MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

25 muacronazga 2025 poky No 1787

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
Hajiunum 4o MiHicTepcTBa 0XOpOHHU 3/10POB’S YKpaiHW JIMCTOM Bif 13 yiMcTonaja
2025 poky Ne 3097/5.2-25,

HAKA3YIO:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperapaTy) Ta
BHECTH /10 /]ep>KaBHOTO PeeCTpy 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



Aopartok 1

Ao Hakasy MiHicTepcTBa OXOpPOHU
3A00poB’Aa YKpaiHu «po aepxaBHY
peecTpaLuito (nepepeecTpaliiio)
niKkapcbKnx 3aco6iB (MeguuHux
iMyHoOGionoriuHux npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianiB»

Bif 25 nuctonapna 2025 poky Ne 1787

ITIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), SIKI
BHOCATBCHA A0 AEPXABHOI'O PEECTPY JIIKAPCBKHMX 3ACOBIB

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. | FPEFOPEN TabneTku, BKPUTI MicTtpan AHrnisA ATnaHTiK MopTyranis peecTpauis Ha 5 pokis 3a He UA/21063/01/01
nAiBKOBOO Kenitan dapma peuenmom nionseae
060/10HKO10, M0 90 MeHepxmeH MpoaycoeLw Pestome MYP Bepcis 0.1 gogaerbes.
Mr; o 14 TabneTok T NimiTeq dapmaceyTi MepiognyHICTb NOfAHHS PerynsipHo
y 6nictepi; no 4 Kaw C.A. OHOBJ/OBAHOrO 3BITY 3 6e3neKu,
6nicTepy B navy,j 3 BiANOBIAHO A0 Mopsaaky 34iACHEHHS
KapToHY thapmakoHarnsay, 3aTBepXeHoro

Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 3[40POB'S
Ykpainuu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

B.o. HauaTLHUKA

dapMaLeBTUYHOT0 yIIPaB/IiHHA Onekcanap I'PIHEHKO

Aopatok 2

[0 Hakasy MiHicTepcTBa OXOPOHU
3A00poB’A YKpaiHu «po aepxaBHY
peecTpauiio (nepepeecTpaLiio)
niKkapcbKnx 3aco6iB (MeguuHux
iMyHoGionoriuHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bix 25 mucronaga 2025 poky Ne 1787




ITEPEJIIK
ITEPEPEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI

BHOCATBCA 40 JEPKABHOI'O PEECTPY JIIKAPCBKHX 3ACOBIB

Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n NliKapcbKo20 (nikapcbka hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. | BIOBEH po3uunH ans iHdysii 10 TOB Ykpaina TOB "BIO®APMA Ykpaina MepepeecTpavia Ha 3a He UA/14526/01/02
%; no 50 ma a6o 100 mn | "BIODPAPMA MIA3MA" HEOOMEXeHN TEPMIH. peyernmom nionseae
y chnakoHi; no 1 MNA3MA" (BUpO6HMLTBO, OHoBeHO iHdhopMaLiio B
(hnakoHy B nauui 3 nepBuHHe Ta IHCTPYKLiT ANna MeguyHoro
KapTOHY BTOPUHHE 3aCTOCyBaHHS NMiKapCbKOro
nakyBaHHs, 3acoby B po3sginax "Cknag"

KOHTPO/b SKOCTI,
BWMYCK Cepiid)

(YTOUHEHHS B TEKCTi po3gainy),
"Oco6nuBi 3axoamn 6e3nekun.”,
"Mo6iuHi peakuyji.", "YMoBn
36epiraHHA." (YTOYHEHHSA B
TEKCTi po3giny) Ta OHOBNEHO
iHchopMmaLito B KOPOTKIiA
XapakTepucTuLi nikapcbkoro
3acoby B po3ginax "1. Hassa
nNikapcbKoro 3acoby, [03yBaHHs,
nikapcbka dpopma.”, "2. FAKicHWI i
KiNlbKiCHWIA cknad." (YTOYHEHHS B
TekcTi po3sginy), "4.5. Ocobnusi
3acTepeXeHHs Ta 3anobikHi
3axo4u Npw 3acTocyBaHHi.", "4.9.
Mo6iuHi peakyii.”, "6.6
CnieujiansHi 3axoaun 6e3neku npu
NOBO/PKEHHI 3 HEBUKOPUCTaHUM
nikapcbknm 3acobom abo
BigXxo4amMm Nikapcbkoro 3acoby."
BIANOBIAHO A0 MaTepianis
peecTpauiiHoro JoCheE.
Pestome nnaHy ynpasiHHA
pu3nkamu Bepcia 5.2 fogaeTbes.
MepiognyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO 3BiTY
3 6e3neku, BIANOBIAHO A0
Mopsaaky 34iicHeHHs
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHN 34,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big,
26 BepecHst 2016 poky Ne 996),
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuUkK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsBi04Y€eHHs
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHsA perynsapHux 3BiTiB 3
6e3neku.

2. | NIHNAP3A TabneTkn, BKpUTI AcTpa3eHek LLiseuis BMPOGHMLTBO CronyyeHi nepepeecTpayis Ha 3a He UA/14747/02/01
NNiBKOBOIO 060/I0HKOIO, a Ab TabneTok LWraTw/ HeoOMeXeHW TepMiH peuenmom nionsieae
no 100 mr, no 8 onanapwby (etan Benwvka OHoBEHO iHdhopMaLiio B
TabneTok B 6nicTepi; no BMPOGHULITBA BputaHis/ IHCTPYKLi 415 MeguyHOro
7 6nicTepiB B KAPTOHHIN eKCTpyL0BaHOro Lseuis 3acTocyBaHHA Nikapcbkoro
Kopoo6Li MPOMiXHOro 3acoby y posgini

NPOAYKTY Ta "PapmakoTepanesTUYHa rpyna.
nicnsekcTpysikHnii Kop ATX" (yTOUHeHHs/
eTan peparysaHHs iHhopmalii 6e3
BMPOGHMLTBA), 3MiHu Kogy ATX).
KOHTPO/b SAKOCTI: Pestome MYP Bepcia 30.0
AG6GBI NimiTes, [0a€EThLCA.
Cnonyueni LWratw;
nepBuHHe Ta MepioguyHICTb NoAaHHA
BTOPUHHE perynsipHo OHOB/IOBAHOIO 3BITY
nakyBaHHs, 3 6e3neku, BignoBigHo A0
KOHTPO/b SKOCTI, MopsiaKy 34iNCHEHHS
BUMYCK Cepii: hapmakoHarnsgy,
AcTpa3eHeka FOK 3aTBEPKEHOI0 Haka3oMm
NimiTen, Benuka MiHicTepcTBa OXOpPOHM 340P0B’S
BpuTanis; Ykpainu Big 27 rpyaHa 2006
BMPOGHMLTBO poky Ne 898, 3apeecTpoBaHoro B
TabneTok MiHicTepcTBi tocTuuii Ykpainu 29
onanapuby (etan ciyHs 2007 poky 3a Ne 73/13340
BMPOGHULITBA (y pepakuii Hakasy MiHicTepcTBa
eKCTpyAoBaHoro OXOPOHW 3[0POB's YKpaiHu Bif
MPOMIXXHOTO 26 BepecHst 2016 poky Ne 996),
npoAaykTy Ta CTaHOBWTb: 3riAHO 3i CTPOKamu,
nicnsekcTpysikHnii 3a3HavyeHVMK Y NepioguyYHOCTI
eTan NOAAHHSA PerynspHuX 3BiTiB 3
BMPOGHMLTBA), 6e3neku.
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BUMYCK Cepii:
AcTtpa3eHeka Ab,
LBeuis;
KOHTPO/Tb AKOCTI:
AcTpa3eHeka Ab,
Lseuis

3. | NIHOAP3A TabneTkn, BKpUTI AcTpa3eHek LLseuis BMPOGHMLTBO CnonyyeHi nepepeectpavis Ha 3a He UA/14747/02/02
NNiBKOBOI 060/I0HKOIO, a Ab TabneTok WraTwn/ HEeoOMEXeHW TepMiH peuenmom nionseae
no 150 mr; no 8 onanapuby (etan Benvka OHoBNEHO iHGhopmaLito B
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuUkK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsBi04Y€eHHs
TabneTok B 6nicTepi; no BMPOGHULITBA BputaHis/ IHCTPYKLi 415 MegnyHoro
7 6nicTepiB B KAPTOHHIN eKCTPyZ0BaHOoro LLseuis 3aCTOCyBaHHS MiKapCbKoro
KopooLi NPOMDXHOro 3acoby y po3gini
NPOAyKTy Ta "papmMmakoTepanesTuyHa rpyna.
nicnsekcTpysikHni Kog ATX" (yTouHeHHs/
eTan pefaryBaHHs iHchopmali 6e3
BMPOGHMLTBA), 3MiHV Kogy ATX).
KOHTPO/Ib SKOCTI: Pestome MYP Bepcisa 30.0
AG6GBI NimiTes, [ofaeTbes.
CnonyuyeHi Wraty;
nepBuHHe Ta MepiognyHICTb NoAaHHA
BTOPVHHE perynsipHoO OHOBJIOBAHOTO 3BiTY
nakyBaHHs, 3 6e3neku, BigNOBIAHO A0
KOHTPO/1b SKOCTI, Mopsaaky 34iicHeHHS
BUNYCK cepil: thapmakoHarnagy,
AcTpa3eHeka HOK 3aTBEPKEHOrO HaKa3oMm
Niviten, Benuka MiHicTepcTBa OXOpPOHN 34,0POB’A
BpuTaHis; Ykpaiuu Big 27 rpyaHsa 2006
BMPOBHULTBO poky Ne 898, 3apeecTpoBaHoro B
TabneTok MiHicTepcTBi tocTuLii Ykpaiin 29
onanapuoy (etan ciuHs 2007 poky 3a Ne 73/13340
BMPOGHULITBA (y pegakuii Hakasy MiHicTepcTBa
eKCTpyA0BaHOro OXOPOHU 340POB'S YKpaiHu Big,
NPOMDXHOro 26 BepecHs 2016 poky Ne 996),
NpoAyKTy Ta CTaHOBWTb: 3riHO 3i CTpOKamu,
nicnsekcTpysikHni 3a3Ha4YeHVMU y NepioanNYHOCTI
etan noAaHHA perynsapHyix 3BiTiB 3
BMPOGHMLTBA), 6e3nekn.
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b IKOCTI,
BUNYCK cepil:
AcTpa3eHeka Ab,
LLiBeuist;
KOHTPO/Ib SIKOCTI:
AcTtpa3eHeka Ab,
LBeuis
4. | PITOCCE® cupon, 7 mr/mn no 100 MpAT Ykpaina MpAT Ykpaina nepepeecTpavis Ha 6e3 nionseae UA/18588/01/01
nnwoLy, My donakoHi, no 1 "®apmaueBT "®apmavueBTUYHa HeoOMeXeHWn TepMiH peyenma
hnakoHy 3 MipHOKO M4yHa chipma ipma "OapHuus”
JIOXKKOIO B nauLii "NapHuus" OHoBNEHO iHGhopmaLito B

IHCTpYKUIiT AN MeauyHoro
3acTocyBaHHA NikapcbKoro
3acoby y posginax
"MpoTmnokasaHHa",
"Oco61m1BOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fosn",
"Oitn", "MNepeaosyBaHHsA",
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuUkK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs1

Howmep
peecmpayitiHo2o
nocsio4eHHs1

"Mo6iuHi peakuyji" BigNoBigHO A0
iHchbopma,i 3 6esnekn
3aCTOCYBaHHSA NiKapcbKkoro
3acoby.

Pe3tomMe nniaHy ynpaesiHHs

MepiognyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO 3BiTY
3 6e3neku, BiANOBIAHO A0
Mopsaaky 34iicHeHHS
thapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHM 34,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpaiin 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big,
26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynsapHux 3BiTiB 3
6e3neku.

pu3nkamu Bepcia 1.2 fogaeTbes.

CANIUNNOBA
KUC/IOTA

PO34MH Ans
30BHILUHLOIO
3aCTOCYBaHHS,
cnupToBuii 2 %; no 25
M1 a6o no 40 mny
hnakoHax

TOB "OKN
"®apmauesT
NyHa
habpuka"

YkpaiHa

TOB "OKIM
"GapmaueBTuyHa
habpuka"

YKpaiHa

nepepeecTpaujis Ha
HeoOMeXeHW TepMiH
OHoBEHO iHGhopMaLiio B
IHCTPYKUIiT AN MeauyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y po3gini "Mo6iyHi
peakuii” LWoAo 3BiTyBaHHS Npo
no6iYHi peakwi.

Pestome nnaHy ynpaeniHHA
pusmkamu Bepcia 1.1 gofaeTbes.
MepiognyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOTO 3BITY
3 6e3neku, BigNOBIAHO A0
Mopsigky 34iNCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29
ciuHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'st YKpaiHu Big

26 BepecHsi 2016 poky Ne 996),

6e3
peyenma

nionsieae

UA/18791/01/01
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n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuUkK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs1

Howmep
peecmpayitiHo2o
nocsio4eHHs1

CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHsA perynsapHux 3BiTiB 3
6e3neku.

TADHEKCT

TabneTkn, BKpUTI
nniBKOBOI 060/10HKOIO,
no 25 wr, no 10
TabneTok y 6nictepi; no
3 6icTepun y KapTOHHii
Kopoo6Li

leTepo
Na63
Nimiteq

IHgis

leTepo /1a63
Nimitepn

IHais

nepepeecTpaujis Ha
HeoOMeXeHW TepMiH
OHoBEHO iHdhopMaLiio B
IHCTPYKLi 415 MeguyHOro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y posginax
"®apmakonoriyHi BracTmBocTi”,
"MokasaHHsa", "OcobMBOCTI
3acTocyBaHHs", "3acTocyBaHHSA
y nepiof BariTHocTi abo
rofyBaHHs rpyaat”, "3aatHicTb
BN/MBaTW Ha LUBUAKICTb peakuil
npu KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
mMexaHismamu', "Cnoci6
3acTocyBaHHsa Ta gosu", "Aitn",
"Mo6ivHi peakui” BigNoBigHO A0
iHchopmawii pedepeHTHOro
nikapcbkoro 3aco6y (Vemlidy 25
mg film-coated tablets).

