro 3aco6y: TEKCTi MapKyBaHHS YNakoBKu
no 3 6nictepn y ENNEH nikapcbkoro 3acoby, a came n. 1.
KapTOHHI navui ®APMACBIOTIKAN HA3BA JIIKAPCbKOIO 3ACOBY, n.
KO., IHK, Ipeuis; 2. KIbKICTb Alto40i PEHOBWIHW,
nakyBaHHs, n. 3. NEPENIK AOMOMDKHNX
KOHTPO/b SKOCTi Ta PEYOBWVIH, n. 6. OCOBJIMBI
BUMYCK cepil 3ACTEPEXEHHSA WOAO
nikapcbkoro 3acoby: 3BEPIFAHHA NIKAPCBKOIo
ENMNEH 3ACOBY Y HEAOCTYINMHOMY ANA
®APMACBIOTIKAN OITEV MICLY, n. 8. IATA
KO., IHK, Ipeuis; 3AKIHYEHHA TEPMIHY
BMPOBHULTBO, NMPNAOATHOCTI, n. 9. YMOBU
nakyBaHHs, 3BEPIFAHHS, n. 13. HOMEP CEPII
KOHTPO/1b AKOCTI NIKAPCBKOI'O 3ACOBY BTOpUHHOT
NiKapcbkoro 3acoby: ynakosku; n. 1. HA3BA
POHTIC XENNAC NIKAPCbKOI'O 3ACOBY, n. 2.
MEAIKAT EHA, KINBKICTb AIF0YOT PEHOBUHN
SAPMACBHIOTIKAN NEepBUHHOI YNaKoBKW, A0oNyLLeHy npu
MPOJAKTC C.A., npoueaypi BHECEHHS 3MiH A0
peuis peecTpauiiiHux maTepianis (Hakas
MO3 Ykpainu Ne 87 Big 13.01.2025).
3a3HaueHe BUNpaB/ieHHs Bignosigae
MaTepianam peecTpauiiHoro Aoche.
83. | KNMIBAC® TabneTku, BKpUTI TOB YkpaiHa BUPOGHMLITBO, Ipeuis BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/19917/01/01
nnoc NNiBKOBOKO "ACIHO nakyBaHHs1, martepianis: TexHiyHa nomuaka (3rigHo peuyenmom
060/10HKO0 Mo 10 YKPAIHA" KOHTPO/b SIKOCTI Ta Haka3y MO3 Big 23.07.2015 Ne 460).
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Ha3ssa

3asBHuk

Popma surnycky Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mmr/10 mr; no 10 BMNyCK cepil BunpaBneHo TeXHIYHY NOMWSIKY B
TabneTtok y 6nictepi; nikapcbKoro 3acoby: TEKCTi MapKyBaHHS YNakoBKu
no 3 6nictepn y ENMNEH nikapcbkoro 3acoby, a came n. 1.
KapTOHHI navui ®APMACBIOTIKAN HA3BA NIIKAPCbHKOIO 3ACOBY, n.
KO., IHK, peuis; 2. KITbKICTb AlK0o4Oi PEHOBWIHW,
nakyBaHHs, n. 3. MEPENIK AOMOMDKHNX
KOHTPO/b AKOCTi Ta PEYOBVIH, n. 6. OCOBJIMBI
BUMYCK cepil 3ACTEPEXEHHSA WOAO
nikapcbkoro 3aco6y: 3BEPITAHHA NNIKAPCbKOIO
ENNEH 3ACOBY Y HEAOCTYMNHOMY ANA
®APMACBIOTIKAN OITEV MICLY, n. 8. IATA
KO., IHK, Ipeuis; 3AKIHYEHHA TEPMIHY
BMPOBHULTBO, NMPNAOATHOCTI, n. 9. YMOBU
naxkyBaHHs, 3BEPIFAHHSA, n. 13. HOMEP CEPII
KOHTPO/Ib SKOCTI NIKAPCBKOI'O 3ACOBY BTOpUHHOT
NiKapcbkoro 3acoby: ynakosku; n. 1. HA3BA
POHTIC XENNAC NIKAPCBKOIO 3ACOBY, n. 2.
MEZIKAN EHJ, KINBKICTb AIH0YOT PEHOBUHN
SAPMACBHROTIKAN NepBUHHOI YNaKoBKW, AoNyLLeHy npu
MPOJAKTC C.A., npoueaypi BHECEHHSA 3MiH A0
pevis peecTpauiiHux maTepiasnis (Hakas
MO3 Ykpainu Ne 87 Big 13.01.2025).
3a3HaueHe BUNpaB/ieHHN Bignosigae
MaTepianam peecTpauiiHoro Aoche.
84. | KNNOCAPT® TabneTku, BKPUTI TOB YkpaiHa BMPOBHULTBO, YkpaiHa/ BHECEHHS 3MiH [0 peecTpavjiinHmx 3a UA/8765/01/02
naiBKOBOIO "T'nepdapm nepBuHHE IHAis marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
o060n0Hkoto, no 50 nTa" nakyBaHHs1, AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
mr, no 14 TabneTok BTOpPUHHE 3MiHV Y BUPOOHULTBI. 3MiHa po3mipy
y 6nictepi; no 1, 2 nakyBaHHs, cepii (BK/ItOYaOUM gianasoH posmipy

abo 6 6nicTepis B
KapTOHHI ynakoBLi

KOHTPO/Tb AKOCTI,
BUNycK cepii abo
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMNYCK Cepii 3
npoaykuii in bulk:
TOB "KYCYM
PAPM", YkpaiHa
ab0 BMPOGHMLTBO,
nepBuHHE
nakyBaHHs1,
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BMNycK cepii abo

cepil) roToBOro NikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NopiBHAHO i3
3aTBEPKEHUM PO3MipoM) - 3MiHa
CTOCYETbLCA NiKapCbKOro 3acoby
KNOCAPT®, TabneTku, BKpUTI
MN/1iBKOBOK 060/10HKOO, Mo 50 mr (Ne
UA/8765/01/02). BBeaeHHs
noaaTtkoBoro po3mipy cepii (1 000 000
Tab/1eToK) roTOBOrO MiKapCbKoro
3acoby Ans Brupo6Huka KYCYM
XENTXKEP NBT NTA, IHAia y 3B’A3Ky
3 BUPOOHUYOO HEOBXIAHICTIO.
3arBepaKeHo
Po3wmip cepii:
[ns 50 mr
150 000 TabneTtok
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BUPOOHULTBO 500 000 TabneTok
npoaykuii in bulk: 1 500 000 TabneTok
KYCYM XENTXKEP 3anponoHoBaHo
MBT NTA, IHais abo Po3wmip cepii:
BMPOGHMLITBO, [ns 50 mr
nepBuHHE 150 000 TabneTok
nakyBaHHs, 500 000 TabneTok
BTOPUHHE 1 500 000 TabneTok
nakyBaHHs1, 1 000 000 Tabnetok (gns KYCYM
KOHTPO/1b SIKOCTI, XENTXKEP MNBT NTA, IHAisA)
BMMNYCK cepii abo
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BWMNYCK cepii 3
npogykuii in bulk:
TOB «[NIEA®APM
NT/O», YkpaiHa
85. | KIOCAPT® TabneTku, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpavjiitHmx 3a UA/20514/01/01
naiBKOBOIO "T'nepdapm NBT NTA marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
060/10HKOI0, N0 50 nTa" AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.

mr, in bulk: Ne2520
(14x180): no 14
TabneTok y 6nictepi;
no 180 6nictepiB y
KapTOHHI Kopo6Lyi

3MiHM Y BUPOOHMLTBI. 3MiHa po3mipy
cepii (BKIOUAKOUM AianasoH po3mipy
cepil) roTOBOro NikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NopiBHAHO i3
3aTBEPKEHUM PO3MipoM) - 3MiHa
CTOCYETbLCA NiKapCbKOro 3acoby
KNOCAPT®, TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOHO, Mo 50 mr (Ne
UA/8765/01/02). BBeaeHHs
noaaTtkoBoro po3mipy cepii (1 000 000
Tab/1eToK) roTOBOrO MiKapCbKoro
3acoby Ans Brupo6Huka KYCYM
XENTXKEP NBT NTA, IHAia y 3B’A3Ky
3 BUPOOHUYOO HEOBXIAHICTIO.
3arBepaxeHo
Po3wmip cepii:
[ns 50 mr
150 000 TabneTtok
500 000 TabneTtok
1 500 000 TabneTok
3anponoHoBaHo
Po3wmip cepii:
[ns 50 mr
150 000 TabneTtok
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
500 000 TabneTtok
1 500 000 Tabnetok
1 000 000 Tabnetok (gns KYCYM
XENTXKEP MBT NITA, IHAjis)
86. | KOHEIPA TabneTkv XyBasbHi €Bpo Benwuka leHecpapm CA Ipeuis BHECEHHS 3MiH 40 peecTpaLinHnx 3a UA/14511/01/02
AOENIOKC no 50 mr; no 1 Navichkep BpuTaHis MaTepianis: 3miHu | TNy - peyenmom
Tabnetui y 6nictepi; nta AAMIHICTpaTVBHI 3MiHW. 3MiHa
no 1 6nictepy B HaliMeHyBaHHA Ta/abo agpecu
KapTOHHI kopobuy; 3asBHMKa (BNacHvKa peecTpauiiHoro
no 4 Tabnetkn y NoCBi4YEHHS) 3MiHa afpecy 3asiBHUKa
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHII Kopo6Lii
87. | KOHEIPA TabNeTKkn XXyBaslbHi €Bpo Benvka eHedpapm CA Ipeuis BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/14511/01/03
LOENOKC no 100 mr; no 1 Navichkep BpuTaHis MaTepianis: 3miHu | TNy - peuyenmom
Tabnetui y 6nictepi; nrp, AfMiHIiCTpaTuBHI 3MiHW. 3MiHa
no 1 6nictepy B HaliMeHyBaHHA Ta/abo agpecu
KapTOHHI kopobuyj; 3asBHMKa (BNacHvKa peecTpauiiHoro
no 4 tabnetku y nocBifYeHHA) 3MiHa afpecu 3asiBHUKa
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHi Kopobui
88. | KOPAKCAH® | Tabnetku, BKpUTI ne IpnaHgjs Na6opaTtopii Ceps’e IpnaHgjs BHECEHHS 3MiH 0 peecTpavLiinHnx 3a UA/3905/01/02
7,5MIr nniBKOBOKO NABOPATY IHOacTpi , PpaHLis; mMartepianis: yTOUHEHHS BUPOGHUKIB peuenmom
o6onoHKoto, no 7,5 AP CEPB'E Ceps’e (IpnaHgis) B Haka3i MO3 YkpaiHu Ne 1645 Big

Mr; no 14 TabneTok
y 6nicTtepi; no 2 a6o
4 6nictepu B
KOpOO6L|i 3 KapTOHY

IHpacTpic 14,
IpnaHgais

30.10.2025 B npoueci BHECEHHS
3MiH (3MiHu | TUNY - 3MiHW Woa0
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHun). 3MiHu
B TEKCTi MapkKyBaHHS1 ynakoBOK
nikapcbKoro 3acoby, a came, B n.n. 8,
17 TekcTiB MapKyBaHHS BTOPUHHMX
ynakoBOK NikapcbKoro 3acoby ans
060X BUPOGHKKIB Ta B M. 11 3MiHEHO
NOC/IJOBHICTb 3a3HAaYeHHS BUPOOHUKA
Ta 3asBHUKa /151 060X BUPOOHUKIB.
BBefeHHs1 3MiH NpoTArom 9-Tn MicAuiB
nicns 3aTBepgKeHHs. 3MiHn | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHn
[10 TEKCTY MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby, a came,
BWYYEHHS A0AATKOBOIO TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKoro
3acoby 6e3 no3HayeHb 0ANHULIb
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BMMIpIOBaHHA B cucTemi Sl. BBegeHHs
3MiH NpOTArom 9-Tn micauis nicns
3aTBepMKeHHs. 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiSNIbHOCTI
BMpOOHUKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKoYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHSI KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYa4M
BMMNYCK cepiii). 3MiHa agpecu
BMpo6HuKa N3 Ceps’e (IpnaHgis)
IHpacTpic /T4, y 38’A3Ky i3
npueefeHHAM Ao ceptudikaty GMP,
BMAaHoro [lepxnikciyx60ot0 YkpaiHm
6e3 (hakTUYHOI 3MiHU Micus
BUPOBGHMLTBA. 3MiHV BHECEHO A0
IHCTPYKUiT AN MeguuHoro
3aCTOCYBaHHS /ikapcbkoro 3acoby Ans
BMpo6HUuka Ceps'e (IpnaHgis)
IHgacTpic /lta, Ipnangis 4o posginy
"MicLe3HaxomKeHHs BUPOGHMKa Ta
oro agpeca micusa NpoBaKeHHS
AiSNIbHOCTI" LWOA0 YTOYHEHHS agpecu
BMpo6Huka Ceps'e (IpnaHgis)
IHgacTpic /114, IpnaHgis 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBK/ NiKapcbKoro
3acoby A/19 3a3Ha4YeHoro BUpo6HYKa.
BBefeHHs1 3MiH NpoTArom 9-Tn MicAuiB
nicns 3aTBepgKeHHs. 3MiHn | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn). 3MiHn
BHECEHO A0 IHCTPYKUIii 418 MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "Mo6iyHi peakuii”,
"Micue3HaxomKeHHs 3asBHUKA" 040
3BiTyBaHHSA Mpo Nifo3ptoBaHi NoBGiYHI
peakuii Ta woao iHdopmauii y pasi
BUHUKHEHS MUTaHb [0 3asBHUKA.
BBefeHHs 3MiH NpoTAroM 9-Tu micsauis
nicnsa 3aTBepmxeHHs). Pepakuis B
Hakasi - Ceps’e (IpnaHgis) IHgacTpic
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Nta, Ipnangis. BipHa pepakuis -
NaGopartopii Ceps’e IHpacTpi,
®paHuisa; Ceps’e (IpnaHgis)
IHpacTpic N1Ta, lpnaHgis.
89. | KOPBA/ION® | kancynu m'aki; no 10 AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHnx Ges UA/2554/03/01
Kancyn y énicrepi; "®apmak” marepianis: 3MiHu | TUNY - 3MiHKN 3 peyenma

nola6ono3
6nicTepu B nayw,j 3
KapToHY

akocTi. CepTudpikat BignosigHOCTI/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOB/EHOro cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignNoBIgHOCTI
€sponelicbkin hapmakonei: gns Adl;
LNA BUXigHoOro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkii thapmakonei) -
OHoBreHWiA cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBponeiichbkili
hapmakonei Ne R1-CEP 2009-132-
Rev 00 (3aTBepmxeHo: RO-CEP 2009-
132-Rev 02) ana gjto4oi pevyoBuHU
Phenobarbital Big BXxe 3aTBEpAXEHOro
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudgikaTa BignNoBIgHOCTI
€sponelicbkin hapmakonei: gns Adl;
LNA BUXigHoOro
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN ONOMIXHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkii thapmakonei) -
OHoBneHuit cepTuddikar Big yxe
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 01 (3atBepmxeHo: R1-CEP 2009-
132-Rev 00) oNns fjtoyoi pevyoBuHU
Phenobarbital Big BXxe 3aTBEpAXEHOro
BUpo6HMKa ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary 3miHu |
TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MmoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTucpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTugikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: gns Adl;
ONs1 BUXiAHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®Il; ANs ONOMIXHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBreHWiA cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 03 (3aTBepmxeHo: R1-CEP 2009-
132-Rev 01) gns fjtoyoi peyoBuHU
Phenobarbital Big Bxe 3aTBEpAXeHOro
BUpo6HMKa ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary

90.

KOPBAJIO/I®

Kpanni opasibHi, No
25 a6o no 50 mny
thnakoHi 3 Npo6Koto-
KpanenbHuueto; no 1
donakoHy B nauui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKkocTi. CepTudikat BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeicbkiin
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ans BUXigHoro
MaTepiany/peareHTy/npomixKHOro

25 mn — 6e3
peuenma;
50 mn1 - 3a
peyenmom

UA/2554/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; AN ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONENnchbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 00 (3aTBepmxeHo: RO-CEP 2009-
132-Rev 02) gns fjtoyoi pevyoBunHn
Phenobarbital Big BXxe 3aTBEpAKEHOTO
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary - 3minu |
Tuny - 3miHn 3 skocTi. CepTuddikat
BignosigHocTi/TE-cepTudikat
BIANOBIAHOCTI EBpONENChbkili
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BigNoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ans BUXigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; AN ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONENChbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 01 (3aTBepmkeHo: R1-CEP 2009-
132-Rev 00) gns fjtoyoi pevyoBunHN
Phenobarbital Big BXe 3aTBEpAKEHOTO
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary - 3minu |
Tuny - 3miHn 3 skocTi. CepTuddikat
BignosigHocTi/TE-cepTudikat
BIANOBIAHOCTI EBpONENChbkili
hapmakonei/moHorpadii. MogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYYEHHS

cepTuguikaTa BignoBigHoCTi
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

€Bponelicbkiin hapmakonei: ans Adl;
Ans BUXigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; AN ONOMIXHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHuniA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONENchbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 03 (3aTBepmxeHo: R1-CEP 2009-
132-Rev 01) gns fjtoyoi peyoBunHn
Phenobarbital Big BXe 3aTBEpAKEHOIO
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary - 3MmiHu |
Tuny - 3miHn 3 skocTi. CepTuddikat
BignosigHocTi/TE-cepTudikat
BIANOBIAHOCTI EBpONENChbkili
hapmakonei/moHorpadii. MogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BigNoBiAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ans BUXigHoOro
matepiany/peareHTy/npomikHOro
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; AN ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONENnchbkili
thapmakonei Ne CEP 2003-017-Rev 04
(3aTBEpAXeHo: R1-CEP 2003-017-Rev
03) gns Aitoyoi pevoBUHU
Phenobarbital Big BXe 3aTBEpAKEHOTO
Bupo6HMka HARMAN FINOCHEM
LIMITED

91.

KOPBA/ION®

Kpanni opasbHi, in
bulk: no 300 n, a6o
350 n1, a6o 500 ny
KOHTeliHepax

AT
"®apmak”

YkpaiHa

AT "®dapmak”

Ykpaina

BHECEHHS 3MiH 0 peecTpavliinHmx
marepianis: 3MiHu | TUNY - 3MiHKM 3
akocTi. CepTudikaT BignosigHocTI/lE-
cepTuduikar BignoBigHOCTI

UA/7843/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
€Bponeiicbkili

thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI a60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHSA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpoOneiichbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 00 (3aTBepmxeHo: RO-CEP 2009-
132-Rev 02) ans gjtoyoi pevyoBuHu
Phenobarbital Big BXe 3aTBEpAXeHOro
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary - 3MmiHu |
Tuny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI a60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHSA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei Ne R1-CEP 2009-132-
Rev 01 (3aTBepmxeHo: R1-CEP 2009-
132-Rev 00) ans gjtoyoi pevyoBuHu
Phenobarbital Big BXe 3aTBEpAXeHOro

BMpo6Huka ALKALOIDA CHEMICAL
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

COMPANY ZRT., Hungary - 3MmiHu |
Tuny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI ab60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudiikat Bi4NOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHSA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONechbkili
dhapmakonei Ne R1-CEP 2009-132-
Rev 03 (3aTBepmxeHo: R1-CEP 2009-
132-Rev 01) ana gjtoyoi pevyoBuHu
Phenobarbital Big BXe 3aTBEpAXeHOro
BMpo6Huka ALKALOIDA CHEMICAL
COMPANY ZRT., Hungary - 3MmiHu |
Tuny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpoNeiichbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI ab60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHSA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne CEP 2003-017-Rev 04
(3aTBepmxeHo: R1-CEP 2003-017-Rev
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
03) AnA Aitoyoi pevoBUHU
Phenobarbital Big BXe 3aTBEpAXeHOro
Brpo6Huka HARMAN FINOCHEM
LIMITED
92. | NASOPNH® cnpeii HasaslbHUiA, TOB YkpaiHa IcTiTyTO Aie Anxeni ITanis/ BHECEHHS 3MiH 40 peecTpaLinHnx 6e3 nionsizae UA/3590/01/01
1,18 mr/mn, no 10 "Onenna C.p.n., Itanis PpaHuis marepianis: 3MiHu | TUNY - 3MiHKN 3 peyenma
M/1Y CKISSHOMY Xenckea sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
6a/10HUMIKY 3 Ykpaina" tOHiTep Niksig, 3MiHn y BUPO6HMLTBI. 3amiHa abo
[,03Y04MM MaHydekuypiHr, BBEAEHHS A04aTKOBOI AiNbHNLL
npucTpoem; no 1 dpaHuisa BUPOGHMLITBA A/151 HACTWHM ab0 BCbOro
6aIoHuYMKy B BMPOBHUYOro NpoLecy roToBoro

KapTOHHI Kopo6Lli

nikapcbKoro 3acoby (AinbHuUs ons
NepBMHHOTO NakyBaHHs). BBegeHHs
anbTepHaTUBHOIO BUPO6HMKa FOHITEep
Niksig MaHyhekuypiHr, ®paHuis, Lo
BiiNOBIAAE 3a BTOPUHHE NaKyBaHHSA
'N3. BBeAEHHSA 3MiH MPOTAroM 6-Tn
MicaLiB nicns 3aTBepakKeHHs. 3MiHu |
TMNy - 3MiHK 3 IKOCTI. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOBHULITBA
0151 YaCTUHM abo BCbOro BUPOBHMYOTO
npoLecy roToBOro ikapCbkoro 3acoby
(4inbHULA 0N BTOPUHHOTO
nakyBaHHs). BeegeHHs
anbTepHaTUBHOrO BUPO6HYMKa HOHITep
Niksig MaHyekuypiHr, ®paHuis, Lo
BiANOBIAAE 3a NepBMHHE NaKyBaHHSA
'N3. BBefeHHA 3MiH NPOTAroM 6-Tu
MicsLiB nicns 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3amiHa abo BBeLEHHS
[04aTKOBOI AiNbHULL BUPOGHMLTBA
AN 4acTUHN abo BCbOro BUPOGHNYOro
npoLiecy roToBOro Mikapcbkoro 3acoby
(ainbHUUSA, Ha AKili NPOBOAATLCS By Ab-
AKi BUPOGHWYI CcTagii, 3a BUHATKOM
BUWMYCKY Cepiii, KOHTPOJO AKOCTI,
NepBNHHOTO Ta BTOPUHHOTO
nakyBaHHS, /19 HECTePUSIbHUX
nikapcbknx 3acobis). BBeaeHHs
anbTepHaTUBHOIO BMPO6HMKa FOHITEep
Nikeig MaHydyekuypiHr, ®paHuis, Lo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BiAnoBifae 3a nNpoBefeHHs Byab-AKUX
BMPOOHUUNX CTagil, 38 BUHATKOM
BUWMYCKY Cepiii, KOHTPOJIO SKOCTI,

NepPBUHHOTO Ta BTOPUHHOIO
nakyBaHHHs [/13. BBegeHHs 3MiH
npoTArom 6-Tu MicauiB nicns

3aTBEPXKEHHSA. 3MiHM | TUnY - 3MiHK 3

AKOCTI. [0TOBWUIA Nikapcbkuii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA
BWNYCKY Cepii Ta KOHTPO/IO SKOCTI
roTOBOrO /liKapCbKOro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHMKA, L0
BiAnoBiAae 3a BBe3eHHA Ta/abo
BMNYCK cepii) - Bktoyatroun
KOHTPO/1b/BUNPOBYBaHHSA cepil.
BBefeHHs1 aslbTepHaTVBHOIO
BMpOGHUKa HOHITep JlikBig
MaHydekuypiHr, ®paHuis, Wwo
BiANOBiAAE 3a BUMYCK Ta KOHTPO/Ib
cepiii 'N3. 3miHW BHeCeHO B
IHCTPYKUi0 4Nsi MeauyHoro

3acTOCYyBaHHS NMikapCcbKoro 3acoby y

po3ginu «BupobHuk» Ta
«MicLe3Haxo4KeHHA BUPOOGHMKa Ta
agpeca MicLsA NPoBaf)KEHHS NOro
LOisiNbHOCTI», SIK HAC/igoK —
3aTBEPAKEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby ons

[04aTKoBOro BUpobHVKa. BBefeHHA
3MiH NPOTAroMm 6-Tu MicALiB nicns

3aTBEPMAKEHHSA. 3MiHN | TUny - 3MiHK 3

AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
3MiHM Y BUPOBHMUTBI. 3MiHa po3mipy
cepii (BKIOYAOUM Aianas3oH po3mipy
cepil) roTOBOro NikapcbKoro 3acoby

(36inbLueHHs Ao 10 pasiB NopiBHAHO i3

3aTBEPAKEHUM PO3MipoM). BBeaeHHSA

[04aTKOBOro po3mipy cepii 13 - 2750
N 06yMOBNEHO BBEAEHHAM
anbTepHaTMBHOIO BUpPOo6HMKa MN3
tOHiTep NikBig MaHydhekyypiHr,
®paHuisa. (3aTBEpAKEHNI pO3MIp —
550 n). BBegeHHsA 3MiH NpoTAarom 6-tm
MicsiLiB nmicnsi 3aTBepAKeHHs. 3MiHu |
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BVMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3ac006y, BK/IHOHYAKUN NPOMDKHUIA
MPOAYKT, L0 3aCTOCOBYETHLCA NPU
BUPOBHMLTBI FOTOBOIO NMiKapCbKOro
3aco6y (He3HauyHa 3MiHa y npoueci
BUMPOGHMLTBA). BHECEHHA HE3HAYHUX
3MiH 0 BUPO6HMYoro npouecy M3,
30Kkpema: gofasaHHs inbTpavii Mk
HakonuuyBasIbHNM pe3epByapom i
3aBaHTaXyBas/IbHO BOPOHKOHO.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepgKeHHs. 3MiHn | Tuny -
3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHM
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayisx, nig
yac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BUNPoOyBaHHA B NPOLLECI
BMPOGHMLTBA). BHECEHHS 3MiH A0
BMpPOGHUMYOro npouecy N3, 30kpema:
BUTYYEHHS NpoLesypy nepesipku
uinicHocTi dhinbTpa nepes etanom
hinbTpavieto. (Mepe.ipka LinicHOCTI
inbTpa 6yae NnpoBoAUTUCH Nic/A
etany dinbTpavii). BBefeHHs 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUnY - 3MiHK 3
AKOCTI. [0TOBWMIA Nikapcbkuii 3acib.
3MiHU Y BUPOGHMLTBI. 3MiHK
BUNPO6YBaHb ab0 A0ONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisx, nig
yac BMPOOHMLTBA FOTOBOrO
niKapcbKoro 3acoby (BUyYeHHS
HecCyTTEBOro BUNpobyBaHHSA B NMPOLECI
BMPOGHMLTBA)

BHeceHHs 3MiH [0 BUNpobyBaHb nig,
Yyac BnpobHu4yoro npouecy M3,
30Kpema: BU/Ty4YEHHS BUNPOOYBaHHSA
3a nokasHukom "3anax”.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicsa 3aTBepMKeHHs. 3MiHu | Tuny -
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHVM Yy BUPOOGHULTBI. 3MiHM
BMNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikayisx, nig
yac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN).
BHeCceHHs He3HauHuX 3MiH 0
npoBefeHHsi BUNPOOYBaHHS 3a
nokasHukom "O6'eM BMICTY" nig yac
BMpo6HUYoro npouecy M3 Ta
3a3HaYeHHs1 AONYCTUMUX MEX.
(Nominal volume = 10 ml; Tolerance
limits: 10.0 ml to 10.4 ml). BBeAeHHs
3MiH NPOTArom 6-Tu micauis nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHKW 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3viHa napaveTpis
cneuudikayin Ta/abo gonycTummx
MEX FOTOBOr0 NiKapCbKoro 3acoby
(BMNyYEHHS HE3HAYHOrO NoKasHMKa
(Hanpuknag 3acTapisioro NokasHuKa,
TaKoro sk 3anax Ta cmak, abo
ineHTVdbikaLis 6apBHUKIB UM CMaKoBUX
006aBoK)). BHECEHHS 3MiH A0
Cneuudikauii/MeTogis BUNPobyBaHHSA
N3, 30kpema: BUy4YeHHsA
BUNPOOYBaHHA 3a NOKA3HUKOM
"3anax". BBegeHHs 3MiH NpoTArom 6-
TN MiCALIB NiCNs 3aTBEPMAKEHHS.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToaax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3Ha4Ha 3MiHa y
3aTBEPMKEHNX METOAAX
BUNPOBYBaHHS) -

BHeceHHs 3miH o MeTogiB
BMNpo6yBaHHSA /13 3a NoKa3HUKOM
"O6'eM BMICTY", 30KkpemMa: 3miHa
KiNIbKOCTi 6a10HYMKIB NOTPIGHNX ANs
npoBefeHHs BUNPo6yBaHHA
BignoBigHO €® 2.9.40. (3aTBEPLKEHO:
50 6as10HuKKiB; 3anponoHoBaHo: 10
6aIOHYMKIB).