Pestome nnaHy ynpaeniHHA
pusmkamu Bepcia 1.0 gofaeTbes.
MepiognyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOTO 3BITY
3 6e3neku, BigNOBIAHO A0
Mopsigky 34iNCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340P0B's
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29
ciuHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHictepcTBa
OXOPOHW 340POB'st YKpaiHu Big
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepiognYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/18486/01/01

TUYPEKC®

Tabnetkn, no 12,5 mr; Ne
30 (10x3): no 10
Tabnetok y 6nictepi, no
3 6nicTepn y KapTOHHI

TOB
"TNELPAP
MATO"

Ykpaina

TOB "KYCYM
DAPM", YKpaiHa
abo
TOB «[JIEA®APM

Ykpaina

nepepeecTpavis Ha
HeoOMeXeHW TepMiH
OHoOBNEHO iHhopmaLito B
IHCTPYKLi 415 MeanyYHOro

3a
peyerimom

He
niosnsicae

UA/18487/01/01
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuUkK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsBi04Y€eHHs
ynakosLii; Ne 60 (10x6): NTO», YkpaiHa 3aCTOCYBaHHA MiKapCbKoro
no 10 TabneTok y 3acoby B po3gini "MobiyHi
6nicTepi, no 6 6nictepis peakuii™ woa0 BaxX/IMBOCTI
Y KapTOHHiiA ynakoBL,i; Ne 3BITYBaHHSA NPO NoGiYHI peakwyii.
90 (10x9): no 10
Tabnetok y 6nictepi, no Pestome nnaHy ynpasniHHA
9 6nicTepiB y KAPTOHHIl pusnkamu Bepcia 3.0 fogaeTbes.
ynaKkoBLi MepiognyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO 3BiTY
3 6e3neku, BiANOBIAHO A0
Mopsaaky 34iicHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 34,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpaiin 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big,
26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynsapHux 3BiTiB 3
6e3neku.
8. | TMYPEKC® Tabnetkn, no 25 mr; Ne TOB YkpaiHa TOB "KYCYM YkpaiHa nepepeecTpayis Ha 3a He UA/18487/01/02
30 (10x3): no 10 "TNEQ®AP DAPM", YkpaiHa HeoOMeXeHW TepMiH peuenmom nionsieae
TabneTok y 6nictepi, no M naTa" abo OHoBEHO iHGhopMaLiio B

3 6ricTepn y KapTOHHIi
ynakosLj; Ne 60 (10x6):
no 10 TabneTtok y
6nicTepi, no 6 6nictepis
Y KapTOHHIi1 ynakosLi; No
90 (10x9): no 10
TabneTtok y 6nictepi, no
9 6nicTepiB y KApPTOHHIi
ynakoBLi

TOB «NIEAGAPM

NTO», YkpaiHa

IHCTPYKLi 415 MeguyHOro
3acToCyBaHHS NiKapCbKoro
3acoby B po3gini "MobiyHi
peakuji" Woa0 BaXIMBOCTI
3BiTyBaHHA NPO NOGIYHI peakLii.

Pestome nnaHy ynpaeniHHA
pusmkamu Bepcisa 3.0 gofaeTbes.
MepiognyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOTO 3BITY
3 6e3neku, BigNOBIAHO A0
Mopsigky 34iNCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29
ciuHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'st YKpaiHu Big
26 BepecHsi 2016 poky Ne 996),
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuUkK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsBi04Y€eHHs
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHsA perynsapHux 3BiTiB 3
6esneku.
9. | TNYPEKC® Tabnetkn, no 50 mr; Ne TOB YkpaiHa TOB "KYCYM YkpaiHa nepepeecTpayis Ha 3a He UA/18487/01/03
30 (10x3): no 10 "TNEQ®AP DAPM", YkpaiHa HeoOMeXeHW TepMiH peuenmom nionsieae
TabneTok y 6nictepi, no M aTa" abo OHoBEHO iHdhopMaLiio B

3 6ricTepn y KapTOHHIi
ynakosLi; Ne 60 (10x6):
no 10 TabneTtok y
6nicTepi, no 6 6nictepis
Y KapTOHHIi1 ynakosLi; No
90 (10x9): no 10
TabneTtok y 6nictepi, no
9 6nicTepiB y KApPTOHHIi
ynakoBLi

TOB «NMEA®PAPM
NTO», YkpaiHa

IHCTPYKLi 415 MeguyHOro
3acToCyBaHHS NiKapCbKoro
3acoby B po3gini "MobiyHi
peakuji" oa0 BaXIMBOCTI
3BiTyBaHHA NPO NOGIYHI peakLii.

Pestome nnaHy ynpaeniHHA
pusmkamu Bepcisa 3.0 gofaeTbes.
MepiognyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOTO 3BITY
3 6e3neku, BigNOBIAHO A0
Mopsigky 34iNCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29
ciuHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'st YKpaiHu Big
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepiognYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.

B.o. HauaTLHUKA
dapManeBTUYHOr0 yIIpaB/IiHHA

Onekcanap I'PINEHKO
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MopaTok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHY
peecTpauito (nepepeecTpauiio)
JNiKapcbKuX 3aco6iB (MeguUHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpaviiiHux
marepianiB»

Bix 25 mucronaga 2025 poky Ne 1787

IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJNYHUNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), INOJO0 AKNX BYJ/IK BHECEHI

3MIHU 10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECS 710 TEPKABHOI'O PEECTPY JIIKAPCBKHNX

3ACOBIB

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
1. | AKCOTUNIH PO34MH NS iH ekl My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/15289/01/01
no 500 mr/4 mn; no 4 | akuioHepHe akuioHepHe marepianis: 3miHu | Tuny - 3MiHW 3
M/1 B amnyni; no 5 TOBapucTBO TOBapucTBo sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
amnyn y kaceti; no 1 "HaykoBo- "HaykoBo- 3MiHW Y BUPOOHULTBI. 3MiHN Y
KaceTi B nauui; no 4 BMPOGHNYNIA BMPOGHUYUIA LEHTP npoveci BUpo6bHULITBA FOTOBOTO
M/1 B amnyni; no 5 LeHTp "BopLuariBcbkuii niKapcbKoro 3acoby, BKIYaum
amnyn y kaceti; no 2 | "bopLyariscb XiMiKO- MPOMiXHWI MPOAYKT, WO
KaceTun B nauuj KW XimiKo- hapmaLeBTUYHNI 3aCTOCOBYETLCS MNPV BUPOOHULITBI
hapmavueBT 3aBog" roTOBOrO JliKapCbKOro 3acoby (iHLWi
NYHWI 3MiHW).
3aBofa" CynyTHS 3MiHa - 3MiHM 3 SKOCTI.

[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHW BUNPObYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikauisx, nig
Yyac BMpOBHMLTBA FOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHN) -
3MiHM B NpoLeci BUPO6GHULTBA, a
came BCTaAHOBJIEHO JiHil0 NaKyBaHHs
amnyn Ta hNakoHiB BUPO6HULTBA
Marchesini, Itanis. MpuHumn aji
nakyBaHHs 6a3yeTbCcs Ha
aBTOMAaTWYHI iHCnekuii amnyn «B
NOTOLi» HA MeXaHi4Hi BK/TOYEHHS
(BMAMMI yacTkm) 3 nogasnbLUnm
6e3nepepBHUM MapKyBaHHSM i
nepefayelo Ha nakyBaHHs npoAaykKuii
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n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Howmep
peecmpayiliHo2o

AKCOTUNIH

B Mauky Ta, K HacNifgoK, 3MiHM
METOAMKN KOHTPOJIIO MPOMIKHOTO
NpoAyKTY «MexaHiyHi BK/THoYeHHS.

MK-8.1».
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BMMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPO6YBaHHs). CynyTHS 3MiHa -
3MiHW 3 SIKOCTi. TOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
BMNPO6YBaHbL ab0 [ONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig,
yac BMPOGHMLITBA FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHN) -

BHECEHHS 3MiH [0 METOANKN

BMNPOGYBaHHSA 4718 KOHTposo 13
Ta KOHTPOJ1t0 NPOMIXXHOT NPOoAyKLi
3a NOKa3HMKOM «CTEPUSIBHICTb».

nocsio4yeHHs1

PO3YUH ANS iH EKLN
no 1000 mr/4 mn; no
4 mn B amnyni; no 5
amnyn y kaceTi; no 1
KaceTi B nauuj; no 4
M B amnyni; no 5
amnyn y kaceTi; no 2
KaceTu B navui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA
LeHTp
"Bopyariscb
KWIA XiMiKO-
hapmaueBT
NYHWI
3asofg"

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHNUNIA LIEHTP
"BopLuariBCbkuii
Ximiko-
hapmaLeBTUYHNIA
3asog"

YKpaiHa

BHECEHHS 3MiH 0 peecTpavLiiiHnX

MaTepianis: 3miHu | TUNy - 3MiHK 3

AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOOHULTBI. 3MiHN Y
npoueci BUpOOHULITBA FOTOBOrO

NiKapcbKoro 3acoby, BKUaum

NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCHA NPY BUPOGHULITBI
rOTOBOrO /liKapCbKoro 3acoby (iHLwui

3MiHW).

CynyTHSA 3MiHa - 3MiHW 3 AIKOCTI.
[oTOBWIN Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHW BUNPOOYyBaHb

abo fonycTUMUX MeX,

BCTAHOB/IEHVX Y cneumdikauisx, nig
yac BMPOGHMLITBA FOTOBOrO
nNiKapcbKoro 3acoby (iHLi 3MiHK) -
3MiHV B NpoLeci BUPOOHULITBA, a
came BCTaHOB/IEHO NiHil0 NaKyBaHHSA
amnyn Ta p/1akoHiB BUPO6HMLTBA
Marchesini, ITania. MpuHumn gii
nakyBaHHs 6a3yeTbCcs Ha
aBTOMAaTWYHI iHCnekLii amnyn «B
NOTOLi» HA MEXaHi4Hi BK/TIOUYEHHS
(BMAMMI YacTkn) 3 nogasnbLUnM
6e3nepepBHUM MapKyBaHHAM i
nepegavero Ha nakyBaHHs NpoaykKLii

B Mayky Ta, K HACNifoK, 3MiHK

3a peyernmom

UA/15289/01/02
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Homep

n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

peecmpayiliHo2o

nocsio4yeHHs1

3acoby

ynakoska)

METOAMKN KOHTPOJIHO MPOMiIXKHOTO
nNpoAaykTy «MexaHiyHi BK/THOUEHHS.
MK-8.1».
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HauHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNpOoGyBaHHS). CynyTHS 3MiHa -
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. 3MiHV y BUPOOHULTBI. 3MiHM
BMNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikauisx, nig
Yyac BMpPO6GHMLTBA FOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHN) -
BHECEHHS 3MiH O METOANKN
BUNPOGYBaHHA 4718 KOHTposio 13
Ta KOHTPOJ/TH0 MPOMIXHOT MPOAYKL,i
3a NOKa3HMKOM «CTepUsIbHICTb».

6e3 peyenma

nionsieae

UA/7830/01/01

ANTEI
KOPEHI

KopeHi no 40 r abo
no60r,abono75r
y naykax 3
BHYTPILLUHIM NakeTom

MpAT
"NikTpasun"

YkpaiHa

MpAT "NikTpasun”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis: 3miHu | TMny - 3MiHKn
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNakoBKW NiKapCbKoro
3acoby B NyHKTK 1 Ta 17. BBeAeHHs
3MiH MPOTArom 6-TW MicsLiB nicns
3aTBEpPXKEHHS. 3MiHY | TUny - 3MiHK
woao 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHO B IHCTPYKLiO ANs
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3ainm
"Oco611BOCTi 3acTOCyBaHHA"
(BHeceHo pefakuiiiHi npasku),
"Cnoci6 3acTocyBaHHs Ta go3un"
(BUny4eHo cTagito HaCTOBaHHA
NiKapCbKOi CUPOBUHUN Ha BOASHIN
6aHi 6e3 3MiHN BUPOGHMLTBA)
BiANOBIAHO O MaTepianis
peecTpavLiniHOro AOCbe, a TakoX B
po3gain "MobiuHi peakwi" BHeceHo
iHChopMaLLito LWoA0 BaX/IMBOCTI
3BiTYBaHHS NpO Nigo3ptoBaHi NoGiyHi
peakuji. BignosigHi 3MiHM BHeceHi B
NYHKTW 7 Ta 15 TeKCTy MapKyBaHHs
BTOPUHHOI YNakoBKM NiKapCbKoro

3aco6y. BBefieHHs 3MiH NpOTsArom 6-
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
TN MicsLiB Nicns 3aTBEPPKEHHS.
4. | AMOINAOC NOPOLLOK AN1s AHTUBIOT PymyHis nepBuUHHE Ta PymyHis/ BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/19040/01/01

PO3YUHY NSt iH'EKLI VKN CA BTOPWHHE IHais/ Kutaii MaTepianis: 3miHu | TUny - 3MiHK 3
abo iHdysiino 1,51 nakyBaHHs, akocTi. CepTudcpikar
(1000 mr/500 mr), no KOHTPO/Ib SIKOCTI, BignosigHocTi/l E-cepTudikar
1 a6o no 10, a6o no BUNYCK cepil: BiANOBiAHOCTI EBpONEiiChKilt