Ha3ssa

87

n/n

JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

93.

BBefeHHs 3MiH NpoTAroM 6-Tu Micsauis
nicns 3arBepgkKeHHs. 3MiHn | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUiA

3aci6. KoHTposib roToBOro NikapcbKoro
3aco6y (iHWi 3miHK). OHOBNEHHSA BXe
3aTBEPMAKEHNX METOZIB KOHTPO/O
AKOCTI NikapcbKoro 3acoby, a came:

BMKaAEHHS TEKCTY AEPXaBHO
MOBOIO 3[if{HO Cy4aCHVX BUMOT;
BHECEHHS peAaKLiiHNX NpaBoK. 3MiHW
| Tuny - 3miHn 3 akocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTpob roToBOro
nNiKapcbKoro 3acoby (iHLi 3MiHK).
BHeceHHs pefakuiliHix 3mMiH o
MeToAvky BUNpobysaHHsA /13 3a
nokasHukoM "KinibkicHe BU3HaAYEHHS".
3MiHN 06yMOB/EHI NPUBEAEHHAM Y
BiANOBIAHICTb A0 MaTepianis
peecTpaLiiHoro AocheE.

NEBAHA® IC

Tabnetkv no 0,5 wr,
no 10 TabneTtok y
6nictepi; no 2
6nicTepu B nayw,j 3
KapTOoHY

ToBapucTeo
3
[0aTKOBOK
BignoBigab
HICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBo 3
[0aTKOBOO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHnx
marepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. APl. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
OOMYCTUMMX MeX, BUSHAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXigHWIA/NPOMIKHWIA
npoayKT/pearexT, wWwo
BMKOPVCTOBYIOTLCS Y NpOLECi
BMPOGHULTBA AD| (BUNYYEHHS
He3Ha4yHOro MoKasHuKa SKOCTi
(Hanpviknag, BUyYeHHs 3acTapinoro
MOKa3HWKa)) - BUNYYEHHS MOKa3HMKa
«BTpaTa B Maci npu BUCYLLYBaHHI» 3i
cneumagikaLii NPOMiXXHOTO NPOAYKTY
Ad| «JleBaHa, 06p0O6IEHMIT BOAOD
OYULLEHO». 3MiHU | TUNY - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHU B
npoueci BupobHuyTea A®I (iHwwi
3MiHW) - 3MiHW Y TeXHONOTIT
BMpOGHMLUTBA ADI IEBAHA®, sikuii
BMKOPMCTOBYETLCS B NPOLIECi
BMpoG6HULTBa /13: 3amiHa cTagiii
nepekpuctanisauii 3 xiopodopmy 3
noJasibLLIOK 06PO6KOI CMPTOM
eTUI0BMM, Ha cTagilo

3a
peyerimom

UA/11175/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

nepekpuctanisauii 3i cnmpty
€TWUNOBOro; BUYYEHHS MPOMIXXHOIO
npoaykTy «JleBaHa
nepekpucTanizoBaHuii 3
xnopodopmy» Ta crneuumdikaLii Ha
HbOro. 3MiHu | TUMy - 3MiHM 3 SKOCTI.
ADI. KoHTposib A®I (iHLLi 3MiHK) -
3MiHa y HopmyBaHHi TecTy 3KOP (a
came BMICTy 3a/ILLKOBOrO
PO3UMHHMKaA eTaHo/) 3 BiANOBIAHO
3MIHOI Y METOANLj NPOBELEHHS TeCTy
y CIN ta MKS1 npoMixXHOro npoaykty
BUPO6HMLTBA AD| «JleBaHa,
06po6eHNA CNPTOM ETUTOBUMY i3
YTOYHEHHSM Or0 Ha3BW - «JleBaHa
nepekpucTanizoBaHmin»

94.

NEBAHA® IC

Tabnetkn no 1 mr,
no 10 TabneTtok y
6nictepi; no 1
6nicTtepy B naui 3
KapTOoHY

ToBapucTeo
3
[0aTKOBOK
BiAgnoBigab
HICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBo 3
[0aTKOBOO
BiANOBIA&/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHnx
marepianis: 3MiHu | TUNY - 3MiHKN 3
AKocTi. APl. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMMX MeX, BUSHAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, Wwo
BUKOPVCTOBYIOTHLCS Y NpOLECi
BMPOGHULTBA AD| (BUNYYEHHS
He3Ha4yHOro MoKasHuKa SKOCTi
(Hanpuiknag, BUyYeHHs 3acTapinoro
MOKa3HWKa)) - BUNYYEHHS MOKa3HMKa
«BTpaTa B Maci npu BUCYLLYBaHHI» 3i
cneumaikaLii NPOMiXXHOTO NPOAYKTY
Ad| «JleBaHa, 06p0O6IEHMIT BOAOD
OYULLEHO». 3MiHN | TUNY - 3MiHK 3
AKocTi. A®l. BUpo6HMLTBO. 3MiHU B
npoueci BupobHuyTea A®I (iHwwi
3MiHW) - 3MiHW Y TeXHONOTIT
BMpOGHMLUTBA ADI IEBAHA®, sikuii
BMKOPMCTOBYETLCS B NPOLIEC
BMpoG6HULTBa /13: 3amiHa cTagiii
nepekpuctanisauii 3 xiopodopmy 3
noJasibLLIOK 06PO6KOI CMPTOM
eTUI0BMM, Ha CTagilo
nepekpuctanisaduii 3i cnmpty
€TWUNOBOro; BUYYEHHS MPOMIXHOIO
npoaykTy «/leBaHa

3a
peyerimom

UA/11175/01/02
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

nepekpucTanizoBaHuii 3
xnopodgopmy» Ta crneumdikaii Ha
HbOro. 3MiHu | TUMy - 3MiHM 3 SKOCTI.
ADI. KoHTposib A®I (iHLWi 3MiHK) -
3MiHa y HopmyBaHHi TecTy 3KOP (a
came BMICTy 3a/IULLKOBOrO
PO34MHHMKaA eTaHo/) 3 BiANOBILHO
3MIHOI Y METOANLj NPOBELEHHS TeCTy
y CIN ta MKS1 npoMixXHOro npoaykty
BUPO6HMLTBA AD| «JleBaHa,
06po6eHNA CNPTOM ETUTOBUM> i3
YTOYHEHHSM Or0 Ha3BW - «JleBaHa
nepekpucTanizoBaHmin»

95.

NEBAHA® IC

TabneTkn No 2 mr,
no 10 TabneTtok y
6nictepi; no 1
6nicTtepy B naui 3
KapTOHY

ToBapucTeo
3
[0aTKOBOK
Bignosigab
HICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBo 3
[0aTKOBOO
BiANOBIA&/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | TUNY - 3MiHKN 3
AkocTi. APl. KoHTponb Adl. 3miHa y
napameTpax cneuudikauii Ta/abo
OOMYCTUMMX MeX, BUSHAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXigHWA/NPOMIKHWIA
npoAayKT/pearexT, Lo
BMKOPVCTOBYIOTHCS Y NpoLeci
BMPOGHULTBA AD| (BUNYYEHHS
He3Ha4yHOro MoKasHuKa SKOCTi
(Hanpviknag, BUyYeHHs 3acTapinoro
MOKa3HWKa)) - BUNYYEHHS MOKa3HMKa
«BTpaTa B Maci npu BUCYLLYBaHHI» 3i
cneumaikaLii NPOMiXXHOTO NPOAYKTY
Ad| «JleBaHa, 06p0O6IEHMIT BOAOD
OYULLEHO». 3MiHK | TUNY - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHU B
npoueci Bupo6bHuyTea A®I (iHwwi
3MiHW) - 3MiHW Y TeXHONOTIT
BMpOGHMLUTBA AD| IEBAHA®, skuii
BMKOPMCTOBYETLCS B NpOLIECi
BMpoG6HULTBa /13: 3amiHa cTagiii
nepekpuctanisauii 3 xiopodopmy 3
noJasibLLIOK 06PO6KOI CMPTOM
eTU0BUM, Ha CTagilo
nepekpuctanisadwii 3i cnmpty
€TWUNOBOro; BUYYEHHS MPOMIXHOIO
NpoayKTy «JleBaHa
nepekpucTanizoBaHuii 3
xnopodgopmMy» Ta crneumdikaLii Ha
HbOro. 3MiHu | TNy - 3MiHN 3 SKOCTI.

3a
peyerimom

UA/11175/01/03
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

ADI. KoHTposib A®I (iHLWi 3MiHK) -
3MiHa y HopmyBaHHi TecTy 3KOP (a
came BMICTy 3a/ILLKOBOrO
PO3YMHHKKaA eTaHo/) 3 BiANOBIAHO
3MIHOI Y METOANLj NPOBELEHHS TeCTy
y CIN ta MKS1 npoMixXHOro npoaykty
BUpO6HMLTBA AD| «JleBaHa,
06po6eHNA CNPTOM ETUTOBUMY i3
YTOYHEHHSM Or0 Ha3BW - «JleBaHa
nepexKpucTanizoBaHmin»

96.

NEBOKCUME
i)

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 500
Mr, N0 7 TabneToK y
6nicTepi; no 1
6nictepy B
KapTOHHI KOpo6Lyi

TOB
"YOPN[,
MENLIH"

Ykpaina

YOPNA, MEAVLH
INAY CAH. BE
TIDK. A.LLL

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | TUNY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS [04aTKOBOI AiNbHNLL
BUPOGHMLITBA A/151 HACTWHM ab0 BCbOro
BMPOGHMYOro MpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHUUS, Ha AKil
nNpoBOAATLCA By/Ab-SKi BUPOOHUUI
cTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NePBMHHOTO Ta
BTOPVHHOTO NakyBaHHSA, A5
HeCTepWIbHUX Mikapcbknx 3acobiB)
CynyTHSA 3MiHa - 3MiHW 3 AKOCTI.
[OTOBWIA NNikapcbkunii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[00aTKOBOI AifIbHUL BUPOGHMLITBA
[ANS YacTUHM abo BCbOro BUPOGHNYOro
npoLecy rotToBoro Nikapcbkoro 3acoby
(4inbHUUA 0N BTOPUHHOTO
nakyBaHHs) - 3MiHM 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOBHULITBA
0151 YaCTUHM abo BCbOro BUPOBHMYOTO
npoLiecy roToBOro MikapCcbkoro 3acoby
(AiNbHULA 4N NEPBUHHOIO
nakyBaHHs) 3aMiHa BUPOGHMKa
roTOBOrO NiKapcbKoro 3acoby,
BiANOBIAA/ILHOIO 3a BUPOGHULITBO,
nepBUHHE Ta BTOPUHHE NaKyBaHHS
nikapcbkoro 3acoby: YOPN[
MEAVLIVH IAY CAH. BE TIOXK.
A.LL. (agpeca: 15 Temmy3 MaxanneLui
[xami iony Mxaaaeci Ne50 MoHewwi

3a
peyerimom

He nionsizae

UA/12659/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Barpxunap/Ctambyn, TypeyunHa) Ha
YOPN4 MEAVNUMH INAY CAH. BE
TIOK. A.LL. (apgpeca: OMN34, kBapTan
I.0.Mawa, 6-ta Bynuusa, Ne30,
Yepkeskoi/Tekipgar, TypeuunHa).
3MiHM BHECEHO B IHCTPYKLil0 ANns
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3acoby y po3ginv "BupobHuk",
"MicLe3HaxomKeHHs BUPOGHMKa Ta
afipeca Micus NpoBagXeHHs oro
AiSNbHOCTI" 3 BiANOBIAHUMM 3MiHAMW B
TEKCTi MapKyBaHHS yrnakoBOK.
BBefeHHs 3MiH NpoTAroM 6-Tu micsAuis
nicns 3arBepgkKeHHs. 3MiHn | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYTbCSA
BWNYCKY Cepii Ta KOHTPO/IHO SKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa
abo gofaBaHHS BUPOOHUKA, LLO
BiANoOBiAaE 3a BBe3eHHs Ta/abo
BUMYyCK cepii) - Bktovatoun
KOHTPONb/BMNPOGYBaHHSA cepii -
3aMiHa BPOGHMKa roTOBOro
niKkapcbKoro 3acoby, BiANOBiAa/IbHOTO
3a KOHTPO/Ib Ta BUNYCK cepii
YOPNA4 MEAVNUNH INAY CAH. BE
TIOXK. A.LL. (agpeca: 15 Temmy3
Maxannewi Jxawmi iiony Dxaapeci
Ne50 lMoHewni barmpxunap/Ctambyn,
TypeyunHa) Ha YOPA MEANLINH
INAY CAH. BE TIAX. A.LL. (agpeca:
Ona3Yy, keaptan I'.O.Mawwa, 6-Ta
Bynumus, Ne30, Uepkeskoii/Tekipgar,
TypeuunHa). 3MiHW BHECEHO B
IHCTPYKLjt0 4519 MeANYHOro
3aCTOCYBaHHS /likapcbKoro 3acoby y
po3ginv "BupobHuK",
"MicLe3HaxomKeHHs BUPOGHMKa Ta
afipeca Micus NpoBagXeHHs oro
AiSNbHOCTI" 3 BiANOBIAHUMM 3MiHAMW B
TEKCTi MapKyBaHHS yrnakoBOK.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis
nicns 3aTBepAkeHHs

97. | NIAOKAIH- cnpeii 10 % ana TOBAPUCT YKpaiHa BCi cTagji YKpaiHa

BHECEHHS 3MiH 0 peeCTpaLiiHNX 3a UA/7525/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
340POB'A MicLeBoro BO 3 BMPOBHULTBA, MaTtepianis: 3miHu | TUNY - 3MiHK peuenmom
3acTocyBaHHA no 38 OBMEXXEH KOHTPO/Ib SIKOCTI, o0 6e3nekn/edekTMBHOCTI Ta
r'y donakoHi; no 1 (e]}0) BWMNYCK Cepil: hapmakoHarnsgy (iHwi 3MiHn).
hnakoHy BIAMOBIOA ToBapucTBo 3 OHOBNEHO TEKCT MapKyBaHHsA
3abe3neyeHomy NBbHICTIO 06MexeHo NepPBUHHOT Ta BTOPUHHOI YNakoBKu
KflanaHoM-HacoCoM, «KOPIMOPA BiANOBIAA/LHICTIO nikapcbKoro 3acoby, a caMme BUTy4YeHO
HacaKoto- LA "GapMaueBTUYHa iHchopMmaLito, 3a3HaUYeHy POCIiCbKO
posnunosayem «300POB’A KoMnaHis MOBOI, BHECEHO 3MiHW Y AesKi MyHKTW
ropsoBol0 abo » "3popos'a”, nepBuHHOI (N. 1, 5, 6) Ta BTOPUHHOT (M.
HacafKoro- YKpaiHa,; 3, 5,11, 15, 17) ynakoBku, a Takox
posnuaoBayem y BCi cTagii 3p06/1EHO HE3HAYHI pefaKLiliHi
KOpOO6Li 3 KapTOHY BMPOGHMLTBA, OKpIM npaeku. BBegeHHs 3MiH NpoTArom 6-1m
KOHTPO/IO SIKOCTi Ta MicALiB nicna 3aTBepaKeHHs
BUMYCKY Cepii:
ToBapucTBo 3
06MexeHot
BiANOBIA&BLHICTIO
"®apmaveBTnyHa
KoMnaHis
"3p0pos'a”,
YKpaiHa
98. | NIHATIH TabneTku, BKPUTI HOBEN TypeyunH HOBE/ INAY TypeuunHa BHECEHHS 3MiH [0 peecTpavjiitHmx 3a UA/20489/01/01
MNiBKOBOO INIAY CAHAI a CAHAI BE marepianis: 3miHu | Tuny - 3miHn 3 peyenmom
060n0HkKot 5 Mr, no BE TIOKAPET A.LL. AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
30 Tabnetok y TIOKAPET 3MiHV Y BUPOBHULTBI. 3MiHa po3mipy
6nicTepi, no 1 A.LL. cepii (BK/IKOYaOUM dianasoH po3mipy
6nictepy y cepil) roToBOro NikapcbKoro 3acoby
KapTOHHI ynakoBLi (36inbLueHHs Ao 10 pasiB NopiBHAHO i3
3aTBEPKEHUM PO3MipoM) - BBeAeHHs
[ofaTtkoBoro posmipy cepii (1 000 000
TabneTokK) roToBOro NiKapcbKoro
3ac06y y 3B'3Ky 3 BUPOGHMYOI0
HeobxigHicTio. 3aTBepmxeHo 100 000
TabneTok
3anponoHoBaHo 100 000 TabneTtok 1
000 000 TabneTok
99. | NMNIHIMEHT NiHiMeHT; no 40 ry MPAT YkpaiHa BiANOBifaIbHWIA 32 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx 6e3 UA/0228/01/01
BA/Ib3AMIY Ty6ax; no40ry "OITODAPM BMPOGHULTBO, MaTepianis: 3miHu | TNy - peyenma
HWUM (3A O.B. | Ty6i, no 1 Ty6i B " nepBYHHE/BTOPUHHE AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BULWIHEBCBK | nauui nakyBaHHs, BUPOBHMYOT AiNbHULL (BK/IHOYAOUN
M) KOHTPO/b SKOCTi Ta AinbHUUi gns A®l, npoMiXHOro

Bunyck cepii: MPAT
"OITOPAPM",
YKpaiHa,;
BiANoBiganbHWIA 3a

npoaykTy abo roToBOro /ikapCbKoro
3acoby, finbHuULi 418 NpoBeAeHHS
nakyBaHHs, BUPOOHNKa,
BifNoBiAa/IbHOIO 3a BUMYCK Cepiid,
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOBHULTBO, MiCLLe NpOBeAEHHS KOHTPOSIIO cepii)
nepBUHHE/BTOPUHHE ab0o noctavasibHMKa BUXiAHOMO
nakyBaHHS Ta mMarepiany, peareHTy abo fOnoMiXHOT
KOHTpOnb sKoCTi: AT PEeYOBMHM (SKLLO 3a3HAYEHO Y AOCHE).
"Ny6Hnchapm", BunyueHHsi Bupo6Hukis APl portb
YkpaiHa; 6epesoBuid, a came T30B "feryp",
BiANoBiganbHUii 3a Pocis Ta T30B "Tap", Pocisi.
BWMYCK Cepii, He 3annwaeTbCca aflbTePHATUBHWI
BK/IHOHA0UM BMPO6HUK AD| [IbOrTb 6epe30Buii:
KOHTPONb/BUNPOGYB KocToninbcbkuii nicxos, YkpaiHa.
aHHs cepii: NMPAT
"OITOPAPM",
YKpaiHa
100. | NOrY®EH® TabneTku, BKpUTI TOB Ykpaina BMPOGHMLITBO, IHpis/ BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/17411/01/02
NNiBKOBOKO "Tneptapm nepBuHHe YkpaiHa marepianis: 3MiHu | TUNY - 3MiHKN 3 peyenmom
060/10HKO10, Mo 500 nTar nakyBaHHs, sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
mr, no 10 TabneTok BTOPUHHE 3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
y 6nictepi, no 3 abo nakyBaHHs, cepii (BKIOYaKOUM dianasoH po3mipy

6 6nicTepiB y
KapTOHHI ynakoBLi

KOHTPO/b SKOCTI,
BMMYCK cepii abo
BVPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MNBT NTA, IHais;
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI,
BUNYyCK cepii 3
npoaykuii in bulk:
TOB «MEAPAPM
NTA», YkpaiHa

cepil) roToBOro nikapcbKoro 3acoby
(36inblueHHs Ao 10 pasiB NOPIBHAHO i3
3aTBepXXeHVM PO3MipOM) -
[JlofaBaHHs 4O 3aTBEPAXEHOr0
pO3Mipy cepii FOTOBOro NiKapcbkoro
3acoby (100 000 TabneTok) Ha
BMPOGHWUIli AiNbHULI, 404ATKOBOMO
po3mipy cepii — 150 000 TabneTok
ans po3yeBaHHsA 500 mr, y 3B'A3KY 3
ONTUMI3aLiED BUKOPUCTaHHSA
o6nagHaHHA Npu BUPOOHULTBI
roTOBOrO Jlikapcbkoro 3acoby (6e3
3MiHM TeXHONOrii BUpobHMLUTBA Ta
NPOMMWCNOBOro 06nagHaHHs) Ans
BMpo6HMKa KYCYM XENTXKEP MBT
NTA BUpo6HMYOI AinbHuyi CM-289 (A),
PIIKO Ingactpian apea, YonaHki,
Bxisagi, Aict. AnBap (PagxactaH),
IHais
3arBepoKeHo
[na Bupo6HMYOro caiity 3a afgpecoto:
Cn-289 (A), PIIKO IHgacTpian apea,
YonaHki, Bxisagi, [icTt. AnBap
(PapxactaH), IHais/ SP-289 (A),
RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan),
India.
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

Ana posn no 500 mr:
Po3wmip cepii: 100 000 TabneTok
3anponoHoBaHo
[ina BUpo6HMYOro caiiTy 3a agpecoto:
Cn-289 (A), PIIKO IHgacTpian apea,
YonaHki, BxiBagi, Aict. AnBap
(PapxactaH), IHais/ SP-289 (A),
RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan),
India.
Ana posu 500 wmr:
Po3wmip cepii: 100 000 TabneTok
Po3wmip cepii: 150 000 TabneTok

101.

NOrY®EH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 500
Mmr in bulk: no 10
TabneTok y 6nictepi;
no 180 6nictepiB y
KapTOHHI Kopo6Lyi

TOB
"Tneptapm
nTar

Ykpaina

KYCYM XENTXKEP
NBT ATA

IHais

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | TUNY - 3MiHKN 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIOYaKOUM dianasoH po3mipy
cepil) roToBOro nikapcbKoro 3acoby
(36inblueHHs Ao 10 pasiB NOPIBHAHO i3
3aTBepXXeHVM PO3MipOM) -
[JlofaBaHHs 4O 3aTBEPAXEHOr0
pO3Mipy cepii FOTOBOro NiKapcbkoro
3acoby (100 000 TabneTok) Ha
BMPOGHWUIli AiNbHULI, 404ATKOBOMO
po3mipy cepii — 150 000 TabneTok
ans po3yeBaHHsA 500 mr, y 3B'A3KY 3
ONTUMI3aLiED BUKOPUCTaHHSA
o6nagHaHHA Npu BUPOOHULTBI
roTOBOrO Jlikapcbkoro 3acoby (6e3
3MiHM TeXHONOrii BUpobHMLUTBA Ta
NPOMMWCNOBOro 06nagHaHHs) Ans
BMpo6HMKa KYCYM XENTXKEP MBT
NTA BUpo6HMYOI AinbHuyi CM-289 (A),
PIIKO Ingactpian apea, YonaHki,
Bxisagi, Aict. AnBap (PagxactaH),
IHais
3arBepoKeHo
[na Bupo6HMYOro caiity 3a afgpecoto:
Cn-289 (A), PIIKO IHgacTpian apea,
YonaHki, Bxisagi, [icTt. AnBap
(PapxactaH), IHais/ SP-289 (A),
RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan),
India.

UA/17412/01/02
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

Ana posn no 500 mr:
Po3wmip cepii: 100 000 TabneTok
3anponoHoBaHo
[ina BUpo6HMYOro caiiTy 3a agpecoto:
Cn-289 (A), PIIKO IHgacTpian apea,
YonaHki, BxiBagi, Aict. AnBap
(PapxactaH), IHais/ SP-289 (A),
RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan),
India.
Ana posu 500 wmr:
Po3wmip cepii: 100 000 TabneTok
Po3wmip cepii: 150 000 TabneTok

102.

MATPOMAKC

PO34YUH OpasTbHUIA,
no 25 mn 'y donakoHi
3 Npo6KOI0-
KpanesbHuueto, no 1
(hnakoHy B nauui 3
KapTOHY

TOB
"YKpaiHcbKa
hapmaueBT

nyHa

KomnaHis"

Ykpaina

MpAT "Bionik"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | TUNY - 3MiHKN 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneyudikayin Ta/abo gonycTummx
MEX FOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3miHW) - 3aMiHa Ha3BMW NoKa3HMKa
"l'ycTnHa" Ha "BigHocHa ryctuHa" ans
npuBeLEHHS Yy BIANOBIAHICTb A0
KpUTepIiB NPUIAHATHOCTI Ta MeToAy
KOHTPO/IHO 3rigHo 3 APY.

6e3
peyenma

UA/20277/01/01

103.

ME/AOK/AB

NopOLLOK A5
PO3UUHY ANS iH'EKL
abo iHdysild, 1 1/0,2
r; 10 dhnakoHis 3
MOPOLLKOM Y
KapTOHHi KopobLyi

Megokemi
nTA

Kinp

Megokemi NimiTepq,

Kinp

BHECEHHS 3MiH 40 peecTpaLiiHNX
marepianis: 3MiHu | TUNY - 3MiHK 3
sKocTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema
KOHTeliHep/3akKyrnopoBasbHuii 3aci6.
3MiHa 6yfAb-AKOoi YacTuHW Matepiany
NepBUHHOT YNaKOBKMK, LLIO HE KOHTaKTYe
3 FOTOBVM JiKapCbKM 3aC060M
(Hanpuknag, Konip KpULeyok 3
KOHTPO/IEM NEPLLOro BiAKPUTTSA, KOMIP
KOAOBUX KiNelb Ha amnynax,
KOHTelHepa Ans ronok (pisHi Buam
nnactmacu) (3MiHa, sika BN/IMBaE Ha
KOPOTKY XapaKTepuCTMKy NikapCbKoro
3acoby) foAaBaHHsS aIloMiHIEBMX
KPWLLIEYOK 3 KOHTPO/IEM MEPLLOro
BIAKPUTTSA, SIKi HE KOHTaKTYIOTh i3
rOTOBWM NiKapCbKUM 3ac060M Ta
XOLHVNM YAHOM He BMIMBaOTb Ha
[0CTaBKy, 3aCTOCyBaHHs, 6e3neky 4n

3a
peyenmom

UA/A428/02/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

CTabifIbHICTb FOTOBOrO NiKapCbKoro
3aco6y. 3miHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHUiA 3aci6.
3miHa napameTpis cneuudikawlii
Ta/abo [oMyCTUMUX MeX NePBUHHOI
yNakoBKW rOTOBOrO NiKapCbKOro
3aco6y (AONOBHEHHS cneuudikauii
HOBWM MOKa3HMKOM 3 BifNOBigHNM
MEeTOA0M BUNPOGYBaHHS) foAaBaHHSA
TECTiB Ha MIKpO6IOoriyHy YACTOTY Ta
6akTepiasibHi eHAOTOKCUHN Y
cneundikaLito rymoBux npobok
BiANOBIAHO A0 noTouHoi Ph. Eur.3.2.9.
3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasbHWii 3aci6.
3miHa napamMeTpiB cneuudikawliii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NiKapCbKOro
3aco6y (BUyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag 3acrapinoro
NoKa3HWUKa)) BUNYYEHHS TECTY Ha
camoyLLiNIbHeHHS Ta 3acTapisioro
TECTY Ha BaXKi meTanu, Wwo
ekcTparytoTbes, 3i cneyudikawii
rymoBuMX NMpPo6oK BignosigHo fo Ph.
Eur.3.2.9. 3miHu | TUny - 3MiHu 3
AKOCTI. [0TOBWMIA Nikapcbkuii 3acib.
KOHTpO/b roTOBOrO NiKapCbKoro
3aco06y (iHLLi 3MiHN) OHOB/IEHHSA BXE
3aTBEPLKEHNX METO/IB KOHTPO/IO
AKOCTI NikapcbKoro 3acoby, a came:
BUKNAEHHS TEKCTY AEPXKaBHOK
MOBOIO 3rifHO Cy4aCHMX BUMOT.

104.

ME/TOKCUKA
M

MOPOLLIOK
(cy6eTaHuin) y
noABiiHNX
nonieTNeHoBux
naketax gns
dhapmaLeBTUYHOrO
3aCTOCYyBaHHSA

AT
"Ny6Hndap
yt

YkpaiHa

Cgari CneHto3 IMBT.
nra.

IHAjA

BHECEHHS 3MiH 0 peecTpavliinHx
martepianis: 3miHa 3asaBHuka /13
(MIBIM) (BnacHuka peecTpavinHoro
noceigyeHHs) (3rigHo Hakasy MOS3 Big
23.07.2015 Ne 460)

UA/18224/01/01

105.

MENOKCUK
AM

Tabnetkn no
0,015, no 10
TabsieTok y

MpvBaTHe
aKuioHepH
e

YkpaiHa

MpvBaTHe
akuioHepHe
TOBapUCTBO"JIeKXi

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHmX
MaTepianiB: yTOUHEHHSA
HanucaHHsA A03yBaHHA B HaKas3i

3a
peuenmom

UA/7390/02/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JNlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 1 abo | TOBapuUCTB M-Xapkis", MO3 Ykpainu Ne 1645 Big
2 6nictepn y 0"/lekxim- YkpaiHa 30.10.2025 B npoLeci BHECEHHSA
nauui (ans Xapkis (BUPOGHNLTBO, 3MiH (3MiHK | TUNY - 3MiHK 3
BUPOGHUMKa MpAT ”igg';;:ﬁga SKOCTi. [0TOBWMIA NikapCbkuii 3aci6.
"Mlekxim-Xapkis"); naKyBaHHs! 3MiHM y BUPOBGHULTBI. 3amiHa abo
no 10 TabneTtok y KOHTPO/Ib Ta BBE/IEHHA [0/4aTKOBOT [iNIbHULY]
6nictepi; no 1 aéo BUMYCK cepii BUPOGHULTBA A1 YacTuHU abo
2 6nictepu y rotToBOro BCbOro BUPOGHMNYOro npouecy
nauyj; no 1 JikapcbKoro rOTOBOrO J1iKapCbKOro 3acoby
TabneTui y 3?_|C°A6¥)' (QinbHULA 415 NEPBUHHOTO
6nictepi, no 100 P nakyBaHHs) - CynyTHSl 3MiHa -
. . . «TexHoor, . . .

6nicTepiB y nayui YkpaiHa 3MiHK 3 aKocTi. FoTOBWIA
(ansa BupobHuKa (NepBuHHe Ta NiKapcbKWin 3aci6. 3MiHN Y
MpAT BTOPVHHE BUPOBHULTBI. 3aMiHa abo
«TexHonor») nakyBaHHsA, BBe/leHHs A04aTKOBOI AifIbHULL

KOHTPO/Ib T& BMPOGHUMLITBA A/151 YACTUHN ab0o

BUNYCK CepIl BCbOTO BUPOGHMYOTO NpoLiecy

roToBoro rOTOBOrO J1iKAPCLKOro 3ac06
nikapcbKoro ) p y
3ac06y) (4inbHMLA oNA BTOPUHHOTO

nakyBaHHs) - BBeleHHSA
[04aTKOBOT AiNbHAL
BUPOGHULTBA 419 TOTOBOro
nikapcbKoro 3acoby Mesokcukam,
Tabnetku no 0,015 r, a came
MpAT "TexHonor", Ykpaiva, L0
BiANOBiAAE 3a NepBuHHe Ta
BTOPUHHE NakyBaHHA. Takox
po3nucaHo doyHKUiT
3aTBEpKEHOro BUpOo6HUKa N3
MpuBaTHe akuioHepHe
TOBapUCTBO "Jlekxim - Xapkis",
YkpaiHa (BUpobHMLTBO, NEPBUHHE
Ta BTOPUHHE NakyBaHHS,
KOHTPO/1b Ta BUMNYCK cepil
roTOBOrO JIIKAPCbKOro 3acoby).
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3MiHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA NiKApPCbKMiA 3aci6. 3MiHK
Yy BUPOBHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCS
BUMNYCKY Cepii Ta KOHTPOJHO AKOCTI
rOTOBOTO J1iKAPCbKOTO 3acoby
(3amiHa abo fopasaHHA
BMPO6HMKA, WO BigNOBigae 3a
BBE3€EHHA Ta/abo BMNycK cepir) -
Bkntoyaroun
KOHTPO/1b/BNNPOBYBaHHSA Cepil -
BBEJEHHSA [OAATKOBOT Ai/TbHUL
BMPOGHULITBA, LLO BiAMNOBIAaE 3a
BWMYCK Cepii Ta KOHTPOSIb AKOCTI
rOTOBOrO J1iKaPCbKOTr0 3acoby
Menokcvkam, Tabnetkv no 0,015
r. 3MiHVM BHECEHO B iIHCTPYKL,iO
AN MEeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginm
"BupobHuK", "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca Micus
NPOBaPKEHHS 0r0 AisnbHOCTI" 3
BiAMNOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBOK. BBefeHHA
3MiH NPOTAroM 6-Tn MicauiB nicns
3aTBEPAKEHHSA. 3MiHM | TUny -
3MiHu 3 sKocTi. [oToBwMIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKkynoptoBasbHUIA
3aci6. 3miHa po3mMipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3MiHa KifIbKOCTi 0AMHULB
(Hanpuknag TabneTok, amnysn
TOLW0) B yNakosLi) - 3miHa no3a
Jiana3oHoM 3aTBEPAKEHNX
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

PO3MipiB YNakoBKW - BBEA,EHHS
[04aTKoBOI ynakosku no 1
Tabnetyi y 6nictepi 3 nniBkx
noniBiHINX10pUAHOT Ta honbrm
a/TIlOMIHIEBOT pyKOBaHOT
nakosaHoi, no 100 6nicTepiB y
nauyi ans N3 Menokcukam,
Ta6netkm no 0,015 r. 3MiHun
BHECEHO B IHCTPYKL,it0 AN
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3ain
"YnakoBka" y 3B'A3Ky 3 BBEEHHAM
[0[AaTKOBUX YNakKoBOK, AK
HacnifoK - 3aTBEPAKEHHSA TEKCTY
MapKyBaHHS [04aTKOBMX
yNakoBOK MiKapCbKoro 3acoby ans
BUpo6Huka MpAT "TexHonor" (ons
posysaHHsa 0,015 r). 3miHu | Tuny -
3MiHU Wwozao
6e3neku/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) -
3MiHV BHECEHO B TEKCT
MapKyBaHHSA BTOPUHHOI yNakoBKu
nikapcbKoro 3acoby, a came
BUyYeHo ay6sitotoyy iHchopmaito
pocilicbkoto MOBOI. BBeaeHHs
3MiH NPOTAromM 6-Tu MicauiB nicns
3aTBEpPAKEHHS). Pegakuis B
Hakasi - Tabnetku no 0,0,015r.
BipHa peaakuis - TaGneTku no
0,015r.

106.

MEHOBA3UH

po3unH ans
30BHILLHbOIO
3aCTOCyBaHHS,
cnmpToBuiA, no 40
My doiakoHax abo

TOB
"TepHodhap
!

YkpaiHa

BMPOGHULITBO 3a
MOBHUM LWIK/IOM
(BKKOYAOUM
nepBuHHE Ta
BTOPVIHHE

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnx
mMaTtepianis: 3miHu | Tuny - 3MiHn
oo 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) -
OHOB/IEHO TEKCT MapKyBaHHS

6e3
peyenma

UA/8480/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y chnakoHax 3 nakyBaHHs); NepBUHHOT Ta BTOPUHHOT YNaKoBKu
MeXaHi4YH1MM BiANOBIAaIbHUI 3a nikapcbkoro 3acoby. BeegeHHs 3MiH
posnunosayamu; no KOHTPO/1b Ta BUMYCK NpoOTArom 6-Tn MicAuiB nicns
40 mn 'y pnakoHi cepii: TOB 3aTBEpPKEHHA
abo y chnakoHi 3 "TepHodhapm",
MeXaHi4yH1M YkpaiHa,
posnunosayem; no BMPOGHULITBO 3a
1 chnakoHy B nayu,i NMOBHUM LMK/IOM
(BKNHOYAKOUM
nepBuHHE Ta
BTOPUHHE
nakyBaHHs);
BiANoBiganbHUii 3a
KOHTPO/b Ta BUMYCK
cepii: TOB
"Mikpochapm",
Ykpaina
107. | MECAKON TabneTku, BKpUTI CaH IHAisA CaH IHAjA BHECEHHS 3MiH 0 peecTpavliinHx 3a UA/11631/01/01
060/10HKOI10, dapmacboT PapmacbloTukan martepianis: TexHiyHa noMunka (3rigHo peuenmom
KMLLIKOBOPO3UMHHI MO nKan IHaacTpi3 N4, IHgis; Hakaly MO3 Big 23.07.2015 Ne 460).
400 wmr, no 10 IHoacTpi3 CaH ®apma BunpasneHo TEXHIYHY NOMWSIKY B
TabneTtok y cTpuni, Nimiten Na6opaTtopi3 IHCTPYKLiT ANna MeguyHoro
no 1 a6o 3, abo 5 Nimiten, IHAis 3acTocyBaHHs y po3ginax "Bupo6Huk",
CTPUNIB y KAPTOHHIi "MicLe3HaxomKeHHs BUPOGHMKa Ta
ynakosLi afipeca MicLs NpoBagXeHHs oro
AiSNbHOCTI" gonyLueHy nig vac
npoueaypv 3miH (Hakaz MO3 YkpaiHu
Ne1347 Big 28.08.2025), a came -
A04aHo Ha3By Ta agpecy
MiCLie3HaxXoMKeHHs [0AaTKOBOro
BMPOGHMKA NiKapCbKOro 3acoby, sikuii
6yB 3aTBEpPAXEHM Hakasom MO3
YKpainn Ne238 Big 11.02.2025.
108. | METAAOH- Tabnetku no 5 mr, TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviitHmx 3a UA/13189/02/01
3H no 10 TabneTtok y BO 3 06MEXeHOo mMaTtepianis: 3miHu | TMny - 3MiHn peuyenmom
6nicTepi; no 10 OBMEXEH BiANOBIA&/IbHICTIO oo 6e3nekn/edyeKTMBHOCTI Ta
6nicTepis y kopoobLi (0],0) "XapkiBCcbke thapmakoHarnagy (iHwi
3 KapToHY BIAMOBIOA hapmaueBTNUHE 3MiHM)OHOB/IEHHS TEKCTY MapKyBaHHSI
NBbHICTHO nigNpPUEMCTBO NepPBUHHOI Ta BTOPUHHOT YNakoBOK
«KOPIMOPA "340poB'a Hapoay" nikapcbKoro 3acoby, a came: -
LA BW/TyHYEHO iHChopMaLlito, 3a3HaueHy
«3[10POB’'A POCIiCbKOI0 MOBOIO; - MEpeHeceHo

»

MDKHapOAHI NO3HAYEHHS OAVNHULb
BMMIPIOBaHHS; - yTOYHEHO iH(hopMaLlito
LLI00 NIOTOTUMY 3asIBHMKA Ta TEXHIYHOT
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
iHhopmaLii; - BHECEHO He3HauHi
pefakuiiHi npaBkn NO TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBKU NiKapcbKoro 3acoby. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepyKeHHs
109. | METAAOH- Tabnetku no 10 wr, TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHmx 3a UA/13189/02/02
3H no 10 TabneTtoky BO 3 06MexeHo marepianis: 3miHu | Tuny - 3miHn peyenmom
6nicTepi; no 10 OBMEXEH BifNOBIAA/IbHICTIO oo 6e3nekn/edyeKTMBHOCTI Ta
6nicTepis y Kopobui (e]}0} "XapkiBcbke hapmakoHarnagy (iHwi
3 KapToHYy BIANOBIOA hapmaueBTuyHe 3MiH1)OHOB/IEHHS TEKCTY MapKyBaHHS
NBHICTHO nigNpPUeEMCTBO NepBUHHOI Ta BTOPUHHOT YNakoBOK
«KOPIOPA "340poB'a Hapoay" nikapcbKoro 3acoby, a came: -
LA BWy4YEHO iHdhopMaLiito, 3a3HayveHy
«300POB’A POCIiCbKOI0 MOBOIO; - MEepeHeceHo
» MiXXHapPOAHI NO3HAYEHHS OAMHULL
BMMIpPIOBaHHS; - YTOYHEHO iHchopmaito
LLIOZ0 NIOTOTUMY 3asBHMKA Ta TeXHIYHOT
iHhopmaLii; - BHECEHO He3HauHi
pefakuiiHi npaBkn NO TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBKK NiKapCbKoro 3acoby. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsiuis
nicns 3aTsepmkeHHs
110. | METAAOH- Tabnetku no 25 wr, TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiitHmx 3a UA/13189/02/03
3H no 10 TabneTtok y BO 3 06MEXeHOo mMaTtepianis: 3miHu | TMny - 3MiHn peuyenmom
6nicTepi; no 10 OBMEXEH BiANOBIA&/IbHICTIO wopao 6e3nekn/edyeKTMBHOCTI Ta
6nicTepis y kopoobLi (0],0) "XapkiBCcbke thapmakoHarnagy (iHwi
3 KapToHY BIAMOBIOA hapmaueBTNUHE 3MiHM)OHOB/IEHHS TEKCTY MapKyBaHHSI
NBbHICTHO nigNPUEMCTBO NepPBUHHOI Ta BTOPUHHOT YNakoBOK
«KOPIMOPA "340poB'a Hapoay" nikapcbKoro 3acoby, a came: -
LA BW/TyHYEHO iHChopMaLlito, 3a3HaueHy
«3[10POB’'A POCIiCbKOI0 MOBOIO; - MEpeHeceHo
» MDKHapOAHI NO3HAYEHHS OAVNHULb
BMMIPIOBaHHS; - yTOYHEHO iH(hopMaLlito
LLIOZI0 NOTOTUMY 3asBHMKA Ta TEXHIYHOT
iHcbopmaLii; - BHECEHO He3HauHi
pefakuiiHi npaBkn No TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBKM MikapcbKoro 3acoby. TepMiH
BBEJEHHS 3MiH - MPOTAroM 6 micAuiB
nicns 3aTsepmkeHHs
111. | METAAOH- Tabnetku no 40 wr, TOBAPUCT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpayjiinHmx 3a UA/13189/02/04
3H no 10 TabneTtok y BO 3 0bMexeHot marepianis: 3miHu | Tuny - 3miHK peyenmom
6nicTepi; no 5 abo OBMEXEH BiANOBIAA/IbHICTIO woao 6e3nekn/ed)eKTMBHOCTI Ta
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Ne Hassa Popma surnycky 3assHuK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 10 6nicTepis y (e]}0} "XapkiBcbke hapmakoHarnagy (iHwi
KOpOO6Li 3 KapTOHY BIANOBIOA hapmaueBTuyHe 3MiHN)OHOB/IEHHS TEKCTY MapKyBaHHS
NBHICTIO nignpyeMCcTBO NepPBUHHOI Ta BTOPUHHOT YNakoBOK
«KOPIOPA "340poB'sa Hapoay" nikapcbKoro 3acoby, a came: -
LA BW/TyYEHO iH(hopMaLito, 3a3HaueHy
«340POB’A POCiliCbKO0 MOBOIO; - NepeHeceHo
» MiXXHapPOAHI NO3HAYEHHS OAMHULLb
BMMIPIOBaHHS; - YTOYHEHO iHchopmaito
LoA40 norotTuny 3asdBHUKa Ta TEXHIYHOT
iHhopmaLii; - BHECEHO He3HauHi
pefakuiiHi npaBkn NO TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBKU NiKapcbKoro 3acoby. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis
nicnga 3atBepa>KeHHA
112. | M-M- NopoLLOK AN Mepk LLiseliuap Brpo6HuMK cuwaA/ BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/14950/01/01
PBAKCIPO | cycneHsii ans Wapn i ] BakumHu in bulk Ta | HigepnaHg mMartepianis: yTOYHEHHs peyenmom
® iH'ekuii; 1 conakoH | Joym IOEA nepsuHHe n/ HanucaHHA (PYHKLi aesaknx
BAKUMHA 3 nopotukom (1 rv6X nakyBaHHs: Mepk | HimeuunHa BUPOGHUKIB (BUNpaBreHHA
Anda nosa) Tal LWapn i Joym rpamaTu4HoOl NOMWU/IKWN) B HaKasi
MPO®INTAK | donakoH 3 NNC, CWA; Mepk MOS3 YkpaiHu Ne 1645 Big
TUKU KOPY, | pO34YMHHUKOM Wapn i Joym 30.10.2025 B npoueci BHECEHHA
ENIAEMIYH | (Boga anis NNC, CWA, 3MiH (3MiHM | TUNY - 3MiHK 3
oro iH'EKLR) y BTopuHHe AKOCTI. [0TOBUIA NlikapCbKuiA 3aci6.
NAPOTUTY | KapTOHHIW nakyBaHHs, 3MiHM Y BUPOBHULITBI. 3MiHa
TA Kopobu,; 1 BUNYCK cepil po3mipy cepii (BKOUaoum
KPACHYXW | chnakoH 3 BaKUMHU Ta Aianas3oH po3mipy cepii) roToBoro
XUBA nopotukom (1 po34MHHKKa: Mepk niKapcbKoro 3acoby (36iNbLUeHHs
nosa)Tal Wapn i Joym B.B., 00 10 pasiB NOpIBHSAHO i3
nonepegHsL0 Higepnarnaw; 3aTBEPAKEHNM PO3MIpOM).
HanoBHEHUIA Bupo6bHuuTBO, 36inbLUEHHS po3Mipy cepii gns
wnpu 3 KOHTPO/1b SIKOCTI nornepeaHb0 HaNOBHEHOr0
PO3YNHHUKOM PO3YMHHMKA Y Lwnpuua 3i CTepusibHUM
(Boga ana nonepeaHsL0 po3ymHHMKOM 3 160 n (130 000
iH'eKLi) B HarnoBHEHOMY wnpwuuis) go 500 kr + 2,5 kr (640
KOMMeKTi 3 wnpuui: Bettep 000 wnpwuis) gnsa BUPOGHMKA
[BOMa rofikamu y dapma-depTuryHr Aspen Notre Dame de Bondeville,
KapTOHHil Mv6X i Ko. KT, France. 3atBepmXeHo: po3gin
kopobu,; 10 HimeuunHa; 3.2.P.3.2 (BupobHuk Vetter
(bNaKoHiB 3 BisyanbHa Pharma-Fertigung GmbH & Co.
nopotukom Ta 10 iHCnekuis Ta KG, Germany ans ctepunibHoOro

p1aKoHiB 3

KOHTPO/1b AKOCTI

PO34MHHKKA Y NonepeHbO
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Ne Hassa Popma surnycky 3assHuK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PO34YMHHUKOM PO3UUHHKKA Y HanosHeHoMmy wwnpui (pre-filled
(Boga s nonepenHLo syringe, PFS) 160 n (130 000
iH'EKLLiN) B HarnoBHEHOMY Lnpuuis). 3anponoHoBaHo:
OKpeMux wnpuyi: BetTtep po3gain 3.2.P.3.2 (HoBwit)
KapTOHHUX Papma-PepTuryHr (Bupo6HMK Aspen Notre Dame de
KopobKax Mv6X i Ko. KT, Bondeville, France ans
HimeuunHa; CTEPUNBHOIO PO3YMHHUKA Y

BetTtep ®apma-
depTturyHr rméX i
Ko. KT,
HimeuyunHa,
BizyanbHa
iHCneKuis
PO3YMHHKKE Y
nonepeaHLo
HanoBHEHOMY
wnpuui: Bettep
dPapma-PepTUryHr
Mm6X i Ko. K,
HimeuunHa;
Bvpo6H1uTBO,
nepsuHHE
nakyBaHHs,
KOHTPO/b MpK
BUMYCKY Ta
TEePMiHY
npuaaTHoCTI
PO3YMHHMKA Y
nonepegHbLo
HanoBHeHOMY
wnpuui: Acnex
Hotp-Aam [e
BoHAeBisb,
dpaHLis;
Bupo6bHuyTtBO
(chopmynsiuis,
HanoBHEHHS,
TepMiHanbHa
cTepunizadis,
iHCMeKuis,

nonepegHbL0 HarnoBHEHOMY
wnpuui (pre-filled syringe, PFS)
500 kr £ 2.5 kr (640 000 wnpwu;is)
TepMiH BBeEHHSA 3MiH - NPOTArOM
6 micAauiB nicnsa 3aTBepPKEHHS.
3MiHuW | TUNY - 3MiHK 3 AKOCTI.
[oToBWIA Nikapcbkuii 3aci6. 3MiHM
Yy BUPOOHMLTBI. 3aMiHa abo
BBEEHHS A04AaTKOBOI Ai/IbHUL
BMPOGHULTBA A/19 YaCcTMHN abo
BCbOro BUPOBGHNYOro npoLecy
roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHM). 3a3Ha4yeHHs Ha3BK
Ta (PyHKLUiT BXe 3apeecTpoBaHnx
BMPOOGHNKIB (BigNOBIAHO 40
po3giny 3.2.P.3.1 peecTpauiiHoro
[OCbE) AN PO3UNHHMKA Y
nonepegHbL0 HarnoBHEHOMY
wnpwvui (BupobHuLTBa BeTTep
dapma-PepturyHr Frm6X i Ko. Kr,
HimeuuunHa/Vetter Pharma-
Fertigung GmbH & Co. KG,
Germany) Ta Ansi PO34nHHMKA Y
hnakoHi 4o MeTogiB KOHTPOIO
AKocTi (po3ain «Bupo6Huk(1n),
KpaiHa»), a TakoX OHOBUTU
iHbopmawito B PeecTpauiiHomy
noceigyeHHi. OCKiNbkn BUPOBHUK
Mepk Wapn i Joym B.B.,
Hignepnangn/Merck Sharp &
Dohme B.V., the Netherlands €
Bi4NoBiga/IbH/M 32 BTOPUHHE
nakyBaHHs Ta BUMYCK cepil
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nakyBaHHs in
bulk) po3unHHuKa
y thnakoHax:
Lxy6inanT
XonnictepCraep
NNC, CWA;
MaTteoH
MaHyhekuypiHr
Cepsices JIJ/IC,
CLIA