25 chnakoHiB y
KapTOHHI nayui

AHTUBIOTUKN CA,
PyMyHist; BUPOGHMKM
CTepWIbHOT CyMiLli
cyfnbbakTamy HaTpito
Ta amniyuniHy
HaTpito: AypobiHA0
dapma JimiTeps,
IHAiSA; BUPOGHMKM
CTepWIbHOT CyMiLli
cyfnbbakTamy HaTpito
Ta amniyuniHy
HaTpito: FOHaiiTes
Nabopatopic Ko.,
Nta., Kntai

thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOB/IEHOrO
cepTudikarta BignosigHOCTIi abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONEiChKil
chbapmakonei: ana Adl; ons
BUXiAHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; NSt 4ONOMIKHOT
peyoBuHM (cepTudikart
BiANOBiAHOCTI EBpONEiiChKilt
thapmakonei) - OHOBMEHWA
cepTudikar Bif yxe 3aTBepKEHOro
BUPOGHMKA - NOAAaHHA OHOB/IEHOTO
cepTucpikata BiANOBIAHOCTI
€Bponelicbkin hapmakonei Ne CEP
2008-001 - Rev 06 (3aTBEpPAXEHO:
R1-CEP 2008-001 - Rev 04) gns
A®| AMniunniHy HaTpito
(cTepunbHWiA) Big, 3aTBEPAXEHOTO
BMpPO6HMKA (BK/IHOYAKOUM caliT
ctepunizauii) AUROBINDO
PHARMA LIMITED, India, sikuii
3MiHMB Ha3By Ha APITORIA
PHARMA PRIVATE LIMITED, India.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-
cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOB/IEHOIO
cepTudikarta BignosigHOCTIi abo
BU/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKil
chapmakonei: ana Adl; ons
BUXiAHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; A4Nst 4ONOMIKHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBpONEiiChKilt
thapmakonei) - OHOBMEeHWA
cepTudikaT Bif y)Xe 3aTBepaKeHoro
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BMPOOHMKA - NOJaHHSA OHOB/IEHOrO
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiit hapmakonei Ne CEP
2007-200 - Rev 05 (3aTBEpAXEHO:
R1- CEP 2007-200 - Rev 03) gns
A®| Cynbbaktamy Hatpito
(cTepunbHWiA) Bif, 3aTBEPAXKEHOTO
BMPOGHMKa (BK/TKOYAUM canT
ctepunisauii) AUROBINDO
PHARMA LIMITED, India, siknii
3MiHMB Ha3By Ha APITORIA
PHARMA PRIVATE LIMITED, India

AHACOMA

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO No 1 mr
no 10 TabneTtok y
6nicTepi, no 3
6nictepn y
KapTOHHI Kopo6Lyi

Aypo6iHao
®apma /114,

IHais

Opxia Papma

CnewieniTi3 Nlimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | TMny - 3MiHKn
oo 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkil
XapaKTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTy 3 6e3nekun Nikapcbkoro 3acoby,
ab0o gocnimkeHb 3 6e3nekn
3aCTOCYBaHHS /iKapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
JocnifKeHb, NpoBefeHnx
Bi4NOBIAHO A0 NnaHy negiatpuyuHmnx
pocnigkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKUIi Ans
MeAMYHOr0o 3acCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ain
"Mo6iuHi peakwji" BigNOBIAHO A0
OHOBJIEHOT iHdhopMaLlii 3 6e3neku
L0401 pevyoBUHU

3a peyenmom

He
nionsieae

UA/20615/01/01

AHTE/NIOH®

Tabnetkun no 20 wr;
no 10 TabneTtok y

6nictepi; no 3 a6o 4

6nicTepu B KOPOOL

TOB
"@apmaueBT
nyHa
KOMMaHis
"®papKoC"

YkpaiHa

TOB
"®GapmaueBTnyHa
KomMnaHis "®apKoC"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
martepianis: 3miHu | Tuny -
AOMiHICTPaTBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI BUPOOHMKA
(BKNtOUatoum, 3a HeobXiAHOCTI, Micue
NpoBefeHHS KOHTPO/IO SKOCTi), abo
B/lacHUKa mMactep-gaiina Ha Adl,
a60 noctavasibHUKa AdI/BuxigHOro
MaTepiany/peareHTy/MpomMiKHOIro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BUPOGHMUTBI AP (SIKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3aci6) 3a

6e3 peyenma

UA/18594/01/01




16

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBPONEChKIl
thapmMakonei y 3aTBepayxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[L,0MOMIXHOT pevyoBUHU (SIKLLO
3a3HayeHo y Jocbe) - 3MiHa Ha3Bu
BMpOGHMKa APl afeHO3UH-5'-
TpuchocdatorictuguHato-marHito (I1)
TpUKaNieBoi coni okTarigpaTty:
3artBepaxeHo: MpAT
«®dapmaueBTuyHa ipma
«®apKoC», YkpaiHa
3anponoHosaHo: TOB
«dbapmaueBTN4Ha KOMNaHisA
«®apKoC», YkpaiHa

—_

AHTE/TIOH®

TabneTku 3i cMakom
MeHTOoy no 20 mr;
no 10 Tabnetok y
6nictepi; no 3 abo 4
6nicTepy B KOpOOLi

TOB
"®apmaueBT
nyHa
KOMMaHis
"®papKoC"

YkpaiHa

TOB
"®apmaueBTnyHa
KomMmnaHis "®apKoC"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NPOBaKEHHA AiSNIbHOCTI BUPO6HUKA
(BKtOYAtoUM, 3a HeOBXiAHOCTI, Micue
NpOBeLEHHS KOHTPOJIIO SKOCTI), ab6o
B/lacHUKa Mactep-aiina Ha Adl,
a60 noctavasibHuKa Ad®I/BuxigHOro
mMaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BUPOGHMUTBI AP (SIKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikata
BiANOBiAHOCTI EBpONEiiChKilt
hapmakonei y 3aTBepiKeHoOMy
[ocbe, abo BUPOOHMKaA HOBOT
[LOMOMDKHOI peYOBUHM (SKLLO
3a3HayeHo y OCbE). 3MiHa Ha3BK
BMpOGHMKa APl afeHO3UH-5'-
TpudpocdatorictugmHaTo-marHito (1)
TPUKaNieBoi COMi OKTarigpaTty:
3aTtBepmxeHo: MpAT
«®apmaLeBTnyHa hipma
«®apKoC», YkpaiHa
3anponoHoBaHo: TOB
«dapmaLeBTVYHa KOMNaHis

«®apKoC», YkpaiHa

6e3 peyenma

UA/19051/01/02

APTETT AYO

Karncysnu 3
MoaucpikoBaHUM
BUBI/IbHEHHSAM
TBEpAi no 75 mr; no
10 kancyny
6nictepi; no 1, abo

JenbTta
Megiken
[MpomoyLuH3
Al

LLiBefuapi
2

nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUNYCK
cepii: Ceicc Karc
M6X, HimeyunHa;
BVMPOGHMLTBO

HimeuunHa/
IpnaHgis

BHECEHHS 3MiH O peecTpaviiiHnX

marepianis: 3MiHu | TUNY - 3MiHK

woAo 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans

3a peyernmom

He
nionsieae

UA/12811/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
no 2, aéo no 3 Hepo3chacoBaHol MeZMYHOro 3aCTOCyBaHHsA Ha
6nictepn y NPOAYKLii, KOHTPO/Tb nigcTaBi perynspHo OHOBJ/TOBAHOIO
KapTOHHI KopooLli AKocTi: Temmnep 3BiTYy 3 6e3nekn NikapcbKoro 3acoby,
Ipnangia Nimites, abo gocnimxkeHb 3 6esneku
IpnaHgia; nepeuHHe 3acToCyBaHHSA Nikapcbkoro 3acoby B
Ta BTOPVHHE nicnspeecTpauiiHnii nepiog, abo sk
nakyBaHHS: pesynbTaT OLiHKM 3BITY 3
[JpareHocapm JocnifpKeHb, NpoBeAeHnx
Anotekep Mown Bi4NOBIAHO A0 NNaHy negiatpuyuHmnx
vM6X, HimeuunHa pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeJNYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakwji" BigNoBigHO A0
OHOBNEHOT iHthopMaLi 3 6e3neku
AioY4oi peyoBrHW. BBefeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPKEHHS.
9. | APTETT Kancysnu [enbTa LLseliapi nepBrHHE Ta HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom He UA/13123/01/01
PANIA, KMLLKOBOPO34UHHI Megiken a BTOPUHHE Ipnangis marepianis: 3miHu | TMny - 3MiHKn nionsizae
TBEpAi no 75 mr; no [MpomoyLuH3 nakyBaHHs Ta oo 6e3sneku/epekTMBHOCTI Ta
10 kancyny Al BWMYCK Cepii: thapmakoHarnsgy. 3miHa y KopoTkili
6nicTepi; no 1, abo Csicc Kanc 'm6X, XapaKTepucTuLi Nikapcbkoro 3acoby,
no 2, aéo no 3, abo HimeyunHa,; TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
no 5 6nictepis y BVMPOGHMLTBO MeANYHOro 3aCToCyBaHHA Ha
KapTOHHI Kopo6Lyi Hepo3dacoBaHoi nigcTaBi perynsipHo OHOBJ/THOBAHOIO
NPOAYKLUIT, KOHTPO/Ib 3BiTy 3 6e3nekun Nikapcbkoro 3acoby,
SIKOCTI: abo gocnimkeHb 3 6e3nekn
Temmnep Ipnaxgis 3aCTOCYBaHHS /iKapCbKoro 3acoby B
Nimites, lpnaHgis; nicnspeecTpauiiHnii nepiog, abo sk
nepBrHHe Ta pe3ynbTaT OLiHK/ 3BITY 3
BTOPVHHE JocnifKeHb, NpoBefeHnx
nakyBaHHs: Bi4NOBIAHO A0 NnaHy negiatpuydHmnx
[pareHocapm pocnigkeHb (PIP) (3MiHy y3rogkeHo
Anotekep Mown 3 KOMMETEHTHVM YNOBHOBaXKEHUM
'm6X, HimeyunHa opraHom)
3MiHN BHECEHO A0 IHCTPYKUIi Ans
MeAMYHOr0o 3acCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ainm
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakwji" BigNoBigHO A0
OHOB/EHOT iHthopMmaLli 3 6e3neku
L0401 PEYOBUHN.
10. | APOAYAH® niodpinizat ans BAT YropwmHa niodpinizat ana YropwmHa/ BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/7334/01/01
PO3YMHY A5t iH'EKLi "l'epeoH PO3YUNHY AN1s1 iH'EKLLIA Cepbis MaTepianis: 3miHu | TUny - 3MiHK 3
no 4 mr; 5 cpnakoHis PixTep" Ta PO3YMHHUK: AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
3 niodpinizaTtom y BVMPOGHNLTBO KOHTpOsb roToBOro NikapcbKoro
KOMMJ/IeKTi 3 5 Hepo3acoBaHOro 3aco6y (iHWi 3MiHN) NpMBeAEHHS
amnynamm NPOAYKTY, NEPBUHHA MeTOZiB KOHTPO/O SKOCTi 40 BUMOT
po3unHHuka (0,9 % ynakoBKa, BTOPUHHA UYMHHOTO 3aKOHOZaBCTBA: Nepeknag,
PO3YMH HaTPIKO ynaKkoBKa, KOHTPO/Ib MeTOZiB KOHTPOJO SKOCTi Ha
xnopugy) no 2 mn B SAKOCTI, BUMYCK cepii: YKPaiHCbKYy MOBY, & TaKoX BHECEHHS
KapTOHHII chopmi; Mo BAT "leaeoH pefakuiiHnx 3miH (6e3 3MiH 3MicTy)
5 kapToHHUX chopm B PixTep", YropwuHa; Yy BifnOBiAHOCTI 4O OpUTiHAIBHUX
KapTOHHI KopooLli PO3UYNHHUK: [OOKYMEHTIB KOMMaHil.
BVMPOGHNLTBO
Hepo3dacosaHoro
NPOAYKTY, NEPBUHHA
ynakoBka:
Xemocpapm A.4.,
Cepbis
11. | APTEQXA® kancysm no 30 abo [enbTa LLIseliapi Bunpo6HuK, YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/4461/01/01
KOMMNEKC 60 kancyny Megiken a BiANoOBigaIbHMIA 3a marepianis: TexHi4YHa NoMuka
KOHTeliHepi; no 1 [MpomoyLuH3 BUPOGHMLTBO, (3rigHo Haka3y MO3 Big 23.07.2015
KOHTEeWHepy B nauuy; Al nepBrHHe, BTOPUHHE Ne 460). BunpaBneHo TexHi4Hy
no 6 kancyny nakyBaHHs, MOMW/IKY B 3MiHaX A0 iHCTPYKUT Ans
6nictepi; no 5 abo KOHTPO/Ib SIKOCTI: MeAUYHOro 3acToCyBaHHS
10 6nicTepiB y nauui MPAT nikapcbKoro 3acoby, fonyLLeHy npu
"OITOPAPM", npouenypi 3miH (Hakaz MO3 Ne
YkpaiHa; BupobHuk, 1683 Big 03.10.2024 p.), a came:
BignoBigasibHWi 3a HEBIPHO 3a3HAY€HN HOMEpP Hakasy
BVMPOGHMLTBO, Ta JaTa peecTpauiiHoro
nepBuHHE, BTOPUHHE nocBig4YeHHs. 3a3HaveHe
nakyBaHHs, BUNPaB/IEHHS BignoBigae
KOHTPO/Ib SIKOCTI: mMarepianam peecTpauiiHoro JOCbeE.
TOB "AcTpadapm”,
YKpaiHa; BupobHuk,
BignoBiganbHWi 3a
BMNYCK cepil, He
BK/IOYAKOUM
KOHTPO/b/BMNPOGYB
aHHa cepii: MPAT
"OITOPAPM",
YkpaiHa; BUPOOHUK,
BiANoOBigabHUIA 3a
BVMPOGHMLTBO,
nepBuHHE, BTOPUHHE
nakyBaHHs1,
KOHTPONb fKOCTi: AT
"Nly6Hnchapm",
YKpaiHa
12. | APTULLOKA PO34MH OpanbHUiA TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx bes3 peyenma UA/0140/02/01
EKCTPAKT- 100 mr/mn no 100 BO 3 o6MexeHo marepianis: 3MiHu | TUNY - 3MiHK
340POB'A MY h1aKkoHi OBMEXEH BiANOBiAA/IbHICTIO wopao 6e3sneku/epekTMBHOCTI Ta
noniMepHomy; mo 1 (6],0) "PapmaLeBTUYHa hapmakoHarnagy (iHwi 3MiHN)
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
dnakory 3 BIANOBIOA KomnaHis "3gopos'a” OHOB/1EHO TEKCT MapKyBaHHSA
[,03yH04UM NbHICTHO NepBUHHOI Ta BTOPUHHOI YNaKoBKu
NPUCTPOEM Y «KOPIOPA nikapcbKoro 3acoby, a came
KOpOo6Li 3 KAPTOHY LA BWJIy4YEHO iHGhOpMaLLito, 3a3HaueHy
«30POB’A POCIiCbKOI0 MOBO, BHECEHO 3MiHN
» y AesKi NyHKTU nepBuHHOI (N. 2, 5, 6)
Ta BTOPWHHOI (N. 2, 4, 5, 11, 15, 17)
yMakoBKU MikapcbKoro 3acoby, a
TaKoX 3p06/IeHO He3HAaYHI
pejakLiiiHi npaBku. BBeAeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPAKEHHS
13. | ACAKON® cynosuTopii Tinotc LLIseliapi Bunpo6HuK, LLiseliyapisi/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom He UA/4770/02/01
pekTanbHi no 500 dapma Al a BiANoOBigaIbHMIA 3a HimeuyunHa matepianis: 3miHu Il Trny - 3MiHKn nionsizae
mr, no 5 BUNYCK cepiii: TinoTc oo 6e3snekun/edpekTMBHOCTI Ta
CynosuTopiiB y Papma Al, hapmakoHarnsgy. 3mMiH1 y KOpoTkili
6nicTepi; no 4 LBeiiyapis; XapaKTepucTuLi Nikapcbkoro 3acoby,
6nictepu B KOPO6L Bupo6HuK, TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
3 KapToHYy BiANOBIAaIbHNI 3a MeANYHOro 3aCTOCYBaHHSA Yy 3B’A3KY
[030BaHy dhopmy Ta i3 HOBMMY A@HNMK 3 AKOCTI,
nakyBaHHs: LOKNIHIYHUMMN, KNIHIYHUMY faHUMKW
Xaynt ®apma Ta JaHumn 3 dbapmakoHarnsgy -
BtonbghiHr MM6X, 3MiHN BHECEHO [0 IHCTPYKUIii Ans
Himeuunna MeAUYHOr0 3aCTOCYBaHHS
niKapcbKoro 3acoby [o po3ginis
"Oco6nuBi 3axoamn 6e3nekn” Ta
"Mo6ivHi peakui™. TepmiH BBeeHHS
3MiH NpOTArom 6 MicAUiB micns
3aTBEPAKEHHS.
14. | ACK-TEBA Tabnetku TOB «TeBa YkpaiHa BankaHtapma- Bonrapis BHECEHHS 3MiH [J0 peecTpaviiiHnx 6e3 peyenma nionsi2ae UA/14167/01/01
KMLLKOBOPO3UMHHI MO YkpaiHa» AynHnua AT marepianis: 3miHu | Tvny - 3MiHKn
75 wmr, no 10

Tabnetok B 6nictepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyi

Loao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 41

MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perysispHo OHOB/TIOBAHOIO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
AocnigKeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy negiatpuyuHnx
pocnipkeHb (PIP) (iHWi 3MiHKW) 3MiHK
BHECEHO [0 IHCTPYKLi Ans
MeJMYHOr0o 3acTOCYBaHHS
niKapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTI
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

abo rogyBaHHs rpyaa0" BignosigHoO
[,0 OHOBJIEHOI iH(hopMaLi 3 6e3neku
Ail0Y0i PeYOBMHU, & TakoX BHECEHHS
peaakuifiHnx NpaBok A0 po3ainis
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amMu Ta iHWi BUamM B3aemMogiii",
"YMoBW 36epiraHHs". BBefeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPAKEHHS

15.

ACK-TEBA

Tabnetkun
KMLLKOBOPO34MHHI NO
100 wmr, no 10
TabneTtok B 6nicTepi;
no 3 6nictepu B
KapTOHHI KopooLyi

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHdapwma-
AynHuua AT

Bonrapis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | TMny - 3MiHKn
oo 6e3sneku/epekTMBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapaKTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHSA Ha
nigcTasi perynsipHoO OHOB/THOBAHOTO
3BiTy 3 6e3nekun NikapcbKoro 3acoby,
abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHS /iKapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
JocnifKeHb, NpoBefeHnx
Bi4NOBIAHO A0 NnaHy negiatpuydHmnx
pocnigpkenb (PIP) (iHwi 3MiHW) 3MiHN
BHECEHO [0 iHCTPYKLi Ans
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepios BariTHOCTI
a60o rogyBaHHA rpyaa” BignoBigHO
[,0 OHOBNEHOI iHthopMmaLi 3 6e3neku
Ai0Y0i PeYOBUHU, & TakoX BHECEHHS
pefakuiiiHuX NpaBoK A0 po3ainis
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amu Ta iHLWi BUAy B3aEMogii",
"YMoBY 36epiraHHA". BBeAeHHS 3MiH
npoTArom 6-Tn MicALiB micns
3aTBEPMAKEHHS

6e3 peyenma

nidnsieae

UA/14167/01/02

16.

ALL® 100

NMopoLUOK AN
0pa/IbHOrO PO3YNHY
100 mr,no 3r
NMOPOLLKY Y
nakeTuky; no 20
nakeTukis y
KapTOHHI Kopo6Lli

CaHpo3
dapmacbHoTi
Kans g.4.

CnoBeHis

TecTyBaHHA,
nakyBaHHs, BUNYCK
cepii: Cantotac
$apma NvbX,
HimeuunHa;
Brpo6HMUTBO in
bulk, TecTyBaHHs,
nakyBaHHs:
Ninpodapm Mv6X,
HimeuunHa; 3am60H
Csit3enang /114,

HimeuunHa/
Llseiiuapis

BHECEHHS 3MiH [J0 peecTpaviiiHnx
marepianis: 3miHu | Tvny - 3MiHKn
Loao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa 4yactoTu
Ta/abo TepMiHIB MoAaHHA perynsipHo
OHOB/IIOBaAHVX 3BITIB 3 6e3neku
NiKapcbknx 3acobiB - 3MiHN Y YacTOoTi
Ta AaTax nofaHHs perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku.
[litova pepakuin: Yactota nogaHHA
peryasipHo OHOBJ/THOBAHOIO 3BITY 3

6e3 peyenma

UA/2030/02/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

LBeliuapis

6e3nekn 3 poku. KiHueBa gara gns
BK/IHOUYEHHA gaHux go PO3b -
13.09.2018 p. aTta nogaHHA -
12.12.2018 p.
MponoHoBaHa pepgakuis: Yactota
nofAaHHs perynsipHoO OHOB/HOBAHOrO
3BiTYy 3 6e3nekun 5 pokiB. KiHueBa
farta fns BKIIOYEHHS JaHux Ao
PO3b - 13.09.2028 p. fata
nofaHHa 12.12.2028 p.
PekomeHA0BaHO A0 3aTBEPIKEHHS
BiANOBIAHO A0 NepioAnYHOCTI
NOAAaHHA PerysiipHO OHOB/IOBAHMX
3BITiB 3 6e3neku Nikapcbknx 3acobis
y €EC

17.

ALL® 200

NOPOLLIOK ANA
OpasIbHOTO PO3YNHY
200 mr,no 3r
NOPOLLKY Y
nakeTuky; no 20
nakeTukis y
KapTOHHI Kopo6Lyi

CaHpos
dapmachbHoTi
Kans a.4.

CnoBeHis

TecTyBaHHs,
nakyBaHHs, BUMyCK
cepii: Cantotac
dapma NvbX,
HimeuunHa;
Bupo6bHMUTBO in
bulk, TecTyBaHHs,
nakyBaHHS:
Ninpodapm MvbX,
HimeyunHa; 3amb6oH
CeiT3enaHpg /T4,
LLiBeiiuapis

HimeuunHa/
LBeiiuapis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHun | TMny - 3MiHKn
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHa 4acToTu
Ta/abo TepMiHIB MoAaHHA perynsipHo
OHOBJIIOBAHMX 3BITIB 3 6e3neku
NiKapCbKnx 3aco6iB - 3MiHM y yacToTi
Ta farax nofjaHHsa perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku.
[itova pepakuin: Yactota nogaHHs
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun 3 poku. KiHueBa gata ons
BK/IOYEHHA faHux fo PO3b -
13.09.2018 p. daTta nogaHHs -
12.12.2018 p.
MponoHoBaHa pegakuis: Yactota
nofaHHs PerynsipHoO OHOB/1HOBAHOrO
3BiTYy 3 6e3nekun 5 pokiB. KiHueBa
AaTa ans BKAYEHHS AaHnX A0
PO3B - 13.09.2028 p. faTa
nogaHHa 12.12.2028 p.
PekomeHa0BaHO [0 3aTBEPAXKEHHSA
BiAMNOBIAHO [0 NepiogNYHOCTI
noAaHHA PerynsipHO OHOB/TIOBAHWX
3BITiB 3 6e3neKu NikapCbknx 3acobis
y EC

6e3 peyenma

UA/2031/02/01

18.

ALLI® NTOHT

TabneTky Wwunyyi no
600 mr, no 10 a6o
20 TabneTokK y Ty6i;
no 1 1y6i B
KapTOHHI KOpo6Lyi

CaHpo3
dapmachbHoTi
Kans g.4.

CnoBeHis

Cantotac dapma
'M6X, HimeuunHa;
Xepmec dapma
m6X , HimeyunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaviiiHnx
marepianis: 3miHu | Tvny - 3MiHKn
Loao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa 4yactoTu
Ta/abo TepMiHIB MoAaHHA perynsipHo
OHOB/IIOBaHVX 3BITIB 3 6e3neku
NiKapcbknx 3aco6iB - 3MiHN Y YacTOoTi
Ta AaTax noAaHHs perynsipHo

6e3 peyenma

UA/6568/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

OHOBJIHOBAHOrO 3BITY 3 6e3Mneku.
[itoua pepakuis: Yactota nogaHHs
perynsipHo OHOBJ/IHOBAHOIO 3BITY 3
6e3nekn 3 poku. KiHueBa gara gns
BK/IOYEHHA gaHux go PO3B -
13.09.2018 p. daTta nogaHHA -
12.12.2018 p. NponoHoBaHa
pepakuis: Yactota nogaHHs
perynspHo OHOBJ/IHOBAHOIO 3BITY 3
6e3nekun 5 pokis. KiHueBa fata ans
BK/IOYEHHA gaHux go PO3B -
13.09.2028 p. ata nogaHHA
12.12.2028 p. PekomeHgoBaHoO A0
3aTBEpKEHHS BiANOBIAHO A0
nepioguYHOCTI NoAaHHS perynsipHo
OHOB/tOBaHMX 3BITIB 3 6e3neKu
nikapcbknx 3acobiB y €C.

19.

ALLI® NTOHT
JIMMOH

TabneTky Wwunyyi no
600 mr, no 1
Tabnetyi y cawe; no
6, 10 a6o 20 cawe y
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbHoTi
Kan3 a.4.

CnoBeHis

BUNYCK cepil:
Cantotac dapma
v6X, HimeuunHa;
BMPOBHULTBO in
bulk, nakyBaHHs,
TeCcTyBaHHS:
Xepmec dapma
'm6X, HimeuunHa

HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3miHu | Tyny - 3MiHn
woao 6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsagy. 3miHa 4actoTu
Ta/abo TepMiHIB MOAaHHA perynsipHo
OHOB/IIOBAHUX 3BITIB 3 6e3neku
NiKapcbknx 3acobiB - 3MiHWN Y YacTOoTi
Ta AgaTax nofaHHs perynsipHo
OHOBJ/IHOBAHOIO 3BIiTYy 3 6e3neku.
[Oitova pepakuin: Yactota nogaHHA
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekun 3 poku. KiHueBa gara ans
BK/ItOYEHHA gaHux ao PO3b -
13.09.2018 p. faTta nogaHHs -
12.12.2018 p. NponoHoBaHa
pepakuis: Yactota nogaHHs
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekun 5 pokis. KiHueBa gata ans
BK/ItOYEHHA gaHux ao PO3b -
13.09.2028 p. farta nogaHHs
12.12.2028 p. PekomeHA0BaHO [0
3aTBEpKEHHS BiANOBIAHO A0
nepiognYHOCTI NoJaHHSA perynsipHo
OHOB/IIOBAHUX 3BITIB 3 6e3neku
nikapcbknx 3acobis y €C.

6e3 peyenma

UA/15591/01/01

20.