BaKLMHWN Ta PO3YMHHMKA (K Y
nonepeaHbLO HaNMOBHEHOMY
LNpuLi, Tak i y donakoHi)
iHthopmaLis 3aTBEpAKEHA B
MeTogax KOHTPOSO He
3MIHIOETHCS; MPOMNOHYETLCSA
3a3Ha4yeHHs JaHoro BUPOOHMKa Ta
oro pyHKLili No TEKCTY OAWH pas.
TepMmiH BBEEHHSA 3MiH - NPOTAroM
6 micAauis nicnsa 3aTBepKeHHs.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/epeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn).
3MiHN BHECEHO B iHCTPYKLUitO ANs
MeLMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3sgain
"YnakoBka', a came BHECEHi
YTOUYHEHHSA. OHOBNEHHSA TEKCTY
MapKyBaHHS MepBUHHOT Ta
BTOPVHHOI yNakoBoK. MNprBeAeHHA
MK N3 y BignosigHicTb A0
iHgbopmalii, 3aTBepaxeHili B €C,
a came — B p.«YnakoBKa» 3aMiCTb
«0,7 mn» 3a3HavyaeTbca «1 gosa»,
a TakoxX BiAby10Cb YTOUHEHHS
nepeknagy 3 aHrilicbKoi MOBM Ha
YKpaiHCbKY A8 TEKCTY «[1opoLLoK
Y CKNSAHOMY (P/1aKOHi 3 KPULLIKOO
(6yTunkayuyk) Ta pO3UMHHUK Y
CKMISIHOMY (p/1aKOHI 3 KPULLKOH
(xnobyTnnkayuyk) abo y
nonepegHbL0 HarnoBHEHOMY
LUNPWLi», KOPEKTHUM € TEKCT:
«[lMopoLoK y CKNAHOMY (PN1akoHi 3
npo6koto (6yTunkKayuyk) Ta
PO3YMHHUK Y CKNAHOMY (pr1akoHi 3
Npo6Ko XN06yTuIKay4vyk) abo y
nonepefHbL0 HaroBHEHOMY
Lwnpuui». TepmiH BBEAEHHS 3MiH -
NPoOTArom 6 micauis nicas
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3aTBepKeHHS. 3MiHu Il Tuny -
3MiHu 3 siKocTi. FoTOoBWMIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHULITBI. 3amiHa abo
BBEJEHHSA [OAATKOBOT Ai/IbHUL
BMPOGHULTBA A1 YacTUHM abo
BCbOro BMPOGHMYOro npouecy
roTOBOrO NiKapCcbkoro 3acoby
(iHWwi 3miHW). JopaBaHHA
anbTepHaTMBHOIO BUPOGHMKA
Aspen Notre Dame de Bondeville,
France (1 Rue De L Abbaye,
76960 Notre-Dame-De-
Bondeville, France)
Bi4NOBiAa/IbHOrO 3a BUPOGHMLTBO,
NepBWHHE NakyBaHHS,
TepMiHaUIbHY CTepunisauiio Ta
KOHTPONb/TECTYBaHHA cepil (Npu
BUMYCKY Ta TEPMiHY NpuaaTHOCTI)
ONS CTEPUNBHOIO PO3YNHHUKA Y
nonepegHb0 HaNMOBHEHOMY
LUNPUL, KU1 BUKOPUCTOBYETLCS
015 BigHOBNEHHS BakUMHU M-M-
PBAKCIPO. BktoyeHi goaatkoBsi
NOC/iAOBHI 3MiHU A0 BUPOBHUYOro
npouecy, NoB’sA3aHi 3 peecTpavieto
HOBOro BUPOGHMYOro caiiTy
Aspen. 3miHa cTocy€eTbCA
[oflaBaHHA albTEPHATUBHOIO
BMPOGOHMKA /18 CTEPUSIBHOTO
PO3UYMHHKMKA, SIK HACMIfOK -
3aTepAyKeHHs TEKCTY MapKyBaHHS
NepPBMHHOT YNaKOBKW NIKapCbKOro
3acoby An1a AaHoro BUPOBGHUKA.
TepMiH BBeEHHSA 3MiH - NPOTArOM
6 micAauiB nicnsa 3aTBepPKEHHS.
3MiHu 1l TUNY - 3MiHK 3 AKOCTI.
MeganyHi npucTpoi. 3miHa
NPUCTPOIB AN51 BUMIPHOBaHHS 4,03

a60 BBEIEHHS JliKapCbKoro
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acoby (gofaBaHHs abo 3amiHa

NPUCTPOID, SKUIA € HEBIJ'EMHOIO
4YaCTUHOK NEePBUHHOT YNaKoBKN).
BBefeHHs foAaTkoBOro
CTEPW/ILHOTO LWNpuULa 3
PO34MHHMKOM (Aspen) y
nonepeaHLO HanoBHEHOMY
wnpuui (pre-filled syringe, PFS)
ONA BiAHOBNEHHSA XMUBUX BIPYCHNX
BaKUWH (Live Virus Vaccine, LVV).
Micna gofaBaHHA HOBOTrO
nonepeaHb0 HaNMOBHEHOIO
Lwnpuua 3i CTepusibHUM
PO34YMHHMKOM A0 crneumdikauil
[01aHO NOKa3HMKN: 06’eMy, L0
BUTAraETLCA, LiNICHICTb 3aKpUTTA
KOHTeliHepy, (PyHKLiOHaNbHICTb
Lwnpuya (cuna BUTUCKaHHA Ta
eKCTpysiiiHa cuna npv KoB3aHHi).
TepMiH BBELEHHS 3MiH - NPOTArom
6 micAuiB nicnsA 3aTBEPKEHHS).
Pepakuisi B Hakasi - BUpobHuK
BaKuuHM in bulk Ta nepBuHHE
nakysaHHs: Mepk Wapn i Joym
NNC, CWA; Mepk Wapn i oym
NNC, CLWA; BTopuHHe nakyBaHHs,
BUNYCK cepii BakunHu Ta
po3ymHHKKa: Mepk LWapn i Jloym
B.B., HigepnaHau; Bupo6HuLTBO,
KOHTPO/Ib SAKOCTi PO3YUMHHUKA Y
nonepeaHL0 HarNnoBHEHOMY
wnpuui: Bettep ®apma-
depturyHr NrmbX i Ko. Kr,
HimeuunHa; BizyasibHa iHCnekuis
Ta KOHTPOJ1b AKOCTi PO3UYNHHUKA Y
nonepegHb0 HANMOBHEHOM LLUNPULL:
Bettep dapma-PepturyHr rmoX i
Ko. KI', HimeuuunHa; BeTTep
dapma-depTuryHr M'meX i Ko. K,

HimMeuunHa; BisyasibHa iHCneKujs
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

PO34YMHHKKA Yy nonepeaHbo
HanoBHEHOM LUNpuLi: BeTTep
dapma-PepturyHr F'm6X i Ko. Kr,
HimeuyunHa; Bupo6bHumyTBeo,
nepBrHHE NakyBaHHSA, KOHTPO/Ib
npv BUMYCKy Ta TEPMiHY
NPUAATHOCTI PO3YMHHMKA Y
nonepegHbL0 HarnoBHEHOMY
wnpuui: AcneHd Hotp-Aawm e
BoHpeBinb, ®PpaHLin;
Bupo6HuuTBO (thopmynsuis,
HanoBHEHHS, TEPMiHaUIbHA
cTepwnisauis, iHcnekuis,
nakyBaHHs in bulk) po3unHHuKa y
onakoHax: [pky6inaHT
XonnictepCraep NI/1C, CLUA;
MaTteoH MaHydekuypiHr Cepsices
NNC, CWA.

BipHa pegaxuis - BUpobHuK
BakUMHM in bulk Ta nepsuHHe
nakyBaHHs: Mepk Wapn i Joym
NNC, CWA; Mepk Wapn i oym
JINC, CLUA; BTOpUHHE nakyBaHHS,
BUNYCK cepii BakUnHu Ta
po3unHHuKa: Mepk LWapn i Joym
B.B., HinepnaHau; Bupo6HuLTBO,
KOHTPO/Ib AAKOCTi PO3UMHHKKA Y
nonepeiHL0 HanoOBHEHOMY
wnpuui: Bettep ®apma-
depTuryHr 'm6X i Ko. Kr,
HimeuyunHa; BisyasibHa iHCcnekuis
Ta KOHTPOJ1b AKOCTi PO3YMHHUKA Y
nonepeAHbL0 HANMOBHEHOMY
wnpuui: Bettep ®apma-
®epTuryHr rm6X i Ko. Kr,
HimeuunHa; Bettep ®apma-
®epturyHr rméX i Ko. Kr,
HimeuyunHa; BisyasibHa iHCcnekuis
PO34YnHHYKKa Y nonepeaHbo
HanoBHEHOMY LUNpuLi: BeTTep
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

dapma-depTuryHr F'moX i Ko. KT,
HimeuyunHa; BupobHuuTBO,
nepBUHHE NakyBaHHS, KOHTPO/1b
npwv BUMYCKY Ta TEPMiHY
NPUAATHOCTI PO3YMHHUKA Y
nonepeAHbL0 HANMOBHEHOMY
wnpuui: AcneH Hotp-fam [e
BoHAeBinb, ®paHuis;
Bupo6bHMuTBO (hopmynsuis,
HanoBHEHHS, TEPMiHaUTbHA
cTepunisauis, iHcnekwis,
nakyBaHHs in bulk) po3unHHKKa y
hnakoHax: Mxy6inaHt
XonnictepCraep NI/IC, CLUA;
MateoH MaHydekuypiHr Cepsices
JINC, CWA

113.

HO-WNA®
AN
IH'€KUIN

PO3YMH ANs1 iH'EKLIN,
20 mr/mn; Ne 25
(5x5):no2mnB
amnyni; no 5 amnyn,
PO3MiLLEHNX Y
nigaoHi; no 5
nigaoHIB y
KapTOHHI Kopo6Lyi

TOB
"Onenna
Xenckea
YkpaiHa"

YkpaiHa

XiHOTH 3pT.

YropLmHa

BHECEHHS 3MiH [0 peecTpavjiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro
3aco6y (iHLi 3MiHW) - OHOB/IEHHS BXE
3aTBEPAKEHNX METOZIB KOHTPO/IO
SAKOCTi NikapcbKoro 3acoby, a came:
BMK/aAEeHHS TEKCTY AePXaBHO
MOBOIO 3liJHO Cy4acHUX BUMOT. 3MiHU
| Tuny - 3MiHK 3 sAKocTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToaax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco0y (BUNyYeHHA MeToay
BUMPOBYBaHHS, AKLLO BXe
3aTBEPAKEHMNIA aflbTepPHATUBHWIA
MeTof) - BHECEHHS 3MiH A0 MeTogis
BMNpo6yBaHHSA /13, 30kpema:
BW/TyYEHHS OOHOrO i3 MeToAIB
BunNpobyBaHHA BEPX gns nokasHuka
«CynpoBigHi AOMILLK/» Ta O4HOrO i3
CMeKTPOYOTOMETPUYHNX METOLIB
BMNPOGYBaHHA A1 NOKa3HUKa
«KinbkKicHe BU3Ha4YeHHs». 3MiHun | Tuny
- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KoHTposib roTOBOro Nikapcbkoro
3aco6y. 3miHa napameTpiB

3a
peyenmom

UA/0391/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
cneuudikayin Ta/abo gonycTummx
MEX FOTOBOrO NiKapcbKoro 3acoby
(iHLWi 3MiHW) - BHECEHHSA 3MiH A0
Cneuudpikauii /13 Ha TepMiH
npuaaTHOCTI, 30Kpema: BUTyYeHHS
KOHTPO/1I0 3a NOKA3HUKOM «30BHILLHIl
BUMNSA» Ta foAaBaHHSA KOHTPOIIO 3a
NoKasHUKOM «BakTepiasibHi
€HAO0TOKCUHU»
114. | HO-LUNA® PO3YMH ANSt iH'EKLIN, TOB YkpaiHa XiHOTH 3pT. YropwumHa BHECEHHS 3MiH [0 peecTpaLjiitHmx 3a He nidnsi2ae UA/0391/02/01
ana 20 mr/mn; Ne 25 "Onenna mMaTtepianis: 3miHu | TUNy - 3MiHn peyenmom
IH'EKLIN (5x5): no2mnB Xenckea oo 6e3nekn/edyeKTMBHOCTI Ta
amnyni; no 5 amnyn, YkpaiHa" hapmakoHarnagy (iHwi 3MiHn) - 3MiHn
PO3MiLLEHNX Y BHECEHO B iHCTPYKLO0 4719 MEANYHOrO
nigaoHi; no 5 3acToCcyBaHHS NiKapcbKoro 3acoby y
nigaoHIB y po3gain «Jlikapcbka popmar» (OCHOBHI
KapTOHHI KOpoOL; Pi3nKO-XiMiYHi BNaCTUBOCTI).
BBefeHHA 3MiH NpoTAroM 6-T1 micsauis
nicns 3aTBepKeHHs
115. | OKCUTOLUWMH | po3unH s iH'ekuiin, BAT YropmHa BAT "leneoH YropwumHa BHECEHHS 3MiH 40 pPeeCTpaLiiHNX 3a He nidnsi2ae UA/7289/01/01
5 MO/1 mn; no 1 mn "l'epeoH PixTep" mMartepianis: 3miHu | TUny - 3MiHn peuyenmom
B amnyni; no 5 PixTep" o0 6e3nekn/edeKTMBHOCTI Ta

amnys y KapTOHHii
ynakoBLj

hapmakoHarnagy (iHwi 3MiHn) 3miHn
BHECEHO 0 IHCTPYKLii AN MeAUYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby Ao
po3giny "HecymicHicTb" BignoBigHo fo
OHOBJ/IEHOT iHhopMaLlii 3 6e3neku
3aCTOCyBaHHA NikapCbKoro 3acoby.
BBefeHHs1 3MiH MpoTAroM 6-Tu micsuis
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu Woao 6esnekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTuLli nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOBJ/TOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpKeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 fOCAILKEHD,
npoBeAeHnX BiAMnoBigHO A0 niaHy
negiatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rofpkeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHu
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

BHECEHO A0 iHCTPYKLT A4N51 MeAn4HOro
3acToCyBaHHS MikapcbKoro 3acoby Ao
po3gainy "OcobnmnBoCTi 3aCTOCYBaHHA"
Bi4NOBIAHO 4,0 OHOBMEHOT iHChopMaLi
3 6e3nekn 3acTocyBaHHs NikapCbKoro
3acoby. BBegeHHS 3MiH NpoTarom 6-Tu
MicaLiB nicna 3aTBepakKeHHs. 3MiHu |l
UMy - 3MiHM LWOAO
6e3nekn/edheKkTNBHOCTI Ta
hapmMakoHarnagy. 3mMiHn y
TepaneBTUYHUX NOKa3aHHAX
(AopaBaHHS HOBOrO TepaneBTUYHOIo
nokasaHHs abo 3miHa y
3aTBEPAKEHOMY MOKa3aHHI) 3MiHn
BHECEHO [0 iHCTPYKLT 4151 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3giny "MokasaHHsA" (3MiHK g0
3aTBEPKEHOr0 NoKa3aHHs).
BBefeHHs 3MiH NpoTAroM 6-Tu Micsauis
nicns 3aTBepmxXeHHs. B mexax 3MiHn
HagaHo MYP Bepcii 0.1. Pe3stome MYP
nofaetbes. 3Minu I Tuny - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMU JaHUMU 3 AKOCTI,
LOKMIHIYHUMM, KNIHIYHUMW fJaHUMK Ta
AaHyMK 3 hapMakoHarisay - 3MiHu
BHECEHO [0 iHCTPYKLT N5 MeAnYHOro
3acToCyBaHHS MikapcbKoro 3acoby Ao
po3ginis "®apmakoTepaneBTUYHa
rpyna”, "3actocyBaHHs y nepioz
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Mepepno3yBaHHA", M06GIYHI peakyii”.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

116.

opuunon

TabneTku, BKPUTI
nNiBKOBOKO
060/10HKOI0; No 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapPTOHHII ynakoBLii

TOB
"YOPNJ]
MEANLAH"

Ykpaina

NNABEOPATOPIA
BEUNI-KPEAT

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiitHmx
marepianis: 3mMiHu | Tuny -
AJMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaLKEHHS AiSNIbHOCTI
BMpPOGHUKa/iMnopTepa rotoBoro

3a
peuyenmom

He nionsicae

UA/11221/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

nNiKapcbkoro 3acoby, BKIoYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHs KOHTPOJIO AKOCTI.
(aisnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOpPTEp, BK/IOYa4N
BWMYCK Cepiii), 3MiHa HaliMeHyBaHHS
afpecu MicLs NPoBaKeHHs
AisnbHOCTI BUpobHuka 13, B 3B8’A3KY 3
OHOBJIEHHSIM liLleH3iT 3MiHMN0Ch
HanucaHHsA (3a3HavyeHHs) agpecu
MiCLIe3HaXOKEHHSI BUPOGHUKA.
daKkTUYHe MicLe3HaX0mKeHHs
BUPOBHUYOT AiNbHUL 3aNULLNIOCH
He3MiHHUM. 3MiHW BHECEHO B PO34in
"MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca Micus NpoBagKeHHs oro
OiSNbHOCTI" B IHCTPYKUit0 ANs
MeAMYHOro 3acToCyBaHHA Ta AK
HacnifokK - y TeKCT MapKyBaHHSA
yMakoBKM MiKapCbKOro 3acooby.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

117.

ODPTUMON®

Kpanni o4Hi, 5
mr/mn; no 5 mn abo
no 10 mn y donakoHi;
no 1 conakoHy y
naui i3 kapToHy

AT
"®apmak”

Ykpaina

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHnx
marepianis: 3MiHu | TUNY - 3MiHKN 3
akocTi. CepTudpikat BignosigHOCTI/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignNoBIgHOCTI
€sponelicbkin hapmakonei: gns Adl;
[NA BUXigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hosuia
cepTudikaT Big HOBOro BUpPOGHMKa
(3amiHa abo AONOBHEHHS) BBEAEHHS
HOBOrO BUPOGHMKA Ait04O0T PEYOBUHN
Timolol maleate MICRO LABS
LIMITED, IHZis, B IKOrO HasiBHUIA
cepTudikaT BiAMNoBIAHOCTI
€ponelicbkilii hapmakonei Noe CEP

3a
peyerimom

UA/4314/01/02
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

RO-CEP 2022-322 — Rev 00.
(nonoBHeHHS). 3MiHu | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
LOMYCTUMMX MEX, BUSHAYEHUX Y
cneundikauisix Ha A®l, abo
BUXiAHWA/NPOMIKHWIA
nNpoAayKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLEeci
BUpO6HMUTBA AP (IHLWi 3MiHW) 3MiHK
[0 crneumndikayjii/meTogis KOHTPOO
Aans gitovoi peyosrHy Timolol maleate
3a NOKa3HMKOM «laeHTudikaLis,
30Kpema [0MOBHEHHS cneuyudikawii
[0[aTKOBUM BUMNPOOYBaHHAM
PomaHiBcbKoi cnekTpomeTpii (2.2.48)
[OOY*EP*, 3 npumiTKOI0
«igeHTndikauis NpoBoANTLCA ANS
KOXHOI TapHOI EMHOCTI» Ta NPUMITKOI0
«ifeHTuhikaLis MpoBOANTLCA Ha
cepepHii Npobi» ons Bxe
3aTBEPMKEHNX METOAIB, LLO
3a3HayeHunn B MoHorpadii (2.2.24,
2.2.7 [oY*, EP*). BuganeHo i3
cneumdikaLii/MeToAiB KOHTPO/IO
NOCKIaHHS Ha AKICTb CTaH4APTHUX
3paskiB 4151 NOKa3HuKa
«lpeHTudpikauis» metopg 2.2.24 (EP
CRS a6o USP RS), iHchopmauisi woao
AKOCTI CTaHAAPTHUX 3paskiB, L0
BMKOPUCTOBYIOTLCS NPU aHanisi
cybCcTaHuil HaBefeHa B po3dini 3.2.5.5
PEECTPALLiHOIO AOCHE.

118.

NEHTANTIH-
310POB'SA

Tabnetku, no 10
TabneTtok y 6nictepi;
1 a6o 2 6nictepu B
KOpoO6Li 3 KAPTOHY

TOBAPWCT
BO 3
OBMEXEH
oo
BIAMOBIA
NbHICTIO
«KOPMOPA
s
«3[10POB'A

»

YkpaiHa

ToBapucTseo 3
0bMeXeHot
Bi4NoOBIAA/IbHICTIO
"®apmaueBTnyHa
KoMnaHis
"3p0pos'a”,
YkpaiHa,;
(dbacyBaHHs i3 "in
bulk" npenaparty
ipMn-BUpPOBHMKA
TOB "XapkiBcbke
cthapmaueBTMyHe

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiitHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHKn)
OHOB/EHHS TEKCTY MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOT YNakoBOK
nikapcbKoro 3acoby, a came: -
BWTyYEHO iH(hopMaLlito, 3a3HaueHy
POCIiCbKOI0 MOBOIO; - MEepeHeceHo
MiXXHapPOAHI NO3HAYEHHS OAMNHULL
BMMIpPIOBaHHS; - YTOYHEHO iHchopmaito
LLIO/I0 NIOTOTUMY 3asBHMKA Ta TEXHIYHOT

3a
peyenmom

UA/14757/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

nigNPUEMCTBO
"340poB'a Hapoay",
YkpaiHa)

iHbopmaLii; - yTOUHeHO iHdhopmaltito,
AKa Bignosigae iHCTPYKLUiT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby;

- BHECEHO NpaBku LWoA0 OhOPM/IEHHS
TEKCTY MapKyBaHHs YnakoBOK
nikapcbKoro 3acoby; - BHECEHO
He3HauHi pefakLiliiHi NpaBky No TeKCTy
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBKU NiKapcbKoro 3acoby. TepMiH
BBE/EHHS 3MiH NPOTAroM 6 micsuis
nicnsa 3aTBepKEHHS.

119.

NMONIAEKCA
3
DEHITEDPU
HOM

cnpeii HazasbHUiA,
po3uvH; no 15 mny
(hNakoHi 3
po3nunioBavem; no
1 chnakoHy B
KapTOHHI Kopo6Lyi

Nab6opaTopii
Bywapa
Pekoppari

PpaHuin

CodhapTekc,
®paHLjs;
PEKOPZIATI ITIAY
CAHAI BE TIK. A. C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiitHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roTOBOrO NikapCbKoro
3aco6y (iHLWi 3MiHW) - BHECEHHS
He3Ha4HuX 3MiH go Cneundikavii N3
(Ha BMNyCK Ta TepMiH NpuAAaTHOCTI) A0
po3ainiB: - «ONUC» - yTOYHEHO €TasI0H
(Y4 3amicTb J4), Wwo € TunorpadiyHo
NOMUJIKOH, - «KinbkKicHe BU3HAYEHHS
NpOAYyKTIB Aerpagawii:
meTarigpokcnbeH3oarHa KucnoTa» o
Creuundikauii (Ha TepMiH NpuaaTHocTi)
LLIOA0 KOPEKTHOI Ha3BU AOMILLKM
(3anponoHoBaHo: «KifbKicHe
BU3HAYEHHS NPOAYKTIB Aerpagaii:
MeTariapokcnbeH3olHa KucnoTay); -
«MikpobionoriyHa 4ncToTa» (YTOUHEHO
hopmyntoBaHHa BuMor o TYMC Ta
[04aHO aHrnincbKy abpesiaTypy
TAMC ta TYMC) go Cneuudikauii (Ha
BMNYCK Ta TEPMIH NpuaaTHoCTi); B
mMeTogax KoHTponto MKA N13: - 3a
nokasHvkamu «Onuc» (yTo4HeHo
eTanoH (Y4 3amicTb J4) Ta BHECEHO
nocuniaHHa Ha €9, 2.2.1 1a 2.2.2); -
«OCMONSpHICTb» (3MiHa Ha3BM
nokasHuka Ha «OCMONSINbHICTb» 6e3
3MiHM MeToAy), - «lgeHTudikauis.
HeomiuuHy cynbdat»,
«lpeHTudpikauis. MonimikcuHy B
cynbat», «CymicHa igeHTudikauis
heHinedpuvHy rigpoxnopuay,

3a
peyenmom

UA/2831/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

[ekcameTasoHy HaTpito
meTacynbobeH3zoaTy Ta
MeTunnaparigpokcubeH3oarty»,
«KinbkicHe BU3HauYeHHs. HeoMmiunHy
cynbat», «KisibkicHe BUSHaYEeHHS.
MonimikcnHy B cynbhat», «KinbkicHe
BU3HAYEHHS. PeHinedpuHy
rigpoxnopug», «KiibkicHe BU3Ha4YeHHs
npoaykTiB Aerpagayii: cnupt
[lekcameTa30HOBUIA, theHinanaHiH,
meTaripokcmbeH3oarHa K1ciora,
afpeHaniH, HeamiH», a came
[ofaBaHHA BIANOBIAHMX
XpomaTtorpam, BUNpaB/ieHHs
TeXHIYHMX Ta opdorpadpivuHmx
NOMM/IOK, BHECEHHS YTOUYHEHb NS
npuBeaeHHs [0 mMaTepianis
BMPOGHMKa; «MikpobionoriyHa
yncToTa» (YTOUHEHO DOPMY/TIHOBaHHSA
Bumor go TYMC Ta gogaHo
aHrnincbky abpesiatypy TAMC Ta
TYMC).

120.

NPErABANIH
FEHEM

Kancysm Teepgi no
150 wmr; no 14
Kancyn y 6nictepi;
no 4 6nictepn y
nayui

AkKopa
Xenckea
C.JLY.

IcnaHis

BVPOGHMLTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Tb SKOCTI
cepii: IHTac
PapmacboTiKasiC
Nimites, HAis;
BVPOGHMLTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS
(anbTepHaTUBHWIA
BMPOGHUK): IHTac
PapmacboTiKasic
NimiTes, HAis;
KOHTPO/Ib SIKOCTI:
€BpodoiHC
AHaniTikan Cepsices
XaHrepi K.,
YropuwmHa,

IHpis/
YropwmHa/
ITania/
Monba/
Himeuuunna/
Benuka
BpuTtaHis/
IcnaHisa

BHECEHHS 3MiH 40 peecTpaLinHnx
mMartepianis: 3miHu | TUNy - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo
3miHa(1) Ao 3060B'A3aHb Ta YyMOB
BMAAui peecTpauiliHoro noceigYeHHs,
BKtoYatoum Mnax ynpasniHHA
pusmkamm (iHwWi 3MiHK). 3aABHUKOM
Ha/JaHo OHOBIEHWIA MnaH ynpaBniHHA
pu3nkamm Bepcis 4.0. 3MiHM BHECEHO
00 YacTuH: | «3aranbHa iHhopmauis
npo sikapcbkuii (i) 3aci6 (3acobum)» Il
«Cneuwdikauis 3 6esnekm» I «MnaH 3
hapmakoHarnagy (Bkiovaroum
nicnspeecTpauiiiti 4OCNipKEHHS 3
6e3nekn» VI «PestoMe nnaHy
ynpas/iHHA pusnkamu» VI «Jogatkus»
(nopatkmn 4, 7, 8) y 3B'A3KY 3
OHOBJ/IEHHAM iHhOpMaLlii 3 6e3nekn
Aio4oi peyoBrHM Nperabaniy
BiANOBIAHO A0 aKTyasibHOT
pedoepeHTHoI iHdhopMmadii. Pestome
Mnaxy ynpasniHHA pu3vkaMu Bepcis

3a
peyerimom

UA/19209/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

KOHTPO/b SKOCTI:
SAPMABANIA NTA.
Mikpob6ionoriyHa
na6oparopis,
YropLumHa;
fopjatkosa finbHUUA
3 BTOPUHHOrO
nakysaHHsa: A4/
CAMI YEWH
(Itanis) CNA, ITanis;
Joparkosa AiflbHUUSA
3 BTOPUHHOTIO
nakyBaHHs:
CuHonTu3
IHpacTtpian Cn. 3
0.0., MNMonbLua;
Joparkosa AiflbHUUSA
3 BTOPUHHOTIO
nakyBaHHs:
MpecTnx MpomoyLUH
Pepkaydcchepaepy
Hr eHg, ®epbeepsic
M6X, HimeuunHa;
fopjatkosa finbHUUA
3 NEPBUHHOTO Ta
BTOPUHHOTO
nakyBaHHsa:AKKOP /[,
XENCKEA NIMITEL,
Benuka BpuTaHis;
BignoBiganbHMiA 3a
BUNYCK cepii: AKKopp,
Xenckea MNosncka
Cn. 3 0.0. Cknag,
ImMnoptepa,
MonbLa;
fopjatkosa finbHUUA
3 NePBUHHOrO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[I-tOKEW
NIMITEL, Benuka
BputaHis;
KOHTPO/b SKOCTI,
popartkosa AiflbHUUSA
3 BTOPUHHOrO

6.1 popaeTbea.
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

nakyBaHHs:
NNABOPATORPI
SYHAACIO JAY,
Icnanis;
popartkosa AiflbHUUSA
3 BTOPUHHOTIO
nakyBaHHs:
CEHTPA/T ®JAPMA
(KOMEKIHF
MNAPTHEP)
NIMITEL, Benuka
BputaHis;
fopjatkoBa finbHUUA
3 BTOPVHHOTO
nakysaHHs: CK
dapma JloricTike
M6X, HimeyunHa

121.

NPErABANIH
FEHEM

Karncynu Teepgi no
300 wmr; no 14
Kancyny 6nictepi;
no 4 6nictepn y
nauuj

Akkopa
Xenckea
C.JLY.

IcnaHis

BVPOGHMLTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTI
cepii: IHTac
dapmacbloTikasic
Nimitea, IHais;
BVPOGHMLTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs
(anbTepHaTuBHWIA
BMPOGHUK): IHTac
PapmacbloTikasic
Nimitea, IHais;
KOHTPO/Tb AKOCTI:
€BpogoiHC
AHaniTikan Cepsices
XaHrepi Ko,
YropLmHa;
KOHTPO/Ib SIKOCTI:
SAPMABANIA NTA.
Mikpo6ionoriyHa
na6oparopis,
YropuwmHa,

IHais/
YropumHa/
ITania/
Monbwa/
Himeuuunna/
Benuka
BpuTaHis/
IcnaHis

BHECEHHS 3MiH 0 peecTpavliinHx
MaTtepianis: 3miHu | TMNy - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs1 abo
3MiHa(1) [0 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro nocsigveHHs,
BKoYatoum Mnax ynpasniHHA
pusmkamm (iHLWi 3MiHK). 3asABHUKOM
HafaHo OHOB/IEHWIA MnaH ynpaBniHHA
pusmkamm Bepcis 4.0. 3MiHM BHECEHO
[0 YacTuH: | «3aranbHa iHhopmauis
npo nikapcbkuii (i) 3acié (3acobu)» I
«Cneundikauis 3 6e3nekm» I «MnaH 3
hapmakoHarnagy (Bkitovaoun
nicnapeecTpauiiHi AOCNIKEHHS 3
6e3nekn» VI «Pe3iome nnaHy
ynpaB/iHHA pusnkamu» VIl «ogatkus
(mopatkmn 4, 7, 8) y 38'A3Ky 3
OHOBJ/IEHHAIM iH(DOpMaLlii 3 6e3nekn
aitoyoi pevoBuHY nperabaniH
BiANOBIAHO A0 aKTyanbHOT
pedepeHTHOI iHdhopMmadii. Pestome
Mnany ynpasniHHA pu3nkamu Bepcis
6.1 fopaeTbeA.

3a
peyenmom

UA/19209/01/03
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

foparkosa AiflbHULA
3 BTOPVHHOTO
nakyBaHHsa: J4Y/1
CAMNI YEWH
(Itania) CNA, ITanis;
fopjatkosa finbHUUA
3 BTOPWHHOTO
naxkyBaHHs:
CuHonTn3
IHpacTpian Cn. 3
0.0., MNMonbLa;
fopjatkosa finbHUUA
3 BTOPWHHOTO
naxkyBaHHs:
Mpectnx MNpomoyLUH
Pepkaydccheprepy
Hr eHg, depbeepsic
v6X, HimeuunHa;
foparkosa AiflbHULA
3 MEPBMHHOIO Ta
BTOPUHHOTIO
nakyBaHHA:AKKOP/[,
XENCKEA NIMITEL,
Benuka BpuTaHis;
BiANoBiganbHUii 3a
BWMNYCK cepii: AKKopa
Xenckea lNoncka
Cn. 3 0.0. Cknapg,
ImnopTepa,
MonbLa;
foparkosa AiflbHULA
3 MEPBMHHOIO Ta
BTOPUHHOTIO
naxkyBaHHs:
AKKOP[-tOKEM
NIMITE/L, Benvka
BpuTaHis;
KOHTPO/Ib SIKOCTI,
fopjatkosa finbHUUA
3 BTOPWHHOTO
naxkyBaHHs:
NABOPATOPI
®YHOACIO JAY,
IcnaHis;
JofAaTkoBa finbHULUA
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Ha3ssa

Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3 BTOPUHHOrO
naxkyBaHHs:
CEHTPANT ®APMA
(KOMEKIHF
MNAPTHEP)
NIMITE/L, Benvka
BpuTaHis;
Jopartkosa AiflbHUUS
3 BTOPUHHOTIO
nakysaHHs: CK
dapma JloricTike
rm6X, HimeyunHa
122. | NPEFABANIH | kancynu TBepai no Akkopa IcnaHis BUPOGHULTBO IHais/ BHECEHHS 3MiH [0 peecTpaLjiitHmx 3a UA/19209/01/01
FEHEAM 75 wmr; no 14 kancyn Xenckea nikapcbkoro 3acooy, YropwmHa/ mMaTtepianis: 3miHu | TMNy - 3MiHK peyenmom
y 6nicTtepi; no 4 C.JYy. nepBrHHe Ta ITania/ Loao 6e3nekn/edreKTMBHOCTI Ta
6nictepu y nauui BTOpPUHHE Monbua/ thapmakoHarnagy. BHeceHHss abo
nakyBaHHs, Himeuunna/ 3MiHa(1) A0 3060B'A3aHb Ta YMOB
KOHTPO/1b AKOCTI Benvka BMAAui peecTpauiiHoro nocBig4YeHHs,
cepii: IHTac BpuTaHis/ BK/IIOYatoun MNnaH ynpasniHHA
dapmacbloTikanc Icnanis py3nkamm (iHWi 3MiHK). 3asBHUKOM

Nimiteq, IHAis;
BUPOGHULTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs
(anbTepHaTUBHWIA
BMPOOGHUK): IHTac
dapmacbHoTikasic
Nimiteq, IHAis;
KOHTPO/b SKOCTI:
€BpochiHC
AHaniTikan Cepsices
XaHrepi Ko,
YropLumHa;
KOHTPO/Tb AKOCTI:
PAPMABANIA NTA.
Mikpob6ionoriuHa
nab6oparopis,
YropLmHa;
Jopartkosa AiflbHULSA
3 BTOPUHHOTIO
nakyBaHHs: O4Y/1
CANJII YEWVH
(ITanis) CrA, ITanis;

Ha/fiaHO OHOBJIEHWIA MNaH ynpaBiHHA
pusmkamm Bepcis 4.0. 3MiHM BHECEHO
[0 yacTuH: | «3aranbHa iHhopmayis
npo sikapcbkuii (i) 3aci6 (3acobum)» Il
«Cneuudikauis 3 6esnekm» I «MnaH 3
hapmakoHarniagy (Bkiovaroun
nicnsapeecTpauiiiHi 4OCNIHKEHHS 3
6e3nekn» VI «Pestome nnaHy
ynpaBiHHA pusnkamu» VIl «Jogatkus
(oopatkmn 4, 7, 8) y 3B’A3KyY 3
OHOBNEHHAM iHopMaLLii 3 6e3nekn
Ailo40i peyoBrHM nperabaniy
BiANOBIAHO [0 aKTyaslbHOT
pedrepeHTHoOI iHdhopMmadii. Pestome
MnaHy ynpaBniHHS pr3nKamMmn Bepcist
6.1 popaeTbCA.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

foparkosa AiflbHULA
3 BTOPVHHOTO
naxkyBaHHs:
CuHonTus
IHgacTpian Cn. 3
0.0., MonbLa;
foparkosa AiflbHULA
3 BTOPVHHOTO
nakyBaHHs:
MpecTnx MNpomoyLLH
®Pepkaydcchepaepy
Hr eHp, ®epbeepBic
'M6X, HimeyunHa;
Joparkosa AiflbHUUSA
3 MepBYHHOrO Ta
BTOPUHHOTIO
nakyBaHHsa:AKKOP /[,
XEJNICKEA NIMITEA,
Benvka bputaHisi;
BiANOBIAaIbHUI 3a
BWMYCK cepii: AKKopa
Xenckea Moncka
Cn. 3 0.0. Cknapg,
ImMnopTepa,
MonbLua;
Jopartkosa AiflbHUUS
3 MepBUHHOIO Ta
BTOPUHHOIO
naxkyBaHHs:
AKKOP[I-tOKEW
NIMITEL, Benvka
BpwuTaHis;
KOHTPO/Tb AKOCTI,
foparkosa AiflbHULA
3 BTOPVHHOTO
naxkyBaHHs:
NABOPATOPI
®YHOACIO JAY,
IcnaHis;
foparkosa AiflbHULA
3 BTOPVHHOTO
naKkyBaHHs:
CEHTPAT ®APMA
(KONEKIHI
NAPTHEP)
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NIMITEL, Benvka
BpwuTaHis;
fopjatkosa finbHUUA
3 BTOPUHHOrO
nakysaHHs: CK
dapma JloricTike
'mM6X, HimeuynHa
123. | NPOMO®ON- | emynbeia gns b. bpayH HimeuunH Brpo6HMLTBO, HimeuunHa BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/8172/01/01
ninypPo 1% iHdpy3ii, 10 mr/mm; Menb3yHreH a nepBrHHa Ta marepianis: 3MiHu | TUNY - 3MiHKN 3 peyenmom
no 20 mn B amnyi; Al BTOPWHHA YNaKoBKa, sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
no 5 amnyny BUMYCK cepil 3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy
KapTOHHI kopobuy; dnakoHiB: b. bpayH cepii (BKIOYaKOUM dianasoH po3mipy
no 50 mn a6o no Menb3yHreH Arl, cepil) roToBOro nikapcbKoro 3acoby
100 mn 'y chnakoHi; HimeuunHa,; (36inbLeHHs o 10 pasiB NopiBHAHO i3
no 10 cpnakoHiB y KoHTposib cepii 3aTBepXXEeHVM PO3MIpOM) -
KapTOHHI KopooLyi doNakoHiB: 36inbLUEHHS po3Mmipy cepii 13 ana
b. BpayH chnakoHiB — Big 1200 n go 2400 n
Menb3yHreH Arl, 3aTBEPKEHO: MiHIMasIbHUIA PO3MIp
HimeuumnHa; MoBHUIA cepii roToBOr0 NiKapcbKoro 3acoby y
LKA BUPOGHMLTBA thnakoHax - 575 n (chnaxkoHn no 50 mn
amnyn: b. bpayH -10 925 wTtyk, no 100 mMn-5 270 WTyK).
Menb3yHreH Al', MakcUMasibHWI po3mip cepii roToBoro
HimeuunHa niKkapcbKoro 3acoby y thriakoHax -
1200 n (dpnakoHu no 50 mn-22 800
LWITYK, No 100 mn-11 000 wTyK)
3anponoHOBAaHO: MiHIMasIbHUIA PO3MIp
cepii roToBOro NikapcbKoro 3acoby y
donakoHax -1200 n (dpnakoHn no 50
M- 22 800 wTyk, no 100 mn-11 000
LUTYK); MakcuMasibHUiA po3mip cepil
roTOBOrO NiKapCcbKOro 3acoby y
dnakoHax -2400 n (donakoHm no 50
M- 45 600 wTyk, no 100 mn-22 000
LWITYK). BBEAEHHS 3MiH NpOTAroM 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS.
124. | PANTEH 75 PO34MH ANS iH'EKLN, "Xemothapm Cepbis "Xemothapm" AL} Cepbis BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a UA/1785/02/01
25 mr/mn; no 3 mn "AL marepianis: 3miHu | Tuny - 3miHu 3 peuyenmom
(75 mr) B amnyni; no SIKOCTIi. [O0TOBWMIA NikapcbKuii 3acib.
5 amnyn y 6nictepi; KOHTPO/1b rOTOBOrO NiKapCbKoro
no 1 6nictepy B 3acoby (iHwi 3miHn) - Mepeknag MKA 3
KapPTOHHIN ynakoBLii POCICbKOi MOBM Ha YKPaIHCbKY MOBY
ONs NpUBEEHHS Y BiANOBIAHICTD i3
BMMOramu YnMHHOI peAakuii Hakasy
MO3 Ykpainu Ne 426 Big 26.08.2005
125. | PANTEH TabneTkn, BKPUTI "Xemodpapm | Pecny6nik "Xemodhapm" AL Pecny6nika BHECEHHS 3MiH 10 peecTpaliinHmx 3a UA/1785/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PETAP/ nniBKOBOIO "AL a Cepbis Cepbis martepianis: 3MiHu | TUNY - 3MiHKM 3 peuenmom
060/10HKOH0, AKOCTi. [OTOBMIA Nikapcbknii 3acib.
NPOJIOHrOBaHOI fji KoHTposb roToBOro nikapcbkoro
no 100 wmr; no 10 3aco06y (iHLWi 3MiHK) - nepeknag MKA 3
Tabnetok y 6nictepi; POCIliCbKOi MOBU Ha YKPaiHCbKy MOBY
no 2 6nictepu B AN NpUBeAEHHS Y BiAMOBIAHICTb i3
KapTOHHI ynakoBLi BYMOraMu YMHHOI pefakuii Hakasy
MO3 Ykpainun Ne 426 Big 26.08.2005.
126. | PEBMOKCUK | Tabnetku no 7,5 mr; AT YkpaiHa AT "dapmax” YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHx 3a UA/17042/01/01
AM® no 10 tTabnetok y "®dapmak” mMatepianis: 3miHu Il Tuny - 3MiHK 3 peuenmom
6nicTepi; no 1 abo 2 AkocTi. ADI. (iHWi 3MiHN) 3MiHK Y
6nictepy y nauui 3B’A3KY 3 OHOB/IEHHAM ASMF Ha AdI
Menokcukam BupobHuka Derivados
Quimicos, S.A.U, IcnaHis.
3aTtBepmkeHa Bepcia: Version 2.0 —
October 2018 edition with November
2019 (v. 2.1) and June 2021 (v. 2.2)
updates; 3anponoHoBaHa Bepcis:
Version 2.3 December 2023.
127. | PEBMOKCUK | Ttabnetku no 15 wr; AT YKpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 pPeeCTpaLiiHNX 3a UA/17042/01/02
AM® no 10 TabneTtok y "®apmak” mMartepianis: 3miHu Il Tuny - 3MiHu 3 peuyenmom
6nicTepi; no 1 abo 2 aKocTi. A®I. (HLi 3MiHK) 3MiHK Y
6nictepn y nauui 3B'A3KY 3 OHOB/IEHHAM ASMF Ha AdI
Menokcukam Bupo6Huka Derivados
Quimicos, S.A.U, IcnaHis.
3arBeppxeHa Bepcist: Version 2.0 —
October 2018 edition with November
2019 (v. 2.1) and June 2021 (v. 2.2)
updates; 3anponoHoBaHa Bepcisi:
Version 2.3 December 2023.
128. | PEBMOKCUK | cynosutopii AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/8230/01/01
AM® pekTanbHi no 15 mr; "®apmak” marepianis: 3miHu Il Tuny - 3miHK 3 peyenmom
no 5 cynosutopiis y AKOCTi. A®I. (iHLi 3MiHW) 3MiHK Y
6nicTepi; no 1 3B'AA3Ky 3 OHOBNIEHHAM ASMF Ha Ad|
6nicTepy y navyj 3 Menokcrkam BupobHuka Derivados
KapTOHY Quimicos, S.A.U, IcnaHis.
3aTtBepmkeHa Bepcis: Version 2.0 —
October 2018 edition with November
2019 (v. 2.1) and June 2021 (v. 2.2)
updates; 3anponoHoBaHa Bepcis:
Version 2.3 December 2023.
129. | PIHBOK® TabneTku, BKPUTI E66BI LLiBeiiuapi nepBrHHe Ta ITania/ BHECEHHS 3MiH [j0 peecTpaviinHmx 3a He nidnsieae UA/18371/01/01
naiBKOBOIO Biodhapmacb A BTOPUHHE IpnaHgis/ marepianis: 3miHu | Tuny - peyenmom
060/10HKOH, toTiKan3 nakyBaHHs, BUNYyCK CLIA AZMiHICTpaTUBHI 3MiHW. 3MiHa
NPOIOHrOBaHOI A, 6X cepil: HalilMeHyBaHHs Ta/abo agpecu Micus
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

15 mr; Ne28: no 7
Tabnetok y 6nictepi,
no 4 6nictepn y
KapTOHHI KopooLii

E668BI C.p.n., ITanis;

BVPOGHMLTBO
nikapcbkoro 3acoby,
TeCTyBaHHS:
E66Bi AipneHg H/
B.B., IpnaHgis;
TecTyBaHHS nig, vac
36epiraHHs:
E668i IHK., CLUA

NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BK/I0YaK4n
AOinbHULI BUNYCKY cepii abo micue
NPOBeAEHHSI KOHTPO/IO SKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, BK/IOYAKYN
BWMYCK Cepiin). 3MiHa agpecu
BMpo6HuKa MN13 PIHBOK® E66BI
C.p.n., Itanisi. 3mMiHM BHeceHO B
IHCTPYKL,t0 4519 MEeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ta
KopoTky xapakTepucTuky nikapcbkoro
3acoby Ao po3giny
"MicLe3HaxomKeHHs BUPOGHMKa Ta
ioro agpeca Micusi NPOBaPKEHHS 10r0
AiSNbHOCTI" Ta AK HACNIAOK -
BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHS
BTOPWHHOT YNaKoBKM NiKapCbKOro
3acoby. BBefeHHs 3MiH NpoTSArom 6-1u
MiCAUIB Mic/a 3aTBepXEHHS. 3MiHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHO B iHCTPYKLl0 415 MEAUYHOrO
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3gainy "OcobnmnBoCTi 3aCTOCYBaHHA"
Ta BignoBigHuii po3ain KopoTkoi
XapaKkTepUCTUKMN NiKapCbKoro 3acoby
3rigHo iHchopmaLii woao 6esneku
3aCTOCYBaHHSA Ait0H0I PEHOBUHMN.
MpepcTasneHi 3miHW B iHchopmad;i 3
6e3nekn WoA0 BHECEHHS 3MiH Ta
[0MNOBHEHb 10 po3ainis «Oco6nBOCTI
3aCTOCyBaHHS» NPOEKTY IHCTPYKLi Ta
«Ocob6VBi 3acTepexeHHs Ta
3anobixHi 3axo4un Npyn 3acTOCyBaHHI»
NMPOEKTY KOPOTKOT XapakTepucTuku
nikapcbkoro 3acoby PIHBOK,
TabneTtku, BKPUTI NNiBKOBOKO
060/10HKOI0, MPOJIOHTOBaHOI Ail, 15 mr;
Ne28: no 7 TabneTtok y 6nictepi, no 4
6nicTepun y KapTOHHIlA KOpOOLi
BiAgnNoBigHO Ao pekomeHgauii PRAC Ha
nigcTaBi OLHKMN perynsipHo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
OHOB/IOBAHOrO 3BITY 3 6e3neku Aitoyol
PEYOBUHN MOXYTb ByTU
peKkoMeHA0BaHi 10 3aTBEPKEHHS.
TepMiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MiC/1A 3aTBEPIKEHHS.
130. | PYNA®IH Tabnetkv no 10 wr; 3eHTiBa, K.C. Yecbka HOYKOP XENC, IcnaHis BHECEHHS 3MiH 0 peecTpavLiinHmx 3a UA/18949/01/01
no 10 Tabnetok y Pecny6nik C.A. marepianis: 3MiHu | TUNY - 3MiHKM 3 peuenmom
6nicTepi; no 1, 3 abo a AKOCTi. [0TOBWIA Nikapcbknit 3aci6.
5 6nicTepis B Cuctema
KapTOHHI kopobuyj; KOHTeliHep/3akyrnoptoBasibHUii 3aci6.
no 15 tTabneTtok y 3miHa napameTpis cneuudikawlii
6nicTepi; no 2 Ta/abo [oMyCTUMUX MeX NEPBUHHOI
6nictepu B yNaKkoBKN rOTOBOTO J1iKapCbKOro
KapTOHHI KOpo6Lyi 3ac06y (BUyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag 3acrapinoro
nokasHuka)) BunyyeHHs 3i
CneuudikaLiin nepBUHHOT yNakoBKK
N3 (nniBkv antomiHieBOT Ta
MBX/MBAX), nokasHvka "lWwumpuHa”, y
3B'A3KY 3 TUM, LLO AaHW NOKA3HWK €
JmLie BHYTPILHBOI BUMOTOH0 A71S
PYHKLiOHa/TbHOCTI NaKyBasbHOI MiHil
Ta He BM/IMBAE Ha SAKICTb KiHLEBOro
NPOAYKTY.
131. | CANODPAJNbK | cycneHsis [Op. danbk HimeuunH BignoBiganbHuii 3a Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/3745/02/01
pekTanbHa, 4 /60T, dapma a BMNYCK Cepiit LLBeliyapis MaTepianis: 3miHu | TNy - peuyenmom
no 60 r cycneHsii y M6X KiHLLEBOrO MPOAYKTY: AAMIHICTpaTVBHI 3MiHW. 3MiHa

KNi3mi; No 7 kNiam y
6ricTepax B KOPOOLL
3 KapTOoHY

[p. ®ansk Papma
v6X, HimeyunHa;
Brpo6HMK
[,030BaHoOl hopmu,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/Tb SKOCTI:
KopgeH ®apma
Ppidypr Al
LiBaliHigepnaccyHr
ETTiHreH,
Lseliuapis;
NozaH ®apma M'vbX,
HimeuyunHa
Bnpo6HuMKK,
BignoBigasibHi 3a
KOHTPO/Ib SIKOCTi:

HalimeHyBaHHs Ta/abo agpecu micus
NPOBaZKEHHS AiS/TbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIoUYaum
OiNbHULI BUNYCKy cepii abo micue
NpOBELEHHS KOHTPOJIH SIKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMMOpPTEpP, He BKOYaum
BMNYCK cepiit). 3MiHa HaliMeHyBaHHS
BMPOGHMKA BiANOBifaIbHOTO 3a
KOHTPOb SAKOCTi. 3MiHK | TUny - 3MiHK
3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI €BpONENChbKil
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudikara BignoBigHOCTI




124

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NosaH ®apma M'vbX, €Bponelicbkiin hapmakonei: ans Adl;
HimeuunHa; Ans BUXigHoro
KopgeH ®apma matepiany/peareHTy/npomikHOro
®pibypr CA, NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
LLseiuapis; BMPOGHMLTBI API; AN ONOMIXHOT
Bioekzam Al peyoBuHM (cepTudikaT BiANOBIAHOCTI
LLiBeiiLapis; €Bponeiicbkili hapmakonei) -
MpuBaTHWUiA

HayKoBO-Z0CNigHWIA
iHCTUTYT Xennenep
'm6X, HimeuunHa

NpoBefEeHHS KOHTPOto skocTi) APl (3a

hapmakonei y 3aTBepKeHOMY [,0CLE)

OHoBeHuniA cepTuddikaT Bif yxe
3aTBEPAKEHOro BMPO6HUKa. MogaHHsA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONENchbkili
thapmakonei CEP 2003-203 -Rev 03
(3aTBEpAxeHo: R1-CEP 2003-203 -
Rev 02) gns A®l mecanasuHy Bif yxe
3aTBEPAKEHOr0 BUPO6HUKA. 3MiHU |
TMNy - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BWXiAHOro/MpOMiXXHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y BUPOBHNYOMY
npoueci Adl, abo 3miHa BUpOOHMKa
(BKNtOYatoum, oe HeobxigHo, micue
NpoBefEeHHS KOHTPOto skocTi) APl (3a
BifICYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepKeHOMY [,0CHE)
(BBEAEHHS HOBOI AiNbHUL, Ae
3[iACHIOETLCSI MIKPOHi3aLis).
BBefeHHs ginbHWLI, BignosiganbHOT
3a MiKpOHi3aUito Ajto40i pevyoBUHM
mMecanaswuHy, Lo 34iiCHIETbCS
3aTBEPLXKEHVM BYPOGHUKOM
Pharmazell GmbH, Germany. 3miHu |
My - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BWXiAHOro/MpOMiXXHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y BUPOBHNYOMY
npoueci Adl, abo 3miHa BUpoOHMKa
(BKNtOYatoum, oe HeobxigHo, micue

BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONechbkili

(BBEZEHHA HOBOI Ai/IbHULI, Ae
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

3[iACHIOETLCS MIKPOHi3aList).
BBefeHHs ginbHWLI, BignosiganbHOT
3a MiKpOHi3aUito Ajto40i pevyoBUHM
mMecanaswuHy, Lo 34iCHIETbCS
3aTBEPLXKEHVM BYPOGHUKOM
Pharmazell (India) Private Limited,
India.