BIOBEH
MOHO®

PO3uunH ANs iHdysil
5 %; no 50 mn a6o
no 100 mny
nakoHi; no 1
hnakoHy y nauui 3
KapTOHY

TOB
"BIO®PAPMA
MNA3SMA"

YkpaiHa

TOB "BIO®APMA
MNMIA3SMA"
(BUPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHu | TUNY - 3MiHK
wopao 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn)
OHOBJ/IEHHSI TEKCTY MapKyBaHHS,
BUK/aEHOro YKpaiHCbKO MOBOIO,
BTOPMHHOI Ta NEPBUHHOI YNaKOBOK

3a peyenmom

He
niosnsiecae

UA/14526/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

BUMYCK cepili)

nikapcbKoro 3acoby, Ta 4o4aHo
iHchbopmavito B 1.9 YMOBU
3BEPIFTAHHA BTOPUHHOI ynakoBKu.
TepmiH BBEAEHHSA 3MiH - NTPOTArom 6
MiCALIB MiC/1sA 3aTBEPKEHHS. 3MiHU
| TNy - 3MiHK Woao
6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHu
BHECEHO A0 [HCTpyKUii ons
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"Cknag", "Mikapcbka opma’,
"apmakonoriyHi BnactneocTi”,
"[OKNiHIYHI faHi 3 6e3nekn”,
"MNoka3zaHHA", "TIpoTMnoKasaHHSa",
"Oco6nuBi 3axoam 6e3nekn”,
"B3aemogis 3 iHWVMU NikapcbKuMu
3acobamu Ta iHWi Buamn”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepios BariTHOCTI
abo rogyBaHHs rpyaar”, "3aatHicTb
BNAVBaTV Ha LWBUAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopToM abo
iHWMMK MexaHismamn', "Cnoci6
3acTocyBaHHsa Ta gosu", "Aitn",
"MepepnosyBaHHa", "MNo6GiyHI peakuii”,
"YMoBW 36epiraHHs", "HecyMicHicTb"
Ta [0 KOPOTKOT XapaKkTepucTUKn
nikapcbKoro 3acoby Ao po3gainis "2.
SAKIiCHWI | KinbKicHWIA cknaa.”, "3.
Nikapcbka hopma”, "4.1.
TepaneBTUYHI MOKa3aHHS.",

"4.2 .[lo3mn Ta cnoci6
3acTocyBaHHsA.", "4.3. fitn.", "4.4.
MpoTtunokasaxHsa.", "4.5. OcobnuBi

3acTepexeHHs Ta 3anobixHi 3axoam
npw 3actocyBaHHi.", "4.6. Blaemogis
3 iHWKMK NikapcbkuMK 3acobamu Ta
iHWi BMAW B3aemogiii.", "4.7.
3acTocyBaHHA Mig vac BariTHOCTI Ta
rofysaHHs rpygaro.”, "4.8. Bnnve Ha
3AaTHICTb KepyBaTy TPaHCMOPTHUMMU
3acob6amu abo npauoBaTy 3 iHLLUMK
aBTOMaTN30BaHUMK cucTemamu.”,
"4.9 . Mob6iuHi peaxuii.", "4.10.
Mepepo3ysaHHA.", "5.1.
dapmakoguHamiyHi BNacTnBoCTi.",
"5.2. ®apMaKoKiHEeTUYHI
BnactmsocTi.", "5.3. [JokNiHiYHi AaHi

non

3 6e3nekn.", "6.2. OCHOBHI BUNaaku
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Hassa

Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

HecymicHocTi.", "6.4. Oco6uBI
3anobixHi 3axoau npw 36epiraHHi.",
"6.6. CneuiasbHi 3axoan 6e3nekn
npv NOBOAXXEHHI 3 HEBUKOPUCTAHNM
nikapcbkvM 3acobom abo Biaxoaamm
nikapcbKoro 3acoby” BignosigHoO A0
Guideline on core SmPC for human
normal immunoglobulin for
intravenous administration (IVIG)
(EMA/CHMP/BPWP/94038/2007
Rev. 6). TepmiH BBEAEHHS 3MiH -
npoTArom 6 Micauis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
3 AKoCTi. F0TOBMIA Nikapcbkuid 3aci6.
Onuc Ta cknag, (iHwi 3miHu) (B.11.a.
(x) 1A)

MpviBeAEeHHS y BIiANOBIAHICTb
po3giny Cknag Ta YMoB 36epiraHHs
MeTogiB KOHTPO/IO SKOCTI A0
OHOBJIEHOI iHhopMaUil B IHCTpyKLi
ONA MeAUYHOro 3acToCyBaHHSA Ta
KopoTKoT xapaKkTrepucTukm
nikapcbkoro 3acoby 6IOBEH
MOHO® 3rigHo BumMor Guideline on
core SmPC for human normal
immunoglobulin for intravenous
administration (IVIG)
(EMA/CHMP/BPWP/94038/2007
Rev. 6. 3 BiANOBIAHNM OHOB/IEHHAM
po3gainy 3.2.P.1 peecTpauiiiHoro
[0Cbe. 3MiHN BHOCATLCS [0 TEKCTY
MK$, 3.2.P.1. 3MiH/ He BNMBaIOTb
Ha AKICTb Ta 6e3neky Nikapcbkoro
3acoby.
3arsepgxeHo: 3MIHN OO
METOAIB KOHTPO/IO AKOCTI

NIKAPCBbKOIO 3ACOBY
SOPMA BUIMYCKY Po3uvH gns
iHpysiii 5% no 25 mn, 50 mn, 100 mn
y thnakoHax Ne 1
Cknag Ha 1 mn npenapary:
[itoya pevoBuHa:
IMyHOr106yNiH NOAVMHN HOPMasIbHUI
0,05 r (B TOMY umCni iIMyHOr106YyniHY
G (IgG) He MeHLwe 95%) BMPOGHUK:
TOB «BIOPAPMA MNA3MA»,
YkpaiHa
[lonomikHi pe4yoBuHK:
rAiLMH
BOoAa ANs iH eKuil
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

Po3snogin nigknacis iMmyHorno6yniHy
G (IgG):
19G1 npn6an3Ho 65.6 %,;
19G2 npn6an3Ho 22.1 %;
19G3 npn613Ho 10.8 %;
1G4 npn6am3Ho 1.5 %.
MakcrmanbHuiA BMICT
iMyHOrno6yniHy A — 25 mkr/mn.
YMOBW 3BEPIFAHHA
36epirat B opuriHasibHii ynakosLi
npu Temnepartypi Big 2 °C o 8 °C.
TpaHcnopTyBaTtu Npu Temnepatypi
Bia 2 °C po 8 °C 3rigHo 3 npasunamu
XO0/104,0BOrO NaHLora.
3anponoHosaHo: 3MIHW OO
METO/IB KOHTPO/IHO AKOCTI
NIKAPCbKOI'O 3ACOBY
®OPMA BUIMYCKY Po3uuH ansa
iHdy3iil 5 % no 50 mn (2.5 ), 100
mn (5.0 1) y donakoHax Ne 1
Cknag Ha 1 mn npenapary:
[itoua peyosuHa:
IMyHOrN06yniH AAVHA HOPMa/bHWIA
50 mr (He meHwe 95% IgG)
Bupo6Huk: TOB «BIODAPMA
MNA3MA», YkpaiHa
[onomikHi peqyoBuHu:
rAiLMH
BOAa ANs iH eKuin
1 cpnakoH no 50 mn mMicTnTL 2.5 T
iMyHOr106yniHYy AOANHN
HopmasibHoro (1VIg);

1 chnakoH no 100 mn micTntb 5.0 1
iMyHOr106yniHYy AOANHN
HopmasibHoro (1VIg).
Po3nogin nigknacis imyHornobyniHy
G (IgG):
19G1 npn6a13HO 65.6 %;
19G2 npn6nn3Ho 22.1 %,;
1gG3 npn6am3Ho 10.8 %);
1G4 npn6am3Ho 1.5 %.
MakcumasnbHuii BMmicT IgA — 25
MKr/MA.

YMOBW 3BEPIFTAHHA
36epirati B OpuriHa/IbHii ynakosLi
018 3aXUCTY Big, A4l cBiTna npu
Temnepartypi Big 2°C go 8°C.
TpaHcnopTyBaTtu Npu Temnepatypi
Bia 2 °C po 8 °C 3rigHo 3 npasuiamm
X0/10[,0BOrO f1aHLora.
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Ymosu

Pexknamys

Homep

n/n

Hassa
JliKapcbKo20

Popma sunycky

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

aHHSA

peecmpayiliHo2o
nocsioYeHHs

3acoby

ynakoska)

TepmiH BBEAEHHSA 3MiH - NPOTArom 6
MiCALIB MiC/1sA 3aTBEPKEHHS. 3MiHU
Il Tuny - 3miHK Woao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSX
(noaaBaHHSA HOBOrO TepaneBTUYHOIO
nokasaHHs abo 3miHa y
3aTBEePAKEHOMY MoKa3aHHi) 3MiHu
BHECEHO A0 IHCTPYKUiT Ans
MeANYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"MokasaHHa" (3MiHN [0
3aTBEPAKEHHOTO NOKa3aHHA
CTOCOBHO 3aMicHOI Tepanii npu
BTOPWHHMX iMyHOAediLnTax,
30Kpema BTOPUHHOT
rinoramarnobyniHemii BHacnifok
OHKO/I0TYHOT0/OHKOTreMaTos10ri4HOro
3axBOPIOBaHHSA, XiMioTepanii Ta
iMyHOCYynpecuBHOI Tepanii, y ToMy
yucni 'y 3B’A3Ky 3 TpaHcnIaHTaLie
CTOBOYPOBYX reMOMOETUYHUX
KNITWH, NiKyBaHHSA
MOHOK/IOH&/TbHUMMN @HTUTiNamu,
iHriGiTopamMn TMPO3NHKIHA3K
BpyToHa Ta npoteocom),
"apMakonoriyHi BnactuBocTi" Ta Ao
KOPOTKOI XapakTepucTuKn
nikapcbKoro 3acoby [0 po3zainis
"4.1.TepaneBTUYHI NOKa3aHHS.",
"5.1.dbapmMakognHaMi4Hi
BNactTuBOCTi.". TepMiH BBeLeHHs
3MiH - NPOTAroM 6 MicALUiB nicns
3aTBEPMAKEHHSA

3a peyenmom

He

UA/14526/01/02

21. | BIOBEH

PO34uH ANs iHgysil
10 %; no 50 mn abo
100 mn y donakoHi;
no 1 dpnakoHy B
nauuj 3 kKapToHy

TOB
"BIO®PAPMA
MJA3MA"

YKpaiHa

TOB "BIO®APMA
MNA3SMA"
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMYCK Cepii)

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPOb roTOBOrO /iKapcbKoro
3acoby. 3miHa y meTogax
BMMPOOYBaHHA rOTOBOTO NiKapCbLKOro
3aco0by (iHLWi 3MiHK y MeTogax
BMNPOGYBaHb (BK/IHOYAKOYM 3aMiHY
ab0 fonoBHEHHS)) 3miHa B
Marepianax peecTpauiiiHoro ocbe
LLOA0 NPUBELEHHS MeToIB
KOHTPOJIHO 33 MOKA3HNKOM SKOCTi
«[Mpo3opicTb» Y BIANOBIAHICTb A0
BMMOT MoHorpadii 4PY/Eur.Ph.

2.2.1. «Br3Ha4YeHHsi Npo30pocTi Ta

nionsieae
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

CTyNeHs onanecueHuii piguH»,
3aMiCTb 3aTBEPL)KEHOr0 MeToay
abcop6buiiHoT cnekTpod)oToMeTpii
[dY/Eur.Ph. 2.2.25. CynyTHA 3MiHa
- 3MiHu 3 IKoCTi. FoToBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOOGHULTBI. 3MiHW BUNPObYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikauisx, nig
Yyac BMpPOBHMLTBA FOTOBOro
niKapcbKoro 3acoby (iHLwi 3MiHW)
3miHa B CneyudikaLii nikapcbkoro
3acoby 3a NOKa3HWKOM SIKOCTI
«[Mpo30picTb» LWOAO NPUBEAEHHS Y
BiANOBIAHICTb 4O BUMOr MOHOrpadii
OdY/Eur.Ph. 2.2.1. «<BusHayeHHs
NPO30pOCTi Ta CTyNneHs
onasiecUeHLil piguH», 3aMicTb
3aTBEPLKEHOr0 KPUTEPID
NPUAHATHOCTI 38 METOL40M
abcop6buiiHoT cnekTpod)oToMeTpii
AOdY/Eur.Ph. 2.2.25. 3minun | Tuny -
3MiHu 3 sKoCTi. [O0TOBWMIA NiKapCbKNii
3aci6. KoHTposib rotToBoro
niKkapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeToAax BUNpo6yBaHb (BK/IKOHAKOUN
3amiHy abo A0oMoBHEHHS)) 3MiHa B
Marepianax peecTpauiiiHoro gocbe
LIOA0 OOMOBHEHHS METOLIB
KOHTPOJIIO 3a MOKA3HNKOM SKOCTi
«CTyniHb 3a6apBreHHs»
3aCTOCYBaHHAM a/lbTEPHATUBHOIO
thapmakonenHoro metogy y
BiAMNOBIAHOCTI 4,0 BUMOr MOHOrpadii
[OdY/Eur.Ph. 2.2.2. (meTog, Il)
«BusHaueHHs cTyneHs 3abapB/ieHHs
piavH», 00 BXe 3aTBepAXeHoro
mMeToay abcopbuiiiHoi
cnektpochoTomeTpii ADY/Eur.Ph.
2.2.25. CynyTHSA 3MiHa - 3MiHU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Y BUPOGHULTBI. 3MiHN
BMNPO6YBaHbL ab0 JONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig,
yac BMPOGHMLITBA FOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHu)
[JlonoBHeHHA B Cneumndikauii
NiKapCbKOro 3acoby 3a MOKasHUKOM
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