132.

CAHMEHEM

NMopoOLUOK AN
PO34nHyY Ans
iH'ekuili, no 1000 wmr;
no 1 conakoHy y
KapTOHHI Kopo6Lli

Ckali dapma
B3-TOB

O6’egHaHI
Apabecbki
Emipatu

Bpykc CrepicaiieHc
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: yTOYHEHHSI HanMcaHHA
BUPOGHUKA B Haka3i MO3 YkpaiHu
Ne 1703 Big 10.11.2025 B npoueci

BHECEHHS 3MiH - 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpoBaPKeHHA Ai/IbHOCTI
BMpOGHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
AinbHULI BUNYyCKy cepii abo micue
NpoBeAEeHHSI KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYa4M
BWMNYCK cepiit). 3MiHa agpecu

BMPOBGHMKA rOTOBOrO NiKapCbKoro

3aco6y. 3MiHM BHECEHO B pO34in
"Micue3HaxompkeHHs BUPOGHMKa Ta

agpeca MicLs NpoBaf)KEHHS Noro
LiSNbHOCTI" B IHCTPYKLitO AN
MeAMYHOro 3acToCyBaHHA Ta K
HacnifokK - y TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu micsAuis

nicns 3aTBepAkeHHs. Pefakuis B

Hakasi - bpykc CtepicaiieHc JlimiTes,.
BipHa pegfakuist - Bpykc CtepicalieHc
Nimiteq

3a
peyerimom

UA/18851/01/01

133.

CEAABIT®

Tabnetku, no 10
TabneTok y 6nictepi;
no 2 6nictepu B
nauui 3 KapToHy

MAT
"Kuismegnp
enapar”

YkpaiHa

NnAT
"Knismegnpenapar”

Ykpaina

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
SIKOCTIi. [O0TOBWMIA NikapcbKuii 3acib.
3MiHM Yy BUPOGHMLTBI. 3MiHM Y NpoLeci

BMPOGHULITBA FOTOBOTO NiKapCbKOro

3aco6y, BK/I0UAKYN MPOMDKHUN
NPOAYKT, L0 3aCTOCOBYETHLCA NPU
BMPOGHULITBI FOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHN) -BUKNAAEHHS

6/10K-CXEMU Ta KOPOTKOro Onucy

6e3
peyenma

UA/7821/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

TEXHO/10rYHOro NpoLiecy y HoBii

peaakuii. TexHonoriyHuiA npouec,

cTagii Ta onepauii BApO6HMLTBA
3a/IMLLNANCE HE3MIHHUMMU

134.

CEKHIAOKC

TabneTkn, BKPUTI
NNiBKOBOIO
o60n0Hkoto, no 1,0
r; N0 2 TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHI ynakoBLi

TOB
"YOPN[,
MENLIVH"

Ykpaina

NNABOPATOPIAA
BEVNI-KPEAT

®paHuisa

BHECEHHS 3MiH 40 peecTpaLinHnx
MaTepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpOBaPKeHHA Ai/IbHOCTI
BMpOOHUKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOUaum
AinbHULI BUNYyCKy cepii abo micue
NpoBeAEeHHSI KOHTPO/IO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYa4M
BWMYCK Cepiil) - 3MiHa HaliMeHyBaHHsI
azpecy Micus NpoBadKEHHSI
AisnbHOCTI BUpobHuka 13, B 3B’A3Ky 3
OHOBJIEHHSAIM MiLEeH3iT 3MiHWMN0Ch
HanucaHHs (3a3HaveHHs) agpecu
MiCLIe3HaXOKeHHS BUPOGHMKA.
daKkTU4He MicLe3HaXOKEeHHS
BMPOGHWYOT AiTbHUL 3aUIMLLNAOCH
He3MiHHUM. 3MiHW BHECEHO B PO34in
"Micue3HaxompkeHHs BUPOGHMKa Ta
agpeca MicLs NpoBaf)KEHHS Noro
LiSNbHOCTI" B IHCTPYKLitO AN
MeAMYHOro 3acToCyBaHHA Ta K
HacnifokK - y TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu micsAuis
nicns 3aTBepmkeHHs

3a
peyerimom

He nionsizae

UA/11744/01/01

135.

CE/NNbTABIP

Karcynv Teepaj no
45 wr; no 10 kancyn
y 6nicTepi; no 1
6nictepy B
KapTOHHIlA ynakoBL,i

Makneogc
PapmacbioT
nKasic
Nimiten

IHais

Makneogc
PapmacbloTukanc
Nimiteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
SKOCTIi. [O0TOBWMIA Nikapcbkuii 3acib.
KOHTpO/b roTOBOrO MikapCbKoro
3acoby. 3miHa y meTofax
BUNPOOYBaHHA rOTOBOTO /liKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTofax
BUMNPOOYBaHHS) - He3HauHi 3MiHN y
meToai BEPX ans KOHTposto
nokasHuka «KinbkicHe BU3HaYeHHs», a
cawve:
- LLloAo npurotyBaHHA cTaHAapTHOro

3a
peyenmom

UA/17704/01/02
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

PO3YMHY.
- HesHauHi 3miHv nig vac
NpUroTyBaHHs BUNPO60BYBaHNX
PO34KHIB, 6€3 3MiHU KiHLEeBOT
KOHL,eHTpaLii;

- BBegeHHs koedilieHTa nogibHOCTI Ta
hopMyn MOro po3paxyHKy Mix gBoma
CTaHAAPTHUMMW pPO3UYHaMU;

- 3MiHM y chopmynax po3paxyHKy
KiNIbKiICHOrO BMICTY BHACNi4oK 3MiHU
NpUroTyBaHHsi BUNPO60BYBaHMX
PO34UHIB.

MpoekT MKA /13 (0000)

136.

CENbTABIP

Kancysm Teepgi no
75 wr; no 10 kancyn
y 6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

Makneozc
dapmacboT
nkasnc
Nimiten

IHgis

Makneogc
dapmMacboTUKanc
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | TUNY - 3MiHKN 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y MeToAax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HauHa 3MiHa y
3aTBEPMKEHNX METOAAX
BUNPOOBYBaHHS) - He3HauHi 3MiHN y
meToai BEPX ans koHTposnto
nokasHuka «KinbKicHe BU3HAYEHHS», a
cawe:
- LLlogo npuroTyBaHHs CTaHAapTHOro
PO3YMHY.

- He3HauHi 3miHuM nig vac
NPUroTyBaHHS BUNPO6OBYBaHMX
PO34uHIB, 6€3 3MiHU KiHLeBOT
KOHLeHTpau,i;

- BBegeHHs koedilieHTa nogibHOCTI Ta
dhopMyM MOro po3paxyHKy Mix gBoma
CTaHapTHYMK PO3YMHaMK;

- 3MiHK y chopmynax po3paxyHKy
KiNIbKiICHOro BMIiCTY BHAC/i40K 3MiHU
NpUroTyBaHHs BUNPO60BYBaHMX
PO3YMHIB.

MpoekT MKA /13 (0000)

3a
peyerimom

UA/17704/01/03

137.

CE/NNbTABIP

Kancynv TBepaj no
30 wmr; no 10 kancyn
y 6nicTtepi; no 1
6nictepy B
KapPTOHHI ynakoBLii

Makneogc
dapmacbioT
ukasnc
Nimiten

IHais

Makneogc
dapmacboTHKac
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaLiiHnx
martepianis: 3MiHu | TUny - 3MiHKn 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOro NMikapCcbkoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro

3a
peyenmom

UA/17704/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX MeTofax
BMNPOOYBaHHS) - He3HauHi 3mMiHn y
mMeToai BEPX ans KOHTposto
nokasHuka «KinbkicHe BU3HAYEHHS», a
cawve:

- LLloAo npuroTyBaHHA cTaHAapTHOrO
PO3UnHY.

- HesHauHi 3miHuM nig yac
NpUroTyBaHHs1 BUNPO60BYBaHMX
pO3unHiB, 6€3 3MiHU KiHLEeBOT
KOHL,eHTpaLii;

- BBeeHHs koedpiuieHTa nogi6HocTi Ta
hopmyn MOro po3paxyHKy Mix gsoma
CTaH4apTHYMK PO3YMHaMK;

- 3MiHN y chopMynax po3paxyHky
KifIlbKiCHOro BMICTY BHAC/MiA0K 3MiHM
NpUroTyBaHHs BUNPOOOBYBaHNX
PO3YMHIB.

MpoekT MKA /13 (0000)

138.

CUHA®/TAH

masb 0,025% no 15
Iy Ty6i a/tOMiHIEBiIlA;
no 1 Ty6i B nayui 3
KapTOoHY

[N "CTALA-
YKPAIHA"

YkpaiHa

TOB "®3 "CTALA"

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHu | TUNYy - 3MiHKM 3
AKOCTIi. [O0TOBWMIA Nikapcbkuii 3aci6.
KOHTPO/b [ONOMDKHUX PEHOBUH.
3MiHa y MeTofax BMNpo6yBaHHsA
[L0MOMIDKHOT PEYOBUHMN (HE3HAUHI 3MiHW
y 3aTBeppKeHnX MmeTodax
BMNPOBYBaHb) - BUNYYEHHS
AeTanisavii MeTO4MKN KOHTPOSO
cyb6cTaHuii «MapadiH» 3a NOKasHNKOM
«Mikpob6ionoriyHa uncrtota» 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWiA
nikapcbkunii 3aci6. KoHTponb
[L0MOMDKHUX peYOBUH. 3MiHa Yy
mMeTodax BUNPO6YBaHHSA AOMNOMDKHOI
pPEeYOBUHU (HE3HAYHI 3MiHW Y
3aTBEPIXKEHNX METOAAX
BMNPOGYBaHb) - BUNYYEHHS
netanisauii METOAMKN KOHTPO/IIO
cybcTaHUii «JTaHoNiH» 38 NOKa3HUKOM
«MikpobionoriyHa unctoTa». 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMA
nikapcbkuii 3aci6. KoHTponb
[O0MOMDKHWX PEYOBUH. 3MiHa Y
MeToAax BUNpobyBaHHA [JONOMIXKHOI

3a
peyenmom

UA/4902/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
pPeYOBUHM (HE3HAYHI 3MiHU Y
3aTBEPMXEHNX MeTofax
BMNPOGYBaHb) - BUTyYEHHS
netanisauii MeTOAMKN KOHTPOSI0
cy6cTaHuii «lMponineHrnikone» 3a
nokasHukom «MikpobiosoriyHa
yucToTax». 3MiHu | Trny - 3MiHK 3
AKOCTI. [0TOBWUIA Nikapcbkuii 3acib.
KOHTPO/b [ONOMDKHUX PEYOBUH.
3MiHa y MeTofax BUNpo6yBaHHsA
L0MOMIDKHOT PEYOBMHMN (HE3HAUHI 3MiHW
y 3aTBepKEHNX MeToAax
BMNPOBYBaHb) - BUNTYyYEHHS
AeTanisavii MeTO4MKN KOHTPOSO
cy6cTaHuii «LiepesnH» 3a NokasH1KoM
«MikpobionoriyHa yncTota»
139. | CONEAYM® racTpope3nCTEHTHI Kaccenna- HimeuumnH HaHeCEeHHS Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiHNX 6e3 UA/15105/01/01
POPTE Karncynm m siki, no mefn M'v6X & a NOKPUTTSA, BTOPUHHE PymyHis MaTepianis: yTOUHEHHA npoaueaypuv peyenma
200 mr no 20 kancyn Ko. KI nakyBaHHs, B Hakasi MO3 YkpaiHu Ne 1748 Big
y 6nictepi; no 1 KOHTPO/Ib SIKOCTI, 19.11.2025 - 3miHn | Tuny -
6nictepy B BUNYCK cepil: AJMIHICTpaTVBHI 3MiHW. 3MiHa
KapTOHHIi kopobuyj; Knoctepdpay HaliMeHyBaHHs Ta/abo agpecu micus
no 25 kancyny Bepnin 'm6X, NPOBaL)KEHHS AiSNIbHOCTI
6nicTepi; no 2 abo 4 HimeuunHa,; BMPOGHMKa/iMnopTepa rotoBoro
6nictepu B nNiKapcbkoro 3acoby, BKIoYaum
KapTOHHI KOpOOL;j HaHeceHHs OinbHULI BUNYCKY cepii abo micue

MOKPUTTSA, KOHTPO/Tb
SKOCTI, BUNYCK cepil:
ApTecaH ®apma
M6X & Ko. KI
HimeuunHa,;
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
ApTecaH ®apma
'vBX & Ko. KT,
HimeuunHa,;

BTOPUHHE
nakyBaHHs:
ApTecaH ®apma
'MBX & Ko. KT,
HimeyunHa;

BMPOBHMLUTBO

NpoBefeHHS KOHTPOJTIO AKOCTI.
(aisnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOpPTEpP, He BKIYaymn
BWMYCK cepiil) 3mMiHa HaliMeHyBaHHS
BUPOGHMKa Kancyn (6e3 NokpuTTs) in
bulk 3 Cgicckanc PymyHis CPJ1/
Swisscaps Romania SRL Ha AeHoBa
PymyHisa C.P.J1. / Aenova Romania
S.R.L BMpo6HUui onepavii ginbHuuji Ta
T MicLe3HaxXOMKEHHS 3anLWalTbCa
He3MiHHUMUK. Takox B pamkax gaHol
3MiHV BHOCATLCSA pefakLiliHi npaBku B
agpeci BUpo6bHUYOI AinbHULj (AeHoBa
PymyHia C.P.J1.), a came 3 «Byn. Kapn
I, Hp. 20, KomyHa KopHto, KOae
MpaxoBa, nowToBwWit kog 107180,
PymyHis» Ha «Byn. Kapn |, Hp. 20,
KomyHa KopHio, OgeT MNMpaxoBa,
nowToBwMii kog 107180, PymyHisi»
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Kancyn (6e3 ONs NpuBeAeHHA afapecu
nokputTs) in bulk: 3aTBEPKEHOr0 BUPOOHMKA Y NMOBHY
KataneHT BiANOBIAHICTb A0 MiLeHsil
HimeuunHa E6epbax
'M6X, HimeuunHa;
BVPOGHMLTBO
Kancyn (6e3
nokputTs) in bulk:
AeHoBa PymyHis
C.P.J1., PymyHia
140. | COA3MIN Tabnetku, no 10 AT Bonrapis Brpo6HMUTBO Bonrapis BHECEHHS 3MiH 0 peecTpavliinHmx 6e3 niossieae UA/9012/01/01
Tabnetok y 6nictepi; "Codpapma” Hepo3dghacoBaHOT MaTtepianis: 3miHu | TUNy - 3MiHn peuenma
no 2 6nictepu B nNpoAyKLii, NnepBnHHa oo 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIN nayui Ta BTOPUHHa thapmakoHarnagy. 3MiHa y KOpoTkili
ynakoBka: Betnpom XapakTepucTuLi Nikapcbkoro 3acoby,
Al, Bonrapis; TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
[lo3Bin Ha BMNyCcK MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
cepii: AT perynsipHO OHOB/IKOBAHOIO 3BITY 3
"Codhapma”, 6e3nekun nikapcbkoro 3acoby, abo
Bonrapis JocnifpkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIIKEHD,
npoBeAeHNX BiAMNOBIAHO A0 NaHy
neaiatpnyHux gocnigpkers (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHUM
YNOBHOBAXXEHVM OPraHom).
3MiHU BHeCeHO [0 IHCTpyKUii Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby Ao po3ginis
"MpoTmnokalaHHs", "Oco6MBOCTI
3acTocyBaHHsA" Ta "lNMobiuHi peakuii”
Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLi
{040 6e3nekn 3acTocyBaHHs Airo4oi
peyoBuHM (MeTami3on HaTpito).
141. | TArTPICCO TabneTku, BKpUTI ACTPA3EH Lseuis BMPOGHMLITBO, Lsewis BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/16232/01/01
NNiBKOBOKO EKA Ab KOHTPO/Tb SIKOCTI, mMaTtepianis: 3miHu | TMny - 3MiHn peuyenmom
060/10HKO0, MO 40 BUNYCK cepil, oo 6e3nekn/edyeKTMBHOCTI Ta
mr, no 10 TabneTok nepBuHHE Ta thapmakoHarnagy. BeegeHHsa abo
y 6nicTepi; no 3 BTOPUHHE 3MiHM [0 y3aras/ibHeHMX JaHuX Npo
6nictepn y nakyBaHHS: cuctemy chapmakoHarnagy (BBefeHHs
KapTOHHi KopobLyi AcTtpa3eHeka Ab y3arasibHeHUX AaHux Npo cuctemy

hapmakoHarnsigy, smiHa
YNOBHOBaXXEHOI 0cobMU,
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asBHuka s
3[iiCHEHHSsI hapMakoHarsay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBiAANbLHOI 3a 3iliCHEHHS
hapmMakoHarniagy (Bkiovaroun
KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MilLleHHi MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0CO6Y 3asBHMKa,
Bi4NoBiAabHOI 3a hapMakoHarnsg.
[itoua pepakuis: [-p Marnyc lcaHgep /
Dr. Magnus Ysander. MponoHoBaHa
pepakuis: Gemma Jimenez Sese.
3MiHa KOHTaKTHMX AaHnX
YMOBHOBaXXEHOT 0CO6Y 3asBHMKa,
Bi4NoBiAabHOI 3a hapMakoHarnsg.
YTOYHEHHS W00 Ha3BW KoMnaHil, ge
3HaxoAuTbCA MacTep-daiin cuctemm
hapmakoHarnsgy Ta 3filicHIETbCS
OCHOBHa JisifIbHICTb 3
dhapmakoHarnsgy

142.

TATPICCO

TabneTku, BKPUTI
nNiBKOBOKO
060/10HKOI0, N0 80
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHI KopooLyi

ACTPASEH
EKA Ab

Lseuis

BMPOBHULTBO,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
AcTpa3eHeka Ab

LLiBeuis

BHECEHHS 3MiH [0 peecTpavjiinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHsa abo
3MiHV A0 y3arasibHEHUX AaHWX Npo
cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnx npo cuctemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnagy 3assHuka gns
3[jiCHEHHsI hapMakoHarisay B
YkpaiHi, K0 BOHa BiAMIHHA Big,
YMOBHOBaXeHOT 0cobw,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarniagy (Bkovaroun
KOHTaKTHi AaHi) Ta/abo 3mMiHu y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6U 3asIBHMKA,

3a
peuyenmom

UA/16232/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Bi4NoBiAabHOI 3a hapMakoHarnsg.
[itoua pepakuis: [-p Marnyc lcaHgep /
Dr. Magnus Ysander. MponoHoBaHa
pepakuis: Gemma Jimenez Sese.
3MiHa KOHTaKTHWUX AaHnX
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
Bi4NoBiAaIbHOI 3a hapMakoHarnsg.
YTOYHEHHS W040 Ha3BW KoMnaHil, ge
3HaxoAuTbCA MacTep-daiin cuctemm
hapmakoHarnsgy Ta 3filicHIETbCS
OCHOBHa JisifIbHICTb 3
chapmakoHarnsgy
143. | TAXUBEH® PO3YMH ANA iH'EKLNA, EBEP AscTpist BiANOBifaIbHWIA 32 AscTpis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/14347/01/01
5 mr/mn; no 5 mn B Helipo BUNYycK cepii: EBEP ®paHuisa marepianis: 3miHu Il Tuny - 3miHK 3 peyenmom
amnyni; no 5 amnyn Papma Helipo ®apma AKOCTi. A®I. (iHWi 3MiHW) OHOBNEHHSA
Y KapTOHHIi1 kopobuy; 6X 'M6X, ABCTpisi; ASMF Ha gitouy peqyoBuHy ypanignn
no 10 mn B amnyi; BMPOBGHULTBO, 0151 3aTBEPKEHOTO BUPOOHMKA
no 5 amnyny nepBrHHe Ta ERREGIERRE S.p.A., Italy.
KapTOHHI KopooLli BTOpPUHHE 3aTtBepmkeHo: Version [00])/date
nakyBaHHs, (2017-12-21). 3anponoHOBAHO:
KOHTPO/Ib SIKOCTI: Version [14]/date (2023-05-15)
CEHEKCI, ®paHuis
144. | TAXUBEH® KOHUEeHTpaT A5 EBEP ABCTpist BignosiganbHuii 3a ABcTpisi/ BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/14347/02/01
\ po3unHy Ans Helipo Bunyck cepii: EBEP ®paHuisa mMartepianis: 3miHu Il Tuny - 3MiHu 3 peuyenmom
iHdpysiii, 5 mr/mn; no Papma Helipo ®apma AakocTi. A®I. (iHWi 3MiHK) nogaHHA
20 mn B amnyii; no 6X 'M6X, ABCTpISi; oHoBneHoro ASMF Ha gjtouy
5 amnyn y kapTOHHiIl Bnpo6HuLTBO, peyoBuHyY ypanignn ans
Kopoo6Li nepBuHHE Ta 3aTBEPKEHOr0 BUPOOHMKA
BTOPUHHE ERREGIERRE S.p.A., ltaly
nakyBaHHs, (3aTBepmkeHo: Version [00])/date
KOHTPO/Ib AIKOCTI: (2017-12-21); 3anponoHOBaHO:
CEHEKCI, ®paHuis Version [14]/date (2023-05-15)
145. | TBIHPUKC cycneHsia gns nakcoCmit Benuka MapkyBaHHsA Ta Benbrisi/ BHECEHHS 3MiH [0 peecTpaviinHmx 3a UA/13056/01/01
BAKUMHA iH'ekuUid; no 1 gosi (1 KnsiiH BputaHis nakyBaHHsi TOTOBOrO HimeuunHa marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
anda mMn/go3sy) y Ekcnopt NpOAyKTY: akocTi. A®l. KoHtponb A®l. 3miHa y
MPO®INAKT nonepegHLo Nimiten nakcoCmiTKnsiAH napameTpax cneuudikauii Ta/abo
KN HanoBHeHoOMy Bionogxikans, [0MNYyCTUMUX MEX, BUSHAYEHUX Y
FENATUTIB A | wnpuui Ne 1y ®paHujs; cneundikauisix Ha A®l, abo
(IHAKTUBOB | KOMNNEKTi 3 rONKO0 PopmyBaHHS BUXigHWIA/NPOMIKHWIA
AHA) I B 3 MapKyBaHHAM BaKLVHH, npoaykT/pearexT, LWo
(AACOPBOB YKPaiHCbKOI0 MOBOO HarnoBHEHHA B BMKOPVCTOBYHOTbCS Y MPOLECI
AHA) abo 3i cTukepom Lwnpuu, BUpPOGHUUTBaA AP| (BUNYYEHHS
YKPaiHCbKOI0 MOBOIO npoBefeHHs He3HaYHOro nokasHuka sIKocTi

KOHTPO/O AKOCTI,
MapKyBaHHS i

(Hanpuvknag BUTyYeHHs! 3acTapinoro
NoKasHWKa)). BunyyeHHs TeCTyBaHHs
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHsi TOTOBOrO Ha 6ionoriyHy npugatHicTb (biological
NPOAYKTY: suitability), wo npoBoagnTbcs ans
nakcoCmiTKnsiiH deTanbHOI 6nyavoi cnposaTku (foetal
Bionogxikans C.A., bovine serum (FBS)), sika € BUXigHUM
Benbris; marepiasioM B npoLeci BUpo6bHMLTBA
dopmyBaHHS aKTUBHMWX cybCcTaHLii (iHakTMBOBaHM
BaKLWHW, Bipyc renatuty A). BHeceHHs
HarnoBHEHHS B pefakuinHMX NpaBoK 40 po3ainy
Lwnpui, 3.2.A.2 Adventitious Agents Safety
npoBefeHHs Evaluation.
KOHTPO/IO SKOCTI:
CwmiTKnaiiH Bivem
dapma Mv6X yHA,
Ko. KI, HimeuyunHa;
Bunyck cepii
roTOBOrO NPOAYKTY:
nakcoCmiTKnaiiH
Bionogxikans C.A.,
Benbris
146. | TENMICTA Tabnetkv no 40 mr KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH 40 peecTpaLinHnx 3a He nionsieae UA/13210/01/02
no 7 Tabnetok y HoBo mecTO bulk", nepBrHHe Ta MonbLa/ mMartepianis: 3miHu | TUNY - 3MiHn peyenmom
6nictepi; no 2, 4 abo BTOpPUHHE IHAis oo 6e3nekn/edekTMBHOCTI Ta
8 bnictepiB y nakyBaHHs, hapmakoHarnsagy. 3mMiHu y KopoTkili
KapTOHHi KopobLyj; KOHTPO/b Ta BUMYCK XapakTepucTuLi Nikapcbkoro 3acoby,
no 10 TabneTok y cepii: KPKA, a.4., TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
6nicTepi; no 3 abo 6 HoBso mecTo, Me[MYHOro 3aCTOCYBaHHS
6nicTepiB y CnoBeHis; reHepu4HUX/ribpuaHMX/6ionoai6HMX

KapTOHHI Kopo6Lli

BMPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii: KPKA MonbLa
Cn.3 0.0., MonbLua,;
KOHTpPO/b cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis;
KOHTpPOb cepii:
Kewmina6 g.0.0.,
CnoBeHis;
BMPOGHMLTBO «in
bulk», nepeuHHe Ta
BTOPVIHHE
nakyBaHHs: Jlaypyc
Jla6e Jlimitea, IHAjs

nNiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOLHMX HOBKX 404aTKOBUX
AaHnx). 3MiHY BHECEHO A0 iHCTPYKLi
AN MeAnYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby y po3ginn
"apmakoTeparnesTuyHa rpyna. Kog
ATX " (wWoao dopmynoBaHHA rpynu,
6e3 3MiHun kogy ATX),
"apMakonoriyHi BacTnBocTi”,
"B3aemogis 3 iHWMMMW NiKapCbKUMu
3aco6amu Ta iHLWi BUAY B3aeMogiii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiof BariTHOCTI
ab0 rogyBaHHA rpyaar”, "3aaTHicTb
BN/MBaTW Ha LWBUAKICTb peakuil npu
KepyBaHHI aBTOTpaHcnopTomM abo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
iHWMKU MeXaHi3mamn”, "Crocio
3actocyBaHHsa Ta gosu", "fitn",
"Mepepo3yBaHHsa", "Mob6iyHI peakuii™
3riAHO 3 iHhopmaLieto Wwoao
ME[LMYHOro 3aCTOCYBaHHS
pedhepeHTHOro Jlikapcbkoro 3acoby
(MIKAPANC®). BBeeHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS
147. | TENMICTA Tabnetkn no 80 mr KPKA, a.4., CnoBeHis BMPOBHMUTBO "in CnoseHisi/ BHECEHHS 3MiH [0 peecTpaLjiitHmx 3a He niidnsiecae UA/13210/01/03
no 7 tabnetok y HoBo mecTO bulk", nepBuHHe Ta Monbwa/ marepianis: 3miHu | Tuny - 3miHn peyenmom
6nicTepi; no 2, 4 abo BTOPUHHE IHais oo 6e3nekn/edyeKTMBHOCTI Ta
8 6nicTepiB y nakyBaHHs, hapmakoHarnsgy. 3mMiHu y KopoTkili
KapTOHHI KOpOO6Lj; KOHTPONb Ta BUMYCK XapakTepucTuLi fikapcbkoro 3acoby,
no 10 TabneTtok y cepii: KPKA, a.4., TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
6nictepi; no 3 abo 6 HoBo mecTo, MeAMYHOro 3aCTOCYBaHHS
6nictepiB y CnoseHis; reHepuYHUX/TibpuaHNX/6ionoaiGHMX
KapTOHHI Kopo6Lyi BMPOGHMLTBO "in NiKapCbKNX 3ac06iB Nic/1s1 BHECEHHS
bulk", nepBrHHe Ta Tiei camoi 3MiHW Ha pedhepeHTHWA
BTOPUHHE npenapart (3MiHa He NnoTpebye
nakyBaHHs, HafaHHA XOHVX HOBKX A0AATKOBUX
KOHTPONb Ta BUMYCK AaHunx). 3MiHN BHECEHO A0 IHCTPYKLT
cepii: KPKA MonbLa AN MeANYHOro 3acToCyBaHHsA
Cn.3 0.0., MNonbLya; nikapcbKoro 3acoby y po3ainu
KOHTPO/b cepii: "GapmakoTepanesTuyHa rpyna. Kopg,
KPKA, 4.4., Hoso ATX " (wWoao dhopmyoBaHHS rpynu,
mMecTo, CroBeHis; 6e3 3MiHun kogy ATX),
KOHTPO/b cepii: "®apmMakonoriyHi BnactmsocTi”,
Keminab g.o.0., "B3aemogis 3 iHWMMU flikapCbKuMun
CnoBseHis; 3aco6amu Ta iHWi BUAW B3aeEMogii”,
BUPOBHMLTBO «in "Oco61BOCTI 3acTOCyBaHHA",
bulk», nepenHHe Ta "3acTocyBaHHsA y nepiof BariTHOCTI
BTOpPUHHE abo rogyBaHHs rpyaat”, "3aaTHicTb
nakyBaHHs: Jlaypyc BMN/IMBATW Ha LWBMAKICTb peakuii npu
Na6ce Nimitea, IHAiNA KepyBaHHi aBTOTpaHCNOpTOM abo
iHWMMK MexaHi3mamun®, "Cnoci6
3acTocyBaHHsA Ta gosun”, "ditn",
"Mepeno3yBaHHsa", "Mo6GiYHI peakyjii”
3riHO 3 iHhopmaLieto Wwoao
MeAMYHOro 3aCTOCyBaHHSA
pecthepeHTHOrO JlikapCbKoro 3acoby
(MIKAPANC®). BBefeHHS 3MiH
NpOTArom 6-Tu MicAuiB nicas
3aTBEPKEHHS
148. | TEPA®JIEKC | kancynu; no 30, abo TOB YkpaiHa BUPOGHUK, CWA BHECEHHS 3MiH 0 peeCTpaLiiHNX 6e3 UA/7749/01/01
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Ha3ssa

Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
® 60, abo 120, a6o "Baitep” BiANoBiganbHUi 3a MaTtepianis: 3miHu | TUNY - 3MiHK peuyenma
200 kancyny nakyBaHHs, oo 6e3snekn/edeKTMBHOCTI Ta
nnacTUKoBOMY KOHTPO/b Ta BUMYCK dhapmakoHarnsgy. 3miHa 4acTtoTu
chnakoHi; no 1 cepii: KoHTpakT Ta/abo TepMiHIB NOAAHHA perynsipHo
hnakoHy B Papmakan OHOB/IOBaHMX 3BITIB 3 6e3nekn
KapTOHHI Kopo6Lyi KopnopeiiwH, CLUA; nikapcbkunx 3aco6iB. 3MiHW y YacToTi
Bnpo6HWK, Ta farax nofaHHsa perynspHo
BiANOBIAaIbHUI 3a OHOB/IHOBAHOrO 3BITY 3 6e3neku.
BMPOGHULITBO in [itoya pepakuisi: YactoTa nogaHHs
bulk: KoHTpakT perynsipHO OHOBJ/IHOBAHOTIO 3BITY 3
dapmakan 6e3nekn 13 pokis. KiHueBa gara ans
KopnopeiiwH, CLUA BK/IIOYEHHSA faHux o PO3b —
01.01.2025 p. Aata nogaHHA —
01.04.2025 p. MponoHoBaHa pefakuis:
YacToTa nogaHHs perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun 9
pokiB. KiHueBa garta Ans BKIOYEHHS
naHux go PO3b — 02.12.2031 p. Aata
nogaHHa — 01.03.2032 p.
PekomeH[0BaHO [0 3aTBEPAKEHHSA
BiANOBIAHO [0 NEpPiOANYHOCTI NOJaHHS
perynisipHoO OHOBJIHOBaHWX 3BITIB 3
6e3nekmn nikapcbkunx 3acobis y EC.
149. | TEPOHPE] TabneTku, BKpUTI O-p Pepai'c IHAisA O-p Peppi'c IHAjA BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/18213/01/01
nNiBKOBOKO Nab6opatopi Na6opaTopic /Ta, marepianis: 3MiHu | TUNYy - 3MiHKM 3 peuenmom
060510HKO0, No 250 c it ®TO-7 AKOCTi. [0TOBWIA Nikapcbknit 3aci6.

mr; no 120 TabneTok
y KOHTelHepi; no 1
KOHTeliHepy y
KapTOHHI Kopo6Lyi

3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIOYaKOUM dianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby

(36inblueHHs oo 10 pasiB NOPIBHSAHO i3

3aTBEPXEHVM PO3MipoM). BBeeHHs

[04aTKoBOro po3mipy cepii N3,
3aTBepaxeHo: 1,25,000 tablets

(92.056 kg) 3anponoHoBaHo: 1,25,000
tablets (92.056 kg), 1,66,666 tablets

(122.741 kg)

BBefeHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepmkeHHs. 3miHu Il Tuny -
3MmiHu 3 sKocTi. A®l. BUpo6HMLTBO.

3MiHa BUpO6HMKa
BWXi4HOr0/MPOMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci Adl, abo 3miHa BUpobHMKa
(BKKOYAOUM, Ae HeobxigHo, Micue
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

NpoBeAEeHHS KOHTPO/IO AkocTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMy A0CbE)
(BBEAEHHA HOBOTO BMPOGHUMKA API 3
HagaHHAM MacTep-chaiina Ha Adl).
BBeeHHs1 0AATKOBOrO BUPOGHMKA
A®| Aurisco Pharmaceutical Co., Ltd,
KuTali (3aTBEepKeHnii BAPOOHUK:
Industrias Quimicas Falcon de Mexico
S.A. de C.V., Mekcuka
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

150.

TVKO3WA,

PO34mnH ANS iH'EKLi,
4 mr/2 mai; o 2 mn B
amnyni; no 6 amnyn
Y KOHTYpHIiA
YapyHKOBIl
ynakosLi, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B KapTOHHIi1 kopobui

TOB
"YOPN[,
MEANLMH"

Ykpaina

YOPNA, MEAVLH
INAY CAH. BE
TIOK. AL

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLinHx
martepianis: TexHiyHa nomunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460)
BUMNpPaBAEHHS TEXHIYHUX NOMUIOK
3rigHo n.2.4. po3giny VI Hakasy MO3
Ykpaiuu Big 26.08.2005p. Ne 426 (y
pegaxuii Hakasy MO3 Ykpainu Big
23.07.2015 p Ne 460), gonyLeHux npu
npoBefeHHi npoLeaypy peecTtpauii
(PN NeUA/20653/01/01; Haka3z MO3
Ykpainu Big 31.10.2024 p. Ne1828) B
MKA N3, a came, y cneyudikadii Ta
MeTofax KOHTPO/I0 AonyLeHa
noMuW/IKa B 3a3Ha4€HHi po3MipHocTel
3a NoKasHWKOM «BbakTepiasbHi
€HOO0TOKCUMHW». 3a3HaueHi
BUNPaB/EHHS BiANoBifaloTb apXiBHUM
MarepiasiaM peecTpauiiHoro 10CheE.

3a
peyerimom

UA/20653/01/01

151.

TOBPALEKC
®

Masb O4Ha; Mo 3,51
y Ty6i; no 1 1y6i y
KOpOoO6Li 3 KAPTOHY

HoBapric
dapma Al

LLiseliyapi
2

HosapTic
MaHydakTypiHr HB

Benbris

BHECEHHS 3MiH 40 peecTpaLiiHNX
marepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTuguikaT BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTtudpikaTa BiANoOBIAHOCTI
€Bponelicbkiii hapmakonei: ans Adl;
ONs BUXIAHOTO
mMartepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPO6HMUTBI API; 118 AONOMIKHOT

3a
peyenmom

UA/2448/02/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBreHWiA cepTudikaT Bif yxe
3aTBEPAXEHOr0 BUPOGHMKa - MogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 1996-019 -
Rev 08 (3aTBepmxeHo: R1-CEP 1996-
019 - Rev 07) ana A®I
[JekcaMeTasoHy Bif BXe
3aTBEpPAKEHOro BUpo6HMKa Sanofi-
Chimie, France, sikvii 3MiHVB Ha3By Ha
EUROAPI FRANCE, France.

152.

TOBPALEKC
®

Kpanni o4Hi no 5 mn
y thriakoHi-
KpanenbHuui; no 1
dhnakoHy-
KpanesibHuLji B
KOpOOLi 3 KAPTOHY

HosaprTic
dapma Al

LLisenuapi
a

HoBapTic
MaHydakTypiHr HB

Benbris

BHECEHHS 3MiH 0 peecTpaLinHx
mMartepianis: 3miHu | TUNY - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa yactoTu
Ta/abo TEPMIHIB NOAAHHA PErynsipHo
OHOBJIHOBAHNX 3BITiB 3 6e3neKkn
nNikapcbkunx 3acobiB. 3MiHW y YacToTi
Ta faTtax nofaHHs perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku.
[itoya pepakuis: YactoTta nogaHHs
perynsapHO OHOB/IIOBAHOTO 3BiTY 3
6e3nekun 14 pokis. KiHueBa gata gns
BK/1IOYEHHSA AaHunx o PO3b -
31.03.2025 p. Aarta nogaHHs -
29.06.2025 p. MponoHoBaHa peaakuis:
YacToTa nofaHHs perynispHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn 5
pokiB. KiHueBa aarta A/15 BKIIOYEHHS
naHux go PO3b - 31.03.2026 p. [arta
nogaHHs - 29.06.2026 p.
PekomeHA0BaHO [10 3aTBEPAKEHHS
BiANOBIAHO A0 NEPIOANYHOCTI NOJaHHSA
perynisipHo OHOBJIIOBaHWX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

3a
peyerimom

UA/2448/01/01

153.

TPOKCEBAS3
NH®

kancynu no 300 mr
no 10 kancyny
6nictepi; no 5 abo
no 10 6nicTepiB y
KapTOHHI Kopo6Lyi

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHapma-
Pasrpag AT

Bonrapis

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX
marepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudpikata
BiANOBIAHOCTI a60 BU/TYYEHHS

6e3
peyenma

UA/3368/02/01
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Ha3ssa

3asBHuk

Popma surnycky Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

cepTugikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: gns Adl;
ONs1 BUXiAHOTO
mMatepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®Il; ANs ONOMIXHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBreHWiA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
OHoBeHiA cepTuddikaT Bif yxe
3aTBepAXeHoro BupobHuka PCAS,
France R1-CEP 2005-263-Rev 05 Ha
A®| TpokcepyTuH. OHOBJ/IEHHA
nonsrae y 3By)XXeHHi BUMOT LL00
BMICTY €TU/IEHI/IIKOMIO 10 «He Binblue
0,088%», [itoua pegakuin: R1-CEP
2005-263-Rev 04 (PCAS)
MponoHoBaHa pepfakuis: R1-CEP
2005-263-Rev 05 (PCAS). 3miHu |
Tuny - 3miHn 3 skocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI EBpONENChbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BigNoBiAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ans BUXigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; AN ONOMIXHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHuniA cepTuddikaT Bif yxe
3aTBEPAKEHOro BUPOOHMKA -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEpAKEHOro BMpo6Huka PCAS,
France R1-CEP 2005-263-Rev 08 Ha
A®| TpokcepyTvH. 3MiHa BKIOYaE
OHOBJ/IEHHS afpecu BflacHUKa Mactep-
thaiina Ta Ha3BW BUPOGHWYOT Ai/TbHNL
3 Expancia PCAS Ha PCAS, a Takox
He3HauHi 3MiHN y MeToamLi
BMNPOo6YyBaHHS A®|. BUPOBHWMK
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

3a3Havae, wo AdI 3a R1-CEP 2005-
263-Rev 06 Ta R1-CEP 2005-263-Rev
07 He Gynv BNpOBaXeHi | He
BMKOPVCTOBYBA/10Cb Y BUPOBHULTBI
N3. 3miHun | TMny - 3miHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumdikalisx Ha
A®I, abo BUXIQHWIA/NPOMDKHUIA
npoAayKT/peareHT, Lo
BMKOPUCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (ONOBHEHHS
cneundikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiAMNOBIAHUM METOA0M
BMNpPo6yBaHHSA) [JlONOBHEHHS
cneuungikauii A®I napametpom
«3a/TMLLKOBI PO3YNHHVIKM -
I3onponaHon» 3 mexeto BMicTy 7500
ppm.
3MiHn | TURY - 3MiHK 3 SKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumdikalisx Ha
A®I, abo BUXIQHWIA/NPOMDKHUIA
npoAayKT/pearexT, LWwo
BMKOPUCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (ONOBHEHHS
cneuudikaLii HOBUM NOKA3HUKOM
AKOCTi Ta BiAMNOBIAHUM METOA0M
BMNPo6yBaHHS) [JlONOBHEHHS
cneuungikauii A®I napametpom
«3a/IMLLKOBI PO3YNHHUKN —
ETuneHrnikonb» 3 mexeto BMicTy 880

ppm.

154.

T-XONIH®

PO34MH ANS iH'EKLi,
250 mr/mnno 4 mn B
amnyni; no 3
amnynn y KOHTYpHil
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B KapPTOHHIi nauui

TOB «b®K
«CANMKOTAP
IC»

Ykpaina

KoHTposnb skocTi
BUXiAHMX Ta
nakyBasIbHUNX
MaTepianis
(XIMiYHWIA/chiznyHMiA
KOHTPO/b);
KOHTPO/Ib SKOCTI
NPOMIXHOrO,
Hepo3ghacoBaHOro
Ta rotoBoro
NikapcbKoro 3acoby

PymyHis

BHECEHHS 3MiH 0 peecTpaLinHx
marepianis: 3MiHu | TUNY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUpPO6HMLTBI. 3amiHa abo
BBEAEHHS [04aTKOBOI AiNbHNLL
BUPOGHMLITBA A/151 HACTMHM ab0 BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHuuUs ons
BTOPVHHOrO NakyBaHHS). 3amiHa
BVMPOGHWYOI [iTbHNL BTOPUHHOIO
nakyBaHHs /13 Bupo6Huka K. T.

3a
peyerimom

UA/20124/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(XiMiYHWIA/chiznyHNMiA POM®APM KOMMAHI C.P.J1.
KOHTPO/b); 3MmiHu | TMny - 3MiHK 3 AKoCTi. FoToBUIA
BMPOGHULITBO Ta nikapcbkuii 3aci6. 3mMiHn y
nepBuHHe BUPOGHMUTBI. 3MiHa iMNopTepa/3MiHu,
nakyBaHHs LLIO CTOCYOTbCS BMMYCKY Cepii Ta
nikapcbkoro 3acoby; KOHTPOJ1I0 SIKOCTi FOTOBOTO J1iKapCbKOro
cepTtudikauis cepiii 3acoby (3amiHa abo foaasBaHHsA
Ta BUNYCK cepiit: AiNbHWLI, Ha AKil 34iACHIOETbCA
K.T. Pomdhapm KOHTPO/b/BMNPOGYBaHHSA cepii).
Komnani C.P.J1., 3amiHa ginbHWL Ha siKild 34ilCHI0ETLCSA
PymyHis; KOHTPOb AKOCTi (MiKpObiosorivHuniA
KoHTposb skocTi: KOHTPO/b Ta 6ioNIOriIHWI KOHTPO/Ib)
Mikpo6ionoriyHuii N3 Bupo6HUKa K.T. POM®APM
KOHTPO/1b KOMMAHI C.P.J1.
6ionoriyHui
KOHTPO/1b; BTOPUHHE
nakyBaHHs
nikapcbkoro 3aco6y:
K.T. Pomdbapm
Komnani C.P.J1.,
PymyHis
155. | YPO- Kancysv no 6 mr no OM dapma LLiBeiuapi OM dapma CA Lseiiapis BHECEHHS 3MiH [0 peecTpavjiitHmx 3a UA/12599/01/01
BAKCOM 10 kancyny CA A martepianis: 3MiHu | TUny - 3MiHmn 3 peyenmom
6nicTepi; no 3 akocTi. A®l. BupobHMUTBO. 3MiHa
6nictepn y po3Mipy cepii (BkoUYakouy AianasoHu)

KapTOHHI Kopo6Lyi

A®| ab0 NPOMiXXHOro NPoAyKTY, SKuii
3aCTOCOBYETLCSA y Npoueci
BUpo6HMLUTBa AD| (po3mip cepil
aKTUBHOT PeYOBUHN
6io1oriyHoro/iMyHooriYHoro
NOXOPKEHHS 36i/bLUMBCA/3MEHLLNBCSA
6e3 3MiHn napameTpiB npoLecy
(Hanpuknag Ay6ntoBaHHA MiHii)) -
3MiHa LLoA0 3a3HaYeHHs po3mipy cepil
niogpinizaty OM-89 (gjtouoi peyoBuHM
nisaty 6aktepiii Escherichia coli), 3 14
Kr Ha 22 Kr. 3miHu | Tuny - 3MiHu 3
akocTi. A®l. BUpobHMUTBO. 3MiHM
BUMNpobyBaHb abo AONYyCTUMUX MEX Y
npoueci BupobHuutea Adl, Lo
BCTaHOB/EHI y cnevudikavisx
(hopaBaHHS HOBOrO BMMPOOYBaHHA Ta
[ONyCTUMMX MeX) - [loaaBaHHA
BMNPOBYBaHHSA Bidya/lbHOrO KOHTPO/IHO
Ha eTani BUrpysku ctagii niodpinizauii
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NpPOTAroM NpoLecy BUPOGHMLTBA
[ito40i peyoBrHY ni3aTy bakTepii
Escherichia coli. BisyanbHwii KOHTposib
nonsrae y BisyanoHomy ornsai OM-89
niocpinizaTy gNs nepeBipku HasiBHOCTI
LOiNSHOK 3 MiABULLEHO0 BOJOTICTIO.
3MiHu | TUnNY - 3MiHK 3 aKocTi. AdI.
Brpo6HMLTBO. 3MiHM BMNPOGyBaHb
abo gonycTMMMX MeX Y NpoLeci
BMpo6HULUTBa A®PI, L0 BCTAHOB/IEHI Y
cneundikauisx (4ogasaHHsA HOBOroO
BMNPOOYBaHHSA Ta JOMYyCTUMUX MEX) -
[ofaBaHHS KOHTPO/II0 TPUBANOCTI
LMKy 4715 eTaniB 3amMOopoXyBaHHS,
NEePBUHHOI CYLLKN Ta BTOPUHHOT CYLLUKK
cTagii niocpinizayii NpomiXHOro
NPOAYKTY KOoHUeHTpaty OM-89 B
NpOLeCi CUHTE3Y Ail0Y0i PEYOBUHU
nisaTy 6akTepiii Escherichia coli.
3MiHn | TURY - 3MiHK 3 SKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumdikalisx Ha
A®I, abo BUXIQHWIA/NPOMDKHUIA
npoAayKT/pearexT, LWwo
BMKOPUCTOBYHOTbCS Y MPOLECI
BMPOGHULTBA AD| (BUNYYEHHS
He3HaYHOro MokKasHuKa SKOCTi
(Hanpuknag BUyYeHHs 3acTapisnoro
nokasHuka)) - BuganeHHs He3HayHoro
nokasHuka «Xnopuau» 3i cneumadikawi
L0401 peyvoBUHN. 3MiHM | TURY - 3MiHK
3 AkocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BunpobysaHHs APl abo
BMXiHOrO Matepiany/npoMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX METOAAX
BUMNPOBYBaHHS) - OHOBJIEHHS
npoueaypu BUNPO6YBaHHS, LU0
BMKOPUCTOBYETbLCA A/1A iAeHTUdikauii
B MPOMDKHOMY NPOAYKTI Aitoyoi
peyoBuHM (koHUeHTpaT OM-89). 3MiHn
| TMNYy - 3MiHK 3 sikocTi. ADI. KoHTposib
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

A®l. 3miHa y meTogax BUNpobyBaHHS
Ad| abo BMXigHOTO
marepiany/npomixxHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETbLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) - OHOB/IEHHSA
npoueaypu BUNpobyBaHHs, Lo
BMKOPUCTOBYETLCA A5 ifAeHTuikawii
B Ajtouii peyosuHi (niodoinizat OM-89).
3miHu |l TUny - 3MiHK 3 aKocTi. AL,
Bupo6HMLTBO. 3MiHa BUPO6HMKA
BWXi4HOr0/MPOMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpoOHMKa
(BKTrovatoun, fe HeobxigHo, Micue
NpoBeAEeHHS KOHTPO/IO AkocTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMY 0CbE)
(3miHa B A®| 6ionoriyHoro
NOXOKEHHS abo BUXIAHOMY
MaTepiani/peareHTi/npoMixxHOMY
NPOAYKTI, LLLO BUKOPUCTOBYHOTLCS A1
BMPOGHMLITBA
6i0n0riYHOro/iMyHO0r4HOro
niKkapcbKoro 3acoby ) joaaBaHHs
ainbHuui Organotechnie,
po3TalloBaHol 3a agpecot 27 Avenue
Jean Mermoz 93120 La Courneuve
France, B AKOCTi albTepHaTUBHOIO
BMPOGHMKa/NoCTavasIbHUKA
rOPOXOBOr0 NENTOHY — BUXiAHOrO
marepiany Ailo4ol peyoBuHY, Lo
BUKOPVCTOBYETLCA Y BUPOGHUYHOMY
npoueci niocpinizaty OM-89. 3miHum Il
TUny - 3MiHK 3 AkocTi. AdI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BWXi4HOr0/MPOMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpoOHMKa
(BKNKOYauM, ae HeobxigHo, Micue
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

NpoBeAEeHHS KOHTPO/IO AkocTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMy A0CbE)
(3miHa B A®| 6ionoriyHoro
NOXOKEHHS abo BUXIAHOMY
mMaTepiani/peareHTi/npoMixxHOMY
NPOAYKTI, LLLO BUKOPUCTOBYHOTLCS A1
BMPOGHMLITBA
6i0n0riYHOro/iMyHO0r4HOro
nikapcbKoro 3acoby ) - flogaBaHHA
nOinbHWui Lyofal, po3TtawoBaHoi 3a
agpecoto Z.A. la Gandonne, rue du
Remoulaire, 13300 SALON DE
PROVENCE, France, B AKOCTi
aNbTepHATUBHOI BUPOGHMYOI AiNbHUL
Ansa ctagiii niodinisavii NPOMiKHOro
NpoAayKTy KoHueHTpaty OM-89, Lo
BUKOPVCTOBYETLCA Y BUPOOHULITBI
[ito40i peyoBrHY ni3aTy bakTepii
Escherichia coli. 3minun Il Tuny - 3miHn
3 AkocTi. A®l. BupobHMUTBO. 3MiHa
po3mipy cepii (Bkntovarouy gianasoHn)
A®| ab0 NPOMiXXHOro NPOAYKTY, AKUiA
3aCTOCOBYETHLCA Y NPOLECI
BMpO6HMLTBA AP (3MiHa, Lo
noTpebye foBeAEeHHS NMOPIBHAHHOCTI
aKTUBHOT PeYOBMHU
6i0n10riYHOro/iMyHOMOriYHOro
NMOXOKEHHS) - f0AaBaHHS PO3Mipy
cepii on1s HOBOro BUpPO6HUKa,
BiANoBigasibHOro 3a cragii niodpinisawi
6i0/10r4YHOr0 NPOMIKHOrO MPOAYKTY
KoHueHTpaty OM-89, wo
BMKOPUCTOBYETLCS Y BUPOBGHULTBI
[io4oi peyoBrHY ni3aTy 6akTepii
Escherichia coli. 3aTBepaxeHo
theoretical batch sizes 14kg and 72kg
3anponoHoBaHo theoretical batch
sizes 22kg, 72kg and 32kg

156.