AKOCTI «CTyMiHb 3a6apBNEHHA»
LL|OAI0 3aCTOCYBaHHS
afbTepHaTUBHOIO dhapmakoneiiHoro
MeToZy Y BifnoBigHOCTI 40O BUMOT
MoHorpadii APY/Eur.Ph. 2.2.2.
(meTog Il) «BusHayeHHs cTyneHs
3ab6apBnieHHs pigvH», [0 BXe
3aTBEPLKEHOr0 KPUTEPItO
NPUAHATHOCTI 38 METOL0M
abcop6buiiiHoi cnekTpodhoTomeTpil
OdY/Eur.Ph. 2.2.25. 3minu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. Cucrtema
KOHTeWHep/3aKynoptoBasibHMiA 3aci6.
3MiHa po3mipy ynakoBku roToBOro
nNikapcbKoro 3acoby (BUyYEHHS
yMakoBKM MEBHOIO PO3Mipy)
3anponoHoBaHa 3miHa Ao
MarepianiB peecTpauiiiHoro Aocbe
Ha nikapcbkuii 3aci6 «bIOBEH,
po3unH ans iHgysii 10 %; no 10 mn,
25 mn, 50 mn a6o 100 mny
h1aKkoHi» LLO0A0 BUTYYEHHS
[,03yBaHHA Mo «10 mn 1a 25 Mn» y
3B'A3KY 3 1X eKOHOMIYHO
HeAoUiNbHICTIO. BunyueHHs
no03yBaHHA no 10 ta no 25 mn He
NpY3BOAUTL [0 BUMYHEHHS
nikapcbKoro 3acoby. 3MiHV BHECEHI
B pO3/iNn "YnakoBka" B iIHCTPYKLtO
[ANA MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ta KopoTKy
XapakTepucTuky nikapcbkoro 3acoby
Yy 3B'A3KY 3 BUJTYYEHHSAM NEBHOIO
po3mipy ynakosku (10 mn 1a 25 mn),
AK HACMIAOK - BUNYYEHHSA TEKCTY
MapKyBaHHS BifMnoBi4HOI ynakoBku.
CynyTHS 3MiHa - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa y NepBUHHINA ynakoBsL,i
roTOBOrO J1iKapCbKoro 3acoby (Tun
KOHTeliHepa abo foAaBaHHsi HOBOTO
KOHTeliHepa) - BunyueHHs
NepBUHHOI YNaKoOBKW, L0 He
NpU3BOAUTL [0 NOBHOTO BU/TYYEHHS
nikapcbKoro 3acoby 3 NeBHON
cunoto aii abo y neBHili nikapcbkii
dhopmi - Y 3B’A3KY 3 BUSTYUYEHHAM
[03yBaHHA «Mo 10 M1» Takox




29

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
BWyYa€eTbCA 3 Matepianis
peecTpauiiHoro focke iHhopmaw,is
Npo NepPBUHHY YMakoBKy, a came
dhnakoHm i3 TpyOKM CKISHOI Npo3opi
06’emom o 10 ms.

22. | BI®PPEH® kancynu no 250 wr, TOB YKpaiHa TOB "®apma Crapt” YKpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom He UA/12087/01/01
no 10 kancyn a6o 15 "ACIHO maTepianis: 3miHu | Tuny - 3MiHK 3 nionseae
Kancyn y 6nictepi 3 YKPAIHA" AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
nniskn Cucrema
noniBiHINX10PUAHOT KOHTeliHep/3akynopioBasibHMiA 3aci6.

Ta doonbru 3MiHa po3Mmipy ynakoBku rOTOBOrO
aNOMIHIEBOT nNiKapcbKoro 3acoby (3MiHa KifbKOCTi
L,pyKoBaHoOI OAMHWLb (Hanpuknag TabneTok,
nakoBaHoi; no 1, 2 amnyn TOLL0) B yMakoBLi:) - 3miHa
a6o 6 6nicTepis No nosa jjiana3oHoM 3aTBepAKeHNX
10 kancyn a6o no 2 PO3MipiB yNakoBKM - BBEAEHHS
abo 4 6nictepu no [04aTKOBOro po3Mipy ynakoBku Ne
15 kancyn pasom 3 30 (15x2). 3MiHM BHECEHO B
IHCTpyKLieto ans IHCTPYKUiO gNsi MeguyHoro
MeANYHOro 3aCTOCYBaHHS /iKapCbKoro 3acoby B
3aCcTOoCyBaHHA po3ain "YnakoBka"y 3B'A3Ky 3
nomiLLalTb B Nayky BBEJEHHSAM A404aTKOBMX YNaKoBOK,
3 KapToHy 414 AK HACMIJOK - 3aTBEPMAKEHHS TEKCTY
CMOXMBYOI Tapu MapKyBaHHS AOAATKOBYX YNakoBOK
nikapcbkoro 3acoby. BeegeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEpPKEHHS. 3MiHY | TUny - 3MiHK
3 AKOCTi. F0TOBMIA NiKapCbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6.
3MiHa po3mipy ynakoBku roTOBOro
nikapcbkoro 3acoby (3MiHa KinlbKoCTi
OAMHULb (Hanpuknag, TabneTok,
amMnyn TOLLO) B yNakoBLi:) - 3miHa y
AianasoHi 3aTBepAKEHNX PO3MIpiB
yNaKkoBKM - BBEL,EHHS [,0ATKOBOIO
po3mipy ynakosku Ne 60 (15x4).
3MiHU BHECEHO B IHCTPYKLil0 AN
MeAMUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3gin
"YnakoBka" y 3B'A3Ky 3 BBE,eHHAM
[0AaTKOBMX YNakoBOK, K HACNIAOK -
3aTBEPKEHHS TEKCTY MapKyBaHHS
[08aTKOBUX YNakoBOK NiKapCbKoro
3acoby. BBefieHHs 3MiH NpOTSArom 6-
TN MicsLiB Nicns 3aTBEPAKEHHS.

23. | BPAMITOB po34nH ons K'esi ABCTpIA BTOPWHHE ITania/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyenmom UA/15301/01/01
iHransuii, 300 mr/4 dapmac'toTik nakyBaHHs, HimeyunHa martepianis: 3miHu | TUNy - 3MiHK
M1 M0 4 M B en3 rveX KOHTPO/Ib AKOCTi Ta woao 6esnekn/edyekTMBHOCTI Ta
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
amnyni; no 4 BMNYCK cepii: K'e3i thapmakoHarnsgy. 3mMiHa 4actoTu
amnynu B dapmaueyTuui Ta/abo TepMiHIB MOJaHHA perynsipHo
repMeTnyHo C.n.A., Itanis; OHOBJIHOBAHUX 3BITIB 3 6e3neku
3anasHomy cTpuni; BMPOGHULTBO in- nNikapcbkunx 3acobis. 3miHa TepMIHIB
no 16, 28 a6o 56 bulk, nepBuHHe Ta NOAAaHHSA PerynsipHO OHOBJTIOBAHOIO
amnyn y KapTOHHil BTOPWHHE 3BiTy 3 6e3neku: [litova pegakuis:
Kopoo6Li nakyBaHHs, YactoTa nofiaHHa perynsapHo
KOHTPO/Ib cepii: OHOB/THOBAHOrO 3BITY 3 6e3nekn 3
leHeTik C.N.A,, poku. KiHueBa aata A1 BKIYEHHS
ITanis; BUPOGHUK paHnx go PO3B6 - 30.06.2024 p.
npoaykuii in-bulk, [ata nopaHHs - 28.09.2024p.
nepBuHHe Ta MponoHoBaHa pegakuisa: Yactota
BTOPUHHE NoAAaHHsA PerynsapHoO OHOBJ/IIOBAHOIO
nakyBaHHs Ta 3BITy 3 6e3Mnekn 3 poku.
KOHTPO/b AKOCTI: KiHueBa fata Ana BKIOYEHHSA AaHUX
Xononak 0o PO3b - 31.12.2026 p. Jata
depnakyHrcTexHik nogaHHsa — 31.03.2027 p.
vm6X, HimeuunHa; PekoMeHA0BaHO [0 3aTBEPAKEHHA
nepBrHHe Ta BiANOBIAHO A0 NepioANYHOCTI
BTOPVHHE NoAaHHA PErynsipHO OHOB/TIOBAHNX
nakyBaHHs: Xosionak 3BITiB 3 6E3MEKUN NiKkapcbknx 3acobiB
depnakyHrcTexHik y €C.
mM6X, HimeuunHa,;
KOHTPO/b AKOCTI:
nmwe
BUMPOOYBaHHA Ha
CTEePW/IbHICTb:
Na6op /1C CE & Ko.
Kr, HimeuunHa
24. | BYAECOHIA cycneHsia ons ACTPA3EH Lsewis BUPOGHMLTBO, LiBeuis BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/19102/01/01
ACTPA3EHE posnuneHHs, 0,25 EKA Ab KOHTPO/Ib SKOCTi Ta marepianis: 3miHu | Tyny - 3MiHn
KA Mr/MAT; Mo 2 M B BWMYCK Cepil: woao 6e3nekn/edpekTBHOCTI Ta
KOHTElHepi 3 AcTpa3eHeka Ab, hapmakoHarnsgy. BeefeHHs abo
nnacTuky; no 5 LLisewjs 3MiHM [0 y3ara/ibHEHNX JaHuX Npo

KOHTeliHepiB,
3'eHaHNX MK
€06010, Y KOHBEPTI 3
asIloMiHIEBOT
donbru; no 4
KOHBEpPTW Y
KapTOHHI Kopo6Li

KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
Lseuis

cuctemy hapmakoHarnagy
(BBEAEHHSA Y3arasibHEHUX AaHWX Npo
cuctemy thapmakoHarnsgy, 3amiHa
YMOBHOBaXeHOT 0cobwu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobm
3 (hapmakoHarnsgy 3asBHuka gis
3pificHeHHs1 hapmakoHarnsay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) 3miHa
YNOBHOBa&XEHOT 0CO6U 3asBHUKA,
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BiAANOBIAaIbHOI 3a thapmakoHarnsg,
[itoua pepakuis: -p Marnyc
IcaHgep / Dr. Magnus Ysander.
MponoHoBaHa pegakuis: Gemma
Jimenez Sese. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXeHO! 0cobu
3a8BHVKa, BigNoBigaNbHOT 3a
chapmakoHarnsag. YTO4HEHHS WoJo
Ha3BW KOMNaHii, e 3HaxoAuTbecs
MacTep-calin cuctemu
thapmakoHarnagy Ta 34jiCHIETbCS
OCHOBHa iNbHICTb 3
hapmakoHarnagy.

25.

BYAECOHIA,
ACTPA3EHE
KA

cycneHsia ans
po3nuneHHs, 0,5
Mr/MA; No 2 Mn B
KOHTeliHepi 3
nnacTuky; no 5
KOHTeliHepiB,
3'eAHaHNX MiXK
c06010, Y KOHBEPTI 3
anomiHieBoil
dhonbru; no 4
KOHBEpPTW y
KapTOHHI Kopo6Lyi

ACTPA3EH
EKA Ab

LBeuis

BVMPOGHMLTBO,
KOHTPO/Tb AKOCTi Ta
BWMYCK Cepil:
AcTtpa3eHeka Ab,
LiBeuis
KOHTPO/b AKOCTI:
AcTtpa3eHeka Ab,
Lseuis

LLBeuis

BHECEHHS 3MiH 0 peecTpavLiiiHnX
Matepianis: 3MiHu | TUNY - 3MiHK
woao 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, 3amiHa
YNOBHOBaXEHOT 0COo6M,
BignoBifa/bHOI 3a 34jACHEHHS
thapmMakoHarnsay; KOHTaKTHOT 0cobm
3 (hapmakoHarnsgy 3asiBHuKa 41s
3[ificHeHHs hapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0COo6M,
BignoBifa/bHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6Y 3asBHYKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[Oitova pepakuin: O-p MarHyc
IcaHgep / Dr. Magnus Ysander.
MponoHoBaHa pegakuis: Gemma
Jimenez Sese. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
chapmakoHarnsg,. YTo4HEHHS LWoao
Ha3BW KOMMaHii, Ae 3HaxoauTbCs
MacTep-cdaiin cuctemu
thapmakoHarnsay Ta 34jiicHIETbCS
OCHOBHa fjsifIbHICTb 3
dhapmakoHarnsgy.

3a peyenmom

UA/19102/01/02

26.

BAJICAPTAH
A-TEBA

TabneTku, BKPUTI
naiBKOBOO

TOB «TeBa
YkpaiHa»

YKpaiHa

BankaHtapma-
AdynHuus AT

Bonrapis

BHECEHHS 3MiH [J0 peecTpaviiiHnx
marepianis: 3miHu | Tuny - 3miHK

3a peyenmowm

He
nionsieae

UA/16612/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
060/10HKO10, M0 5 wopao 6esnekn/ethekTMBHOCTI Ta
Mr/80 mr, no 7 thapmakoHarnsgy. 3miHa y KopoTkili
Tabnetok y 6nictepi, XapaKTepucTuLi Nnikapcbkoro 3acoby,
no 2 a6o 4 6nictepn TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
y kopobu,; no 10 MeAMYHOro 3aCTOCYBaHHSA Ha
Tabnetok y 6nicrepi; nigcTasi peryssipHo OHOBJ/1HOBAHOIO
no 3 abo 9 6nictepis 3BiTY 3 6€3neKkun NikapcbKoro 3acooby,
y kopobuj abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA MikapcbKoro 3acoby B
nicnsipeecTpawiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBefeHnx
BIANOBIAHO A0 NAaHy negiaTpuyHnX
pocnigpxensb (PIP) (iHwi 3miHW).
3MiHV BHECEHO B IHCTPYKLiO Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"Oco6nMBOCTI 3aCTOCyBaHHS" Ta
"Mo6iuHI peakwji" BiANOBIAHO A0
OHOBJIEHOI IHhopMaLii LWoao
6e3nekun 3acTocyBaHHA Aitoyol
PEeYOBUHM 3riAHO 3 peKoMeHAaL e
PRAC.
TepMiH BBEAEHHSA 3MiH NPOTAromM 6
MicsLiB NiCNs 3aTBEPAYKEHHS.
27. | BAICAPTAH | Tabnetku, BKpUTI TOB «TeBa YkpaiHa BankaHdapwma- Bonrapis BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom He UA/16612/01/02
A-TEBA nNiBKOBOKO YkpaiHa» OynHnus AT Matepianis: 3MiHu | TUNY - 3MiHK nionsizae

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

woao 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6€3neKun NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA /ikapcbKoro 3acoby B
nicnsapeecTpauiinuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBeaeHnx
BIANOBIAHO A0 NAaHy negiatpuyHnx
pocnigpxeHs (PIP) (iHwi 3miHW).
3MiHV BHECEHO B IHCTPYKLiO Ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"Oco611BOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakwji" BigNOBIAHO A0
OHOBJIEHOI iHhopMaLii Loao
6e3nekun 3acTocyBaHHA Aito4oil
PEYOBUHM 3riAHO 3 peKOMeHAaL e
PRAC.
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
TepmiH BBEAEHHSA 3MiH NpOTAroM 6
MiCsAILiB Nic/1a 3aTBEpAKEHHS.
28. | BAJICAPTAH | TabneTku, BKpUTI TOB «TeBa YkpaiHa BankaHtapma- Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom He UA/16612/01/03
A-TEBA nAiBKOBOIO YkpaiHa» OynHunus AT marepianis: 3miHu | Tuny - 3miHn nionsizae
060/10HKot0, no 10 woao 6e3nekn/edpekTBHOCTI Ta
Mr/160 mr, no 7 hapmakoHarnsgy. 3miHa y KopoTkili
Tabnetok y 6nictepi, XapaKTepucTuLi Nikapcbkoro 3acooby,
no 2 a6o 4 6nictepn TEKCTi MapKyBaHHS Ta iHCTpYKLji 41
y Kopo6uj; no 10 MeAMYHOro 3aCTOCYBaHHSA Ha
Tabnetok y 6nictepi; nigcTaBi perysispHo OHOB/TIOBAHOMO
no 3 abo 9 6nicTepis 3BITYy 3 6e3neku NikapcbKoro 3acooy,
y KOpoo6Ui a6o pocnigxeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
[ocnigpKeHb, NpoBeaeHnX
BiANOBIAHO [0 NiaHy negiaTpuyHnX
pocnipkeHs (PIP) (iHWi 3miHNW).
3MiHU BHECEHO B IHCTPYKLi0 418
MeANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zinis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakwji" BigNoBigHO A0
OHOBNEHOI iHhopMaLi Wwoao
6e3nekn 3acTocyBaHHs Ajitoyoi
PeyOoBMHM 3riJHO 3 pekoMeHAaLlie
PRAC.
TepmiH BBEAEHHSA 3MiH NPOTSAroM 6
MicALB Nic/1a 3aTBepAKEHHS.
29. | BAPIBAKC NOPOLLIOK Ta Mepk Wapn i | LBeiuapi Bupo6bHuyTBO, cuwA/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyenmom UA/19665/01/01
BAKUMHA PO3UNHHWK NS [oym |[OEA A nepBuHHE HigepnaHngu marepianis: 3miHu | Tuny - 3miHK
ansa cycneHsii ans rveX nakyBaHHs Ta woao 6e3nekn/edeKTMBHOCTI Ta
MPO®ITAKT iH'ekuili, 1 chnakoH 3 aHaniTMyHe hapmakoHarnsgy. BeegeHHs abo
KN nopotukom (1 gosa) TeCTyBaHHSA 3MiHW [0 y3araslbHEHUX AaHWX Npo
BITPAHOI B KOMM/IekTi 3 1 BakuuHW: Mepk cuctemy hapmakoHarnsagy
BICMN XXUBA | dnakoHoMm 3 Wapn i oym JI1C, (BBEAEHHS y3ara/lbHEHNX AaHWUX Mpo
ATEHYNOBA | po3unHHuKoM (Boga CLUA; MapkyBaHHSA cuctemy thapmakoHarnsgy, 3miHa

HA

ONs iH'ekujn) B
KapTOHHI KopooLyi

nepBUHHOTO
nakyBaHHs1,
BTOPUHHE
nakyBaHHS Ta [03BiN
Ha BUMycK cepii
BaKLMHM Ta
po34MHHMKa: Mepk
Wapn i Joym B.B.,
Higepnaxngu

yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT ocobm
3 (hapmakoHarnsagy sassHvKa Ans
3AiicHeHHs1 hapMakoHarnsay B
YKkpaiHi, AKLLO0 BOHA BigMiHHA Bif
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkovaroun
KOHTaKTHi flaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy)- 3miHa
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3as1BHVIKA, BifgNoBiAa/IbHOT 3a
hapmMakoHarnag B Ykpaiti.
30. | BEPTIFTOXEE | po3uvH ANns iH'ekuii, Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/5303/01/01
Nb IH eKUJi no 1,1 mn B amnyni; Xanbmitte a XaiinbmitTens marepianis: 3miHu | TMny - 3MiHKn
no 5 amnyny Nb Xeernb Xeenb Mv6X oo 6e3sneku/epekTMBHOCTI Ta
KOHTYPHIl M6X thapmakoHarnagy (iHwi 3MiHn) -
YapyHKOBIli 3MiHM BHECEHO B TEKCT MapKyBaHHs
ynakoBLi; no 1 abo NepBMHHOT YNaKoBKM NiKapCbKOro
no 2 a6o no 20 3aco6y y nyHkTn 3, 4. BBeAeHHsA
KOHTYPHUX 3MiH MPOTArom 6-TW MicsLiB nicns
YyapyHKOBUX 3aTBEPAXEHHS
yNakoBOK y kopobuj
3 KAPTOHY
31. | BO/IbTAPEH | emynbrens ans XaneoH KX Lseliuapi BVMPOGHNLTBO Lseliuapis/ BHECEHHS 3MiH 0 peecTpavyiiiHnx 6e3 peyenma He UA/1811/01/01
EMYNbrE/Nb | 30BHIiWHbOrO CAPN A nikapcbKkoro 3acoby, ITanisa marepianis: 3MiHu | Tuny - 3MiHu 3 nionsizae

3acTocyBaHHA 1 %);
no20r,abono50r,
a6o no 100 r y Ty6i,
no 1 Ty6i B
KapTOHHI KopooLyi

nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/Tb AKOCTI,
BUWMYCK Cepii:
XaseoH KX C.a.p.n.,
LLiBeiiuapis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMYCK CepiiA:
XasieoH Itani
MaHydekuypiHr
C.p.N., Itanisa

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa y NepBUHHINA ynakoBsLi
roTOBOrO JIiKapCbKOro 3acoby (Tvn
KOHTeliHepa abo goAaBaHHs HOBOMO
KOHTelHepa) - BunyyeHHs
NepPBUHHOI YNaKOBKW, L0 He
NpU3BOAUTbL 4,0 NOBHOMO BUTYYEHHS
NikapcbKoro 3acoby 3 NEBHOLO
cunoto aii abo y neBHili nikapcbkii
chopmi. BunyyeHHs ynakoBku 75 1 3
MacCa)KHO KPULLKOH-anlikaTopom.
3MiHV 0 IHCTPYKUIT ANS MEAUYHOTO
3acTOCyBaHHS MikapCcbKoro 3acoby
00 po3gainy "YnakosBka" Ta BignosigHi
3MiHW B TEKCTi MapKyBaHHS
yMakoBKK, a caMe BUTyYEeHHS
YNakoBKW 75 MI 3 MacaxHoo
KpyuLLKOtO-annikatopoM. BeaeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBepKeHHA. 3MiHW | Tuny - 3MiHn
wopao 6esneku/epekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn).
3MiHV BHECeHO [0 TeKkcTy n.3 n.5,
n.9, n.15, n.16, n.17 MapkyBaHHA
BTOPUHHOI YNakoBKMN NikapCbKoro
3acoby Ta [0 TekcTy n.6,
MapKyBaHHS NepBUHHOT yNakoBKu
nikapcbkoro 3acoby. BeegeHHs 3MiH
NPOTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUnY - 3MiHK
woAo 6esnekn/edpekTMBHOCTI Ta
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
Me[MYHOro 3aCTOCyBaHHA Ha
nifcTasi perynsipHoO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku nikapcbkoro 3acoby,
ab60o pocnimxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHnx
Bi4NOBIAHO A0 NNaHy negiatpuyuHmnx
pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHoMm). 3MiH1 BHECEHO [0
IHCTPYKUii 4na MeguyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby
[0 po3giny "3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”
BiMNOBIAHO A0 OHOB/IEHOT
iHbopmauii woao 6esnekn
3aCcTOCyBaHHSA Ail040l PEYOBUHN.
BBegeHHs 3MiH npoTArom 6-tm
MicAILiB nicns 3aTBepKeHHS. 3MiHN
Il Tvny - 3miHn wWoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 41
MeAMYHOr0o 3aCTOCYBaHHS Yy 3B’A3KY
i3 HOBUMY JaHVMMK 3 SIKOCTI,
LOKNIHIYHUMUN, KAIHIYHUMW aHMK
Ta AaHvmu 3 hapmakoHarnsgy.
3MiHu BHECeHO [0 IHCTpYKLii Ans
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"apmakonoriuHi BnactneocTi”,
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTI
ab6o rogysaHHa rpyaat”, "Cnocio
3aCToCyBaHHA Ta [03n",
"Mepepno3ysaHHA", "YMOBU
36epiraHHA". 3MiHW B po3gin "YMoBu
36epiraHHa” MKA 13. BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

32,

rAJOBICT
1,0

PO34MH ANS iH'EKLN,
1 mmonb/mn; no 5
M abo no 7,5 mn,
abono 10 mny

Baiiep Al

HimeuumnH
a

Baiiep Al

HimeyunHa

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu Il Tuny - 3MiHK
woao 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo

3a peyernmom

UA/6664/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
CKMSAHOMY LUMPUL, 3miHa(1) A0 3060B'A3aHb Ta yMOB
BK/1aZlEHOMY Y BMAaui peecTpauiinHoro
npo3opy NAacTUKoBy nocBig4eHHs, Bkovatoun Mnax
KOPO6KY, 3aKpuTy ynpasniHHA pUsnkamm
nanepowm; rno 5 (3acTocyBaHHs 3MiH(1), SKi(a)
wnpuuis y BUMaratoTb(€) nogasibLuoro
KapTOHHi KopobLyj; 06I'pYHTYBaHHSA HOBUMUW A0AATKOBUM
no 5 mnaéono 7,5 [aHVMWY, Lo MaloTb HagaBaTucs
mn, abo no 10 mny KOMNETeHTHUM OpraHoM, OCKifTbK/
nnacTuKoBomy BMMAaraeTbCsa CyTTEBA OLjiHKa
LnpuLi, KOMNETEHTHUM OpraHom) 3asBHNKOM
BKNafeHoMYy Y HafaHO OHOBIEHUIA NnaH
npo3opy NNacTuKoBy ynpas/iHHA pu3nkamu Bepcist 9.2
KOPOOGKY, 3aKpuTy 3MiHu BHeCeHi o yacTuH I
nonieTuneHom; no 5 «Cneuudikauiss 3 6esneku», |l
wnpuuis y «MnaH 3 dhapmakoHarnagy», V
KapTOHHiI kopobuy; «3axogy 3 MiHimi3auii pusukie», VI
no 7,5 mn a6o no 15 «Pe3tomMe nnaHy ynpasiHHSA
M/1Yy CKNAHOMY pusnkamm», VIl «logatku» y 38’a3Ky
dhnakoHi; no 1 3 OHOBJIEHHSAM cneuudikauii 3
hNakoHy y 6e3nekun. Pestome Mnany
KapTOHHi KopooLyi ynpas/iHHA pu3nkamu Bepcist 9.2
[0Aa€ETbCA.
33. FEMNIBPA® | po3uuH NSt iH exuii TOB «Pouu YkpaiHa BUPOGHMLTBO AnoHis/ BHECEHHS 3MiH [10 peecTpaliiiHix | 3a peyenmom He UA/16914/01/02
no 150 mr/1 mn; no YkpaiHa» Hepo3acoBaHo| Pecny6nika mMarepianis: yTOYHEHHS nionsizae
0,4 mn (60 mr); no npoaykuii, NnepBuHHe Kopes/ peecTpaLiiHoi npoLieaypw B Hakasi
0,7 mn (105 mr); no nakyBaHHs, LBeiiLapis MO3 Ykpainu Ne 1440 Big,
1 mn (150 mr) y BMNPOBYBaHHSA 16.09.2025 - 3miHu | Tuny -

dhnakoHi; no 1
(hNakoHy B
KapTOHHI Kopo6Lyi

KOHTPO/O AKOCTI:
Uyraii dapma
MaHydekTypuHr Ko,
Nita, AnoHis;
CamcyHr
Bio/logpxkuke Ko,
Ntp, Pecny6nika
Kopes;
BMNPOBYBaHHSA
KOHTPO/O AKOCTI:
Uyraii dapma
MaHydekTypuHr Ko,
Nita, AnoHis;
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI,
BTOPVHHE
nakyBaHHs, BUMyCK
cepii: ®.XodhpmaHH-
Na Pow N1A,
LLiBeiiuapis

AfMiHiCTpaTWBHI 3MiHW. (iHLLi 3MiHW)
- 3MiHa Ha3Bu npoueaypu
BMNPOGYBaHHA 3 «raMma —

BMMPOMIiHIOBa/IbHA CTEpUi3auis» [0

6iNbLU 3arasibHOI Ha3BW «iOHI3yo4a

efleKTpoMarHiTHa BUNPOMiHIOBasIbHa
cTepunisauis» ana obnagHaHHS
0/IHOPa30BUX TEXHOOT .
PepakuiiHi npaskn. BBefeHHsA 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEpPXKEHHS. 3MiHY | TUny - 3MiHK

3 AKOCTi. FoTOBMIA NiKapCbkuii 3aci6.

3MiHU y BUPOGHMLTBI. 3MiHa po3mipy

cepii (BKIOYaoUM gianasoH po3mipy
cepii) roToBoro NikapcbKoro 3acoby

(macwtab ans nikapcbkoro 3acoby

6i0N0rivYHOro/iMyHOM0rN4YHOro
NOXOKEHHS
36i1bLIMBCA/3MEHLINBCS 6€3 3MiHN

BUPOGHMYOro npovecy (Hanpukniag,

Ay6ntoBaHHA MiHii)) - 36iNbLIEHH:
[jiana3oHy po3Mipy cepii roToBoro
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

niKkapcbKoro 3aciby, BUrOTOBNEHOTO
Ha ginbHuLi CamcyHr bioJ/lopkmke
Ko, Nita, 399 CoHrpo 6iogaepo,
€oHcy-Ty, IH4eoH, Pecny6ika
Kopes, 3 7-20 n go 6-50 n gns
no3yBaHHs 30 mr/mn Ta 3 6-20 n o
6-50 n ana gosysaHHs 150 mr/mn.
Hemae xofHuNX 3MiH y npoueci
BMpOOHULUTBA. BBEEHHA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 AKoCTi. FoTOBMIA Nnikapcbkuid 3aci6.
3MiHN Y BUPOOHULITBI. 3MiHN Y
npoweci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IOHaoum
NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOHNULTBI
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoleci
BVMPOGHMLTBA) - 36i/TbLUEHHS
LIBUAKOCTI HanoBHeHHs Big 100 -150
thnakoHis /xe fo 150-200
h1akoHIB /XB AN A03yBaHHA (30 Mr,
60 mr, 105 mr i 150 mr), a Takox
36iNbLUEHHS Yacy HanoBHEHHS
chnakoHiB 3 16 roguH oo 24 roguH
0151 BCiX fo3yBaHb. BBeeHHA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 AKoCTi. FoTOBMIA Nnikapcbkuid 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JiKkapCbKOro 3acoby (3miHa
y 3aTBEPKEHOMY NPOTOKONI
CTabinibHOCTI) - 3MiHN J0
3arBepakeHoro MpoTokony
nicnsipeecTpaLiiHoro BUBYEHHS
CTabinbHOCTI Ta 3a60B'A3aHHSA LL0A0
CTabinbHOCTI, BKIYEHHA 1031 300
Mr/2,0 M1 A0 LOPIYHOrO NPOTOKOY
nicnsapeecTpauiiHoro BUBYEHHS
cTabinbHocTi gns 150 mr/mn (Meton
BGpeKeTUHry) Ta BK/IOYEHHS HOBOT
[o3u 12 mr/0,4 mn [0 WwopivyHoro
NpoTOoKO/Y nicnsipeecTpauiiHoro
BMBYEHHSA CTabifIbHOCTI AN
po3yBaHHa 300 mr/mn (meTop,
6pekeTuHry). BBeAeHHs 3MiH
nNpoTArom 6-Tn MicALiB nicns
3aTBEpPKEHHSA. 3MiHM | TMNy - 3MiHK
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

3 AIKOCTi. FOTOBUMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULTBA FOTOBOrO

NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOrO NikapCbKOro 3acoby
(He3HayHa 3miHa y npoueci
BMPOGHULTBA) - 36i/IbLIEHHS
LLIBUAKOCTI 3MiLLyBaHHA 4151 06'eMy
6-20 n 3 30-40 06/xB go 300-400
06/xB i Ansa o6'emiB > 20 n oo 50 n 3
30-40 06/x8 £0 900-1000 06/xB.
BBegeHHA 3MiH NpoTArom 6-tm
MicAILiB Micns 3aTBepKEHHS. 3MiHN
| TNy - 3miHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK y npoveci
BMPOGHULITBA rOTOBOTO /iKapCbKOro
3aco6y, BK/IHYa4M NPOMKHWIA
NPOAYKT, L0 3aCTOCOBYETHCS NPK
BMPOGHULITBI FOTOBOrO MiKapPCLKOro
3aco6y (He3Ha4Ha 3MiHa y npoueci
BMPOGHULITBA) - 3aMiHa Millika Ans
3miysaHHs Pall (25 n) Ta miwka
Ans 36upanHa Pall (20 1) Ha miLok
ons 3miwysaHHsA Merck Mobius (50
) Ta MiLoK Ansa 36upaHHa Merck
(50 n1). BBeAeHHs 3MiH NpoTArom 6-
TW MiCALIB NicNs 3aTBePXKEHHS.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHK y npoLeci
BMPOGHULITBA rOTOBOTO /iKaPCbKOro
3aco6y, BK/IKYa4M NPOMKHWIA
NPOAYKT, L0 3aCTOCOBYETHCS NPK
BMPOGHULITBI FOTOBOrO MiKapPCbKOro
3aco6y (He3Ha4Ha 3MiHa y npoueci
BUPOOHULTBA) - 3aMiHa CUMIKOHOBUX
TPYy6OK, L0 BUKOPUCTOBYHOTLCS B
inbTpoBasIbHOMY 610U, 36ipLi
CeHcopiB, Ha BXofi i Buxogi
6ydhepHOro Millka Ta 3'€HaHHi
rOIKN HaNoBHIOBA/ILHOTO 610Ky Ha
TPYy6KM 3 HECUNIKOHOBOrO Matepiany
(c-Flex). BBegeHHsA 3MiH npoTsArom 6-
TN MiCAILiB Nicns 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Y
BMPO6GHMUTBI. 3MiHK Y mpoueci
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

BMPOGHULITBA rOTOBOTO /iKapCbKOro
3aco6y, BK/IHYa4M NPOMKHWIA
NPOAYKT, L0 3aCTOCOBYETHCS NPK
BMPOGHULITBI FOTOBOrO MiKapPCLKOro
3aco06y (iHwi 3MiHN) - BBeageHHs
anbTepHaTUBHOrO npouecy
HaMNOBHEHHS, a CaMe HarnoBHEHHS
KifIbKOX [103yBaHb 3a KamnaHiinHum
pexumom (Multi - strength filling
MSF), L0 403BO/ISIE HANOBHIOBATU
Kiflbka OKpeMux naprTif,
BiApi3HAUMCH NnLe 06'EMOM
HaMoOBHEHHS Ha CaliTi BUTOTOB/IEHHS
nikapcbKoro 3acoby Samsung.
BBefeHHA 3MiH NPOTArom 6-1m
MiCALIB MiCNsA 3aTBEPYKEHHSA. 3MiHN
| Tuny - 3miHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acoby. 3miHa
y MeToax BUNpobyBaHHA roTOBOro
nikapcbKoro 3aco6y (iHLWi 3MiHK y
MeToAax BUNpo6yBaHb (BK/IKOHAKOUM
3aMiHy abo JONOBHEHHS)) -
[JlofaBaHHs anbTepHaTVBHOIO
MeTOoAY KOHTPOsIto, a came Y&
KYTOBOI cnekTpockonii gns n. «Bmict
6inka». PepakuiiiHe OHOBNEHHS
LL{oA0 Hymepadii Tabnub B pamkax
MeTOZiB KOHTPO/IK0 SKOCTi A4N1A
NOKa3HUKa « aKTUBHICTb», WO
06YMOB/NIEHO BBEAEHHSI OAATKOBOrO
MeToAy KOHTPOJIIO [/151 MOKa3H/Ka
«BMICT 6inKy», L0 CNPUYNHUIO
3MiHV Hymepadii TabmLb No BCboMy
[OKYMEHTY, a TakoX NepeHeceHHs
3HOCKM 3i crneundikaii N3 B
MeToAW KOHTPOJIO SKOCTi ANs
rokasHuka «Bugumi yactku».
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNsA 3aTBEPYKEHHSA. 3MiHN
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acoby. 3miHa
napameTpiB cneuyndikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOro
NiKapcbKoro 3acoby (iHLUi 3MiHN) -
3amiHa nokasHuka cneumdikauii
roToBoro npoaykty «O6'em, Lo
BUTSITAETLCSA» Ha «O6'eEM y
KOHTElHepi», TakoX rapMoHi3auji
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

cneumdikaLii roToBOro Nikapcbkoro
3acoby B YkpaiHi 3i cneyudikauieto B
€C (apanToBaHo A0 cuctemMu S .
LIMS), a came 3BY>XeHHS KpuTepiiB
NPUIAHATHOCTI 3a NoKa3HVKammn
«3abapBneHHs», «pH», «4uctota
MEeTOZAO0M KarifIipHoro
enekTpodopesy 3 HaTpito
[oaeunncynbgarom y He
BiIHOB/IOBA/IbHNX YMOBaX» Ta
«YucrtoTa METoA0M KaTiOHOOOMIHHOT
BEPX». BBeieHHs 3MiH NpOTArom 6-
TN MicaLiB nicns 3aTBepKEHHS.
3MiHu | TUnYy - 3MiHK 3 sKocTi. AdI.
KoHTponb A®L. 3MiHa y meTogax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, WWo
BVIKOPVCTOBYETLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroun 3amiHy abo
[0MnoBHeHHs) A®| abo
BUXIAHOrO/NPOMIXHOro NPOAYyKTY) -
[opaBaHHA afibTepHATUBHOIO
MeToAy KOHTponto A®l, a came YP
KyTOBOI cnekTpockonii 4ns n. «Bmict
6inka», a TakoX rapMoHisauis
cneuudikauii APl B YkpaiHi 3i
cneumaikauieto B €EC (agantoBaHo
no cuctemu S. LIMS), a came
3BY)XEHHS KpUTEPIiB NPUAHATHOCTI
3a NOKa3HMKaMU «3abapBeHHs,
«pH», «4uctota metToaom
KaninspHoro enekTpodopesy 3
HaTpito gogeunncynbgarom y
HEBIAHOB/IOBA/IbHYX YMOBaX» Ta
«YucrtoTa MeToA0M KaTioHOOOMIHHOT
BEPX», BU3HauyeHHs «lMonokcamepy
188». BBefieHHs1 3MiH NPOTArom 6-Tu
MiCALIB MiC/1sA 3aTBEPKEHHS. 3MiHU
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3acié. KoHTponb
roTOBOrO J1ikapCbKoro 3acoby. 3miHa
y MeTogax BUnpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHW Y
MeToAax BUMPOoOyBaHb (BK/IKYaKUM
3amiHy abo JOMOBHEHHSA)) -
[opasaHHA afibTepHATUBHOIO
MeToAy KOHTpOsIo (MeTofa
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

CTepW/IbLHOCTI 3a f,ONOMOro
cuctemn (Celsis) roToBoro npoaykTy
3a MOKa3HUKOM «CTepUsbHICTb».
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1sA 3aTBEPKEHHS. 3MiHU
| TMNYy - AgMiIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOOGHNYOI AinbHUL
(Brntovaroum ginbHuui ans Adl,
MPOMIXHOrO NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHuLi Ans
NpOoBefieHHA NakKyBaHHS, BUPOOHUKA,
BiANOBIAAILHOIO 3a BUNYCK Cepiid,
MiCLie NPOBEAEHHSA KOHTPOIIO CepiT)
abo nocravanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT pevyoBUHU (SIKLLO
3a3HayeHo y AOCkE) - BunyyeHHs 3
MarepianiB peecTpauiiniHoro gocbe
anbTepHaTUBHOI AiNbHULI AR
KOHTPO/I0 AKOCTI - Pow [liarHOCTMKC
M6X. BBeAEHHS 3MiH NpoTArom 6-
TN MicaLiB Nicns 3aTBEpPIKEHHS.
3MmiHu | TNy - AgMiHIiCTpaTuBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHUUI (BKIOYAK0UMN AiNbHULI ANS
A®I, npomiXHOro NpoayKTy abo
roTOBOrO /liKapCbKoro 3acoby,
AiNbHULUI ANA NpoBeAeHHSA
nakyBaHHS, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MiCLie NPOBEAEHHSA KOHTPOIIO CepiT)
abo nocrtavanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT pevyoBUHU (SIKLLO
3a3HayeHo y OCkE) - BunyyeHHs 3
MarepianiB peecTpauiiniHoro gocbe
anbTepHaTUBHOI AiNbHULI ANA
KOHTPO/t0 sikoCTi — Pow dapma AT,
Eminb-Bapenb-LUTpacce 1, 'peHuax-
BtoneH, bageH-Bioptembepr, 79639,
HimeuyunHa BBefeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3MiHN BHECEHO [0 IHCTPYKUIiT Ans
MeJNYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"apmakonoriyHi BnactneocTi”,
"Oco611BOCTI 3aCTOCYBaHHA",
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

"Mo6iyHi peakuii”. BBefeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBepMKEHHS. 3MiHn Il Tuny -
3MiHW 3 SIKOCTi. TOTOBWIA NiKapCbKuii
3aci6. Cucrtema
KOHTelHep/3aKynoptoBasibHuii 3aci6.
3MiHa po3Mipy ynakoBKku roTOBOro
nikapcbKoro 3acoby (3mMiHa
mMacu/06'eMy BMICTY KOHTellHepa
6araToi030B0Or0 CTEPU/ILHOTO
nikapcbkoro 3acoby (abo
0[HOA,030BOT0, YaCTKOBOrO
BVIKOPWCTaHHSA) Ta 6aratof030B0ro
nikapcbKkoro 3acoby
6ionoriyHOro/iMmyHo10rvyHoro
NOXO[XXEHHSA N5 MapeHTepasibHOro
3acTocyBaHHs) - s f03yBaHHA No
30 mr/1 mn - JogaBaHHA HOBOro
06'eMy HanoOBHEHHS hriakoHis no 12
mr/0,4 mn; 3aTBEpAKeHO: Mo 1 mn
(30 mr) y donakoHi, no 1 conakoHy B
KapTOHHI