DABPA3NM®

NMopoOLUOK AN
NpUroTyBaHHs
KoHueHTparty (5
Mr/Mn) 45 PO3YUHY
ONns iHdysiik; no 5 mr

CaHodpi B.B.

HigepnaH
an

BVPOGHMLTBO
KIHYEBOTO NPOAYKTY
(fill/finish), kOHTpONb
cepii/BunpobyBaHHs,

nepBMHHA Ta

IpnaHgjs

BHECEHHS 3MiH 40 peecTpaLinHnx
MaTepianis: 3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHA Ai/IbHOCTI BUPOOHMKA

3a
peyerimom

UA/10306/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

a6o no 35 mry
hnakoHi; o 1
chnakoHy B
KapTOHHI KopooLii

BTOPVHHA YNakKoBKa,
[03BiN Ha BUMYCK
cepii:
[hxeHzalim IpnaHg,
Nimiten

(BK/tOYatOUK, 3a HEOBXIAHOCTI, Micue
NpoBeLEHHS KOHTPO/IIO SKOCTI), abo
B/lacHUKa mactep-cpaiina Ha Adl, abo
nocravanbHuka A®1/BuxigHOro
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Y
BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Y
[0CbE Ha NikapcbKunii 3acib) 3a
BiICYTHOCTI cepTudikarta
BiANOBIAHOCTI EBpoNeiichbkili
thapmakonei y 3aTBepaKeHOMY [0ChE,
ab0 BMPO6HMKa HOBOI [OMOMIXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCHE)
3MiHa Ha3BW BUPOOHMKA, LLIO
BiANoBigae 3a 36epiraHHsA rofIOBHOIO
(MCB) Ta po6oyoro (WCB) 6aHky
KNiTVH. BupobHuya ginbHuus, agpeca
Ta yci BUpobHuyi onepadujii
3a/IMWATHCA HE3MIHHUMN.
[itoua pegakuin: Genzyme Flanders
BVBA, Belgium
MponoHoBaHa pepakuin: Genzyme
Flanders, Belgium.
3miHu |l TUny - 3MiHK 3 aKocTi. AL,
Bupo6HMLTBO. 3MiHa BUPO6HMKA
BWXi4HOr0/MPOMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpoOHMKa
(BrTrovatoun, fe HeobxigHo, Micue
NpoBeAEeHHS KOHTPOJIO AkocTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMY 0CbE)
(3MiHM 00 3axopis, NOB'A3aHMX 3
KOHTPONIEM aKTUBHOI PEYOBUHU
6i0n0riYHOro NOXoMKEHHS: 3aMiHa abo
[ofaBaHHA AiflbHUL, Ae NPOBOAUTLCSA
KOHTPO/b/BUNPOBYBaHHSA cepii,
BK/THOHAI0UM 3aCTOCYBaHHS
6i010ri4YHOro/iMyHOOrYHOr0/iMyHOXIMI
yHoro metogy) flogaBaHHs
aNbTepHATUBHOT BUPOOGHMYOI AiNbHUL
A®| BignoBiganbHOI 3a KOHTPO/Ib
SIKOCTi Npu BUNycky cepii API
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(6ionoriyHo aKTMBHOT PeYoBUHU
arancugasa 6eTa 3a nokasHvukamu, a
came TeCTyBaHHS roTOBOI Ky/NbTypu
piauH (harvest fluid) Ha in vitro
3aHeceHi Bipycu Ta apibHuii Bipyc
muweit): BioReliance Corporation
(9820 Darnestown Road, Rockville,
MD 20850, USA).
157. | ®PEBAPVH® TabneTku, BKpUTI ABGOTT HigepnaH MaiinaH ®paHuia BHECEHHS 3MiH 0 peecTpavlinHx 3a UA/7599/01/02
nNiBKOBOKO Xenckea an Na6opatopiz CAC marepianis: 3MiHu | TUNYy - 3MiHKM 3 peuenmom
o060s10HKot0, Nno 100 MpopakTc akocTi. A®l. KoHTponb A®L. 3miHa y
mr, no 15 TabneTok B.B. napameTpax cneuudikadii Ta/abo

y 6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHi kopobuy;
no 20 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI KopooLli

[0NYyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha A®l, abo
BWXigHWIA/NPOMDKHWIA
npoaykT/pearexT, Lo
BMKOPUCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHSA
crneundikaLii HOBUM NOKA3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M
BUNPO6YBaHHSA) - floAaBaHHA
KOHTPO/IIO 3a/IMLLKOBOTO PO3UYMHHMKA
"Hexane" go nokasHuKa sKoCTi
"residual solvent" 3aranbHoT
cneundikanii A®I 3 BignosigHUm
MeTOAO0M BUMPOOYBaHHSA. 3MiHa
00yMOB/IEHHA HAABHICTb JAaHOro
BMNPOGYBaHHS C OHOBMIeHHsAM CEP
A®I| chnyBokcamiHy manear Bif,
BMpo6HMKa ZCL Chemicals Ltd., Ta
BHOCUTBLCA TiNbku ans A®I Big gaHoro
BMPOGHMKA. Takox, y 3B'I3KY 3
OHOBJ/IEHHAIM CUCTEMM YNPaB/iHHA
[OKyMeHTaUi€eo B KoMnaHii A66OTT y
3arasibHili cneumndikadii Ad|
BiAOYyIMCS TEXHIYHI pefaryBaHHs,
30KpeMa YTOYHEHO BHYTPILLHI HOMepU
[OKYMEHTIB LLIOA0 MeToAiB
BUMNPOBYBaHb A/15 3aUTULLKOBOrO
po3urHHKKa Acetonitrile Ta nokasHuka
akocTi "Impurities (GC-MS)", cami
MeToAW 3a/mLaTbes 6e3 3MiH, a
TakoX BHECEHO KOPEKTOPCLKiI NpasKu B
TEKCT MOCU/MaHHA Ha YNHHE BUAAHHS
€. 3MmiHn | TNy - 3MiHK 3 AKOCTI.
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

CepTudbikat signosigHocTi/lE-
ceptudikaTt BiANoOBIAHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTugikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: gns Adl;
ONs1 BUXiAHOTO
mMatepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®Il; ANsS ONOMIXHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHWiA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2014-089-Rev
02 (3atBepgxeHo: R1-CEP 2014-089-
Rev 01) ana A®l dnyBokcamiHy
Manear Bif, BXe 3aTBEPAXEHOr0
BMpo6HMKa ZCL CHEMICALS LTD.,
India.

158.

DEBAPUH®

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, N0 50
mr, no 15 TabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI kopobuyj;
no 20 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

AG6OTT
Xenckea
MNpopakTc

B.B.

HigepnaH
an

MalinaH
Na6opatopiz CAC

PpaHuis

BHECEHHS 3MiH [0 peecTpavjiinHmx
marepianis: 3miHu | Tuny - 3miHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
O0NYyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo
BUXigHWIA/NPOMIKHWIA
nNpoAayKT/peareHT, Wo
BMKOPUCTOBYIOTLCA Y MPOLECI
BUPO6HMLTBA AD| (LONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTI Ta BiANOBIAHUM METOA0M
BUNPO6YBaHHS) - [loAaBaHHs
KOHTPO/TIO 3a/IMLLKOBOTO PO3UYMHHMKA
"Hexane" [0 nokasHuka SKOCTi
"residual solvent" 3aranbHol
cneuudikauii A®| 3 BignosigHUM
MEeTOAO0M BUMPOGYBaHHS. 3MiHa
06yMOB/IEHHA HasABHICTb AAaHOr0
BMNPOGYBaHHA ¢ OHOBMEHHAM CEP
A®I chbnyBokcamiHy Manear Big

3a
peyenmom

UA/7599/01/01
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n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ghopma,
ynakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHSA

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUpo6HMKa ZCL Chemicals Ltd., Ta
BHOCUTLCA TiNlbkn ans A®I Big gaHoro
BMPOGHMKaA. Takox, y 3B'A3Ky 3
OHOB/IEHHAM CMCTEMU YNpPaB/iHHA
[OKyMeHTaujieo B komnaHii A66OTT y
3arasbHili cneumdikadii Ad|
BiA6yN1cs TEXHIYHI pefaryBaHHs,
30Kpema YTOUYHEHO BHYTPILLHI HOMepK
[OKYMEHTIB LL0A0 MeToAiB
BMNPOBYBaHb A5 3aUTULLKOBOrO
po34rHHKKa Acetonitrile Ta nokasHuka
akocTi "Impurities (GC-MS)", cami
MeTOAMN 3aNuLWaloTbCA 6e3 3MiH, a
TakoX BHECEHO KOPEKTOPCbKi NpaBky B
TEKCT MOCWNAHHSA Ha YWHHE BUAAHHSA
€. 3MiHun | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI a60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
015 BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKa. [MogaHHA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONechbkili
dhapmakonei R1-CEP 2014-089-Rev
02 (3aTBepmxeHo: R1-CEP 2014-089-
Rev 01) ansa A®l dnysokcamiHy
MasieaT Bif BXe 3aTBEPAKEHOr0
BMpo6HMKa ZCL CHEMICALS LTD.,
India.

159.

®NABAME/,
® PO3UMNH
BIA KALLITIO

PO34YUH OpasTbHUIA,
15 mr/5 mn no 60 mn
a6o 100 mny
hnakoHi; no 1
(o/1aKOHY 3 MipHOH

BEP/IH-
XEMI Al

HimeyunH
a

BEPNIH-XEMI Al

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHnx
marepianis: 3MiHu | TUNY - 3MiHKN 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3aco6y. 3miHa y MeTofax

6e3
peyenma

UA/3591/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
JIOXKOIO B KAPTOHHIl BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
Kopoobui 3aco6y (iHWi 3MiHK y MeToAax
BMNpo6yBaHb (BK/O4aoUM 3aMiHy abo
[OMOBHEHHS)) 3MiHM BHOCATLCS Y

3B'A3KY i3 JONOBHEHHAM METOAY
BMNPOOYBaHHSA, a came: NOTOYHUI
meToZ 1 BEPX gns lgeHtudikauii
(ambpokcony rigpoxnopuay Ta
6€eH301MHOT kncnotu), CynyTHix
OOMILOK Ta KiflbKiCHOTO BU3HAYEeHHSs
(ambpokcony rigpoxnopuay Ta
6EH30MHOI KNCMOTU) AOMOBHEHO
MeTofom 2 BEPX. BBeieHHs 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHKW 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y MeToAax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK) 3MiHW BHOCATbLCA
y 3B'AI3KY i3 foAaBaHHAM 3BiTy Npo
BaslifaLilo AN BU3HAYEHHS
MiKpO6HOro 3abpyaHeHHs. BBegeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK 3
AKOCTI. [0TOBWUIA Nikapcbkuii 3acib.
KOHTPO/b [ONOMDKHUX PEYOBUH.
3MiHa y MeTofax BUNpo6yBaHHsA
[,0MOMDKHOT peYOBUHN (iHLLI 3MiHW Y
MeTogax BUNpobyBaHHA (BKIOYaoun
3aMiHy abo fonasaHHs)) 3MiHW
BHOCATbCS Y 3B’A3KY i3 3aMiHO0
MeToZy ras3oBoi xpomarorpadii Ans
BWU3HAYEHHS iEHTUYHOCTI
KOHLLeHTpaTy Ma/IMHOBOro
apomatuzartopa (Ne 516028).
3MiHu Il TUNY - 3MiHU 3 AKOCTI.
oToBMIA Nikapcbkunii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMNX MEX r0TOBOrO
nikapcbKkoro 3acoby (3miHa
3HaxXoAMTLCA N03a 3aTBePAKEHUMM

[ONYCTUMUMK Mexamu cneuudikaLlin)

3MiHV BHOCSITbCS Y 3B'sI3KY 3i 3MiHO
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
napameTpis creuudikaLii roroBoro
NiKapcbKoro 3acoby, a came 3MiHu
[OMYyCTUMMX MEX Ha nepiog TepmiHy
NpUAATHOCTI FOTOBOTO NiKAPCbKOro
3acoby ans gomiwkm E «3 0,1 % go
1,0 %» Ta Cymu BCiX AOMILLOK «3 1,0
% [0 1,9 %». BBeAeHHSA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS
160. | ®TIOKCIYM® PO34nH ANs iHGy3il, MAT YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiitHmx 3a UA/11163/01/01
5 mr/mn; no 100 mn "Kuismegnp marepianis: 3miHu Il Tuny - 3miHK 3 peyenmom
y naswuyi; no 1 enapar” AKOCTi. A®I. (iHWi 3MiHW) OHOBNEHHSA
naswWwui B navwi DMF Ha A®I leBodhnokcaumHy
remirigpaty, BupobHvka Shangyu
Jingxin Pharmaceutical Co. Ltd.,
Kutali 3aTtBepmxeHo: DMF (OP-2020-
10) 3anponoHoBaHo: DMF
(AP/01/2023-04-13/ZN).
161. | ®JTYKOHA30 | nopoLuok Yemo IcnaHis Kimika CiHTeTika, IcnaHis BHECEHHS 3MiH [0 peecTpaviitHmx - UA/9730/01/01
n (cybeTaHuin) y |6epika, C.A. C.A. mMaTtepianis: 3miHu Il Tuny - 3MiHu 3
noAgiiHnx akocTi. A®l. BUpo6HMUTBO (iHLLI 3MiHW)
nonieTuneHoBmx 3MiHW Y 3B’A3KY 3 OHOB/IeHHAM DMF.
naketax ans Ak Hacnigok 3MiHM y MK#, a came:
hapmaueBTUYHOTO 3aMiCTb TepMiHy npuaaTHOCTI 5 pokis
3acTOCyBaHHsA BBE/IEHO YTOUHEHHS: TEPMIH
NepekoHTPoso 5 pokis. 3aTBepaKeHa
Bepcisi: FL-QS1 Ed.3-UA ntoTuii 2021.
3anponoHosaHa sepcis: FL-QS1 Ed.4-
UA TpaBeHb 2025
162. | ®PNTYOKCETWU | Tabnetku, BKPUTI TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [j0 peecTpaviinHmx 3a UA/8591/01/01
H 06010HKO10, No 20 BO 3 BMpPOBGHULTBA, mMaTtepianis: 3miHu | TUNy - 3MiHK peyenmom
mr no 10 Tabnetok B | OBMEXXEH KOHTPO/Ib SIKOCTI, oo 6e3nekn/edeKTMBHOCTI Ta
6nicTepi; no 1 abo (e]}0} BUNYCK cepil: thapmakoHarnagy (iHwi 3miHu) -
no 2 6nictepa B BIAMOBIOA ToBapucTBo 3 BHeCeHO 3MiHN y TeKCT MapKyBaHHs
nauyj 3 kKapToHy NbHICTIO 0bMexeHot NepBUHHOI (M. 2, 4, 6 ) Ta BTOPUHHOI
"KOPMNOPA BiANOBIA&/ILHICTIO (n. 2, 4, 17) ynakoBK/ NikapCbKOro
LA "[locnigHwii 3aBof 3aco6y, 3p06/1eHO HEe3HAuHI
"300POBA "THU/C", YkpaiHa; pefakuiiiHi NpaBKK B iHLIMX MyHKTax

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Tb AKOCTI,
BUNYCK cepil:
ToBapucTBo 3
0bMeXeHo
BiANOBIAA/IbHICTIO

TEeKCTY MapKyBaHHS Ta YHidhikoBaHO
TEKCT MapKyBaHHs A1 YCix
BMPOGHWKIB NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicsAuiB
nicns 3aTBepmakeHHs
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"®apmavueBTnyHa
KoMnaHis
"3p0poB'a”, YkpaiHa,;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/Tb AKOCTI,
BUNYCK cepil:
ToBapucTBo 3
0bMeXeHoto
BiANOBIA&/ILHICTIO
"®APMEKC Irpyn",
YKpaiHa
163. | ®PAKCUNAP | po3uuH AN iH'eKuild, AcneH IpnaHgis AcnieH Hotep [lam ®paHuisa 3MiHu | TMNY - 3MiHK Woao 3a UA/2970/01/01
NH® 9500 MO Papma ne boHgesinb 6e3nekn/edpeKkTnBHOCTI Ta peyenmom
aHTu-Xa/mn; no 0,3 TpeigiHr thapmakoHarnagy (iHwi 3mMiHn). 3MiHn
M (2850 MO aHTu- Nimiteq BHECEHO B TEKCT MapKyBaHHS
Xa) abo no 0,4 mn NEePBUHHOT (ETUKETKA Ha LUNpULL)
(3800 MO aHTK-Xa) (NyHKTU 3, 4) Ta BTOPUHHOI (MYHKTKN 8,
y nonepeHL0 12, 13, 17) ynakoBOK JlikapCbKOro
3arnoBHeHOMy 3acoby. BBefeHHs 3MiH NpoTArom 6-Tu
wnpuuy; no 2 MicALiB Nicna 3aTBepKeHHs
wnpuum B 6nictepi;
no 5 6nictepis y
KapPTOHHI Kopobui
164. | ®PAKCUNAP | po3uuH AnS iH'eKUild, AcneH IpnaHgis AcneH Hotep [lam ®paHuisa 3MiHu | TURY - 3MiHK WoAao 3a UA/8185/01/01
NH® 9500 MO dapma ne boHgeBinb 6e3nekn/edhekTVBHOCTI Ta peuyenmom
aHTu-Xa/mn, no 0,6 TpeigiHr thapmakoHarnagy (iHwi 3miHn). 3MiHW
mn (5700 MO aHTu- Nimiten BHECEHO B TeKCT MapKyBaHHS
Xa) y nonepegHb0 NEePBMHHOT (ETUKETKA Ha LUNPULL)
3arnoBHeHOMy (NyHKTU 3, 4) Ta BTOPUHHOI (MYHKTKN 8,
wnpwi; no 2 12, 13, 17) ynakoBOK JlikapCbKOro
wnpuua B 6iictepi; 3acoby. BBefeHHs 3MiH NpoTArom 6-1u
no 5 6nictepiB y MicALiB Nicna 3aTBepKeHHs
KapTOHHi KopobLyj;
no 0,8 mn (7600 MO
aHTn-Xa) y
nonepegHL0
3anoBHeHOMY
wnpwui; no 2
wnpuua B 6nictepi;
no 5 6nictepis y
KapPTOHHI Kopobuj
165. | PYKOPLUH PO3YMH HaLLKipHUIA MPAT YkpaiHa BiANOBifa/IbHWIA 32 YkpaiHa BHECEHHS 3MiH 10 peecTpaLifiHnX 6e3 UA/0182/01/01
no 25 mny "OITOPAPM BMPOGHMLITBO, marepianis: 3miHu Il Tuny - 3miHK 3 peyenma
hiakoHax " nepBuHHE AKOCTi. A®I. BUpo6HMLTBO. 3MiHa
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs, BUPOBHUKA BUXIAHOrO/NMPOMIXHOr0o
KOHTPO/b AKOCTi Ta npoayKTy/peareHTy, Lo
Bunyck cepii: MPAT BMKOPWCTOBYIOTHCS Y BUPOOHUYOMY
"®ITOPAPM", npoueci A®l, abo 3miHa BUpPOGHMKA
YkpaiHa,; (BKIrOvatoun, fie HeobxigHo, micue
BiAMNOBIgaIbHUIA 32 NpoBeAEeHHS KOHTPOsto AkocTi) APl (3a
BMPOBHULTBO, BiCYTHOCTI cepTudikata
nepBuHHE BIANOBIAHOCTI EBpONENnchbkili
nakyBaHHSA Ta chapmakonei y 3aTBepKeHOMYy [0CbE)
KOHTpONb AkocTi: MM (BBEAEHHA HOBOrO BUPO6HMKA API 3
"KINTADP" YKpaiHa, HagaHHAM macTep-thaiina Ha Adl),
BignoBiganbHMA 3a 3amiHa BUPOOHWMKa AjitoH0i PeHOBUHM
BUNYCK cepil, He kucnotn 6opHoi A.C.E.F. S.p.A,,
BK/IHOHA0YM ITanis Ha SUJATA NUTRI-PHARMA
KOHTPO/b/BMNpOGYB PVT. LTD., IHgis( DMF version Ne 02 (
aHHsA cepii: MPAT 21/06/2022). 3amiHa nos'sA3aHa yepes
"®ITOPAPM", NPUNUHEHHS cniBrpaLi 3 BUPOGHUKOM
YKpaiHa A.C.E.F. S.p.A,, ITanis.
166. | PYMAPTA® Kancynu, no 10 AT YkpaiHa AT "dapmaxk" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiitHmx 6e3 nionsieae UA/17593/01/01
Kancyn y énicrepi; "dapmak” marepianis: 3miHu | Tuny - 3miHK 3 peyenma
no 2 a6o 3 6nictepn AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
y nauuj CTabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby
(36inbLUEHHS TEepPMiIHY NPUAATHOCTI
roTOBOro NikapcbKoro 3acoby) - A5
TOProBoi yNakoBky (NiATBEPMKYETLCA
[aHUMK peasibHOro yacy).
36inbLUeHHs TePMiHY NpuaaTHOCTI
'N3. Oitoya pegakuis: TepmiH
npuaaTHocTi: 2 poku. MNponoHoBaHa
pepakuisi: TepMmiH npugartHocTi: 3
poku. 3MiHVU BHECeHO B po3Ain "TepMmiH
nNpuAaTHOCTI" B IHCTPYKL,iO ANs
MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MiCsILiB NicNs 3aTBEPAKEHHS.
167. | UANPO®PNIOK | TabneTtku, BKPUTI "FOHik IHgis HOHik IHais BHECEHHS 3MiH 40 pPeeCTpaLiiHNX 3a UA/3061/02/02
CAUVH NNiBKOBOKO dapmacboT PapmacbloTukan mMartepianis: 3miHv | TUNy - 3MiHn peuyenmom
€EBPO 060/10HKO10, Mo 500 nkan Na6opaTtopi3 o0 6e3nekn/edekTMBHOCTI Ta

mr, no 10 TabneTok
y 6nictepi; no 1 abo

JNabopaTtopi3

(BigAainenHHs chipmu
"Ix. b. Kemikan3

thapmakoHarnagy (iHwi 3miHm) -
BHECEHO 3MiHW Y TEKCT MapKyBaHHsI

10 6nicTepiB y (BigAineHHs eHf NepBUHHOT YNakoBKM NiKapCbKoro
KOpOoO6LUi 3 KAPTOHY hipmm "x. dapmacboTukans 3aco6by (n. 3, 4) Ta 3p06/1EHO HE3HAYHI
b. Kemikans nra") pefakLUiiHi npaBku. BBeeHHsA 3MiH
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
eHa NpoTArom 6-Tu MicAliB nicas
PapmacboT 3aTBepKeHHA
vkans fitg.")
168. | ULUPPAH CT TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpaLjiitHmx 3a UA/6375/01/01
060/10HKOI0; No 10 PapmacbioT dapmacbloTUKan marepianis: 3miHu | TNy - 3miHK 3 peyenmom
TabneTok y 6nictepi; nkan IHpacTpi3 Nimites, AKoCTi. [0TOBWIA Nikapcbkunii 3aci6.
no 1 6nictepy B IHpacTpi3 3MiHM Y BUPOOHMLTBI. 3MiHa po3mipy
KapTOHHI Kopo6Lyi Nimiten cepii (BK/IKOYaOUM dianasoH po3mipy

cepil) roToBOro NikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NopiBHAHO i3
3aTBEPKEHUM PO3MipoM). BBeaeHHSA
[0AaTKOBOTO 36i/1bLLIEHOTO PO3MipYy
cepii MN3. 3arBepaxeHo: 420 kr, Wo
ekBiBasieHTHO 300 000 TabneTok;
3anponoHoBaHo: 420 «r, Wo
eksiBasieHTHO 300 000 TabneTok abo
1040 kr, Wo eksBiBasIeHTHO 742 857
TabNeTOK.

*y pa3i BHeCeHHs1 3MiH 00 iHCMPYKYii Npo meduYyHe 3acmocyBaHHs

B.o. Haua/IbLHUKa
dapmMaleBTUYHOI0 YNPaB/IiHHSA

Onekcanpap I'PILIEHKO
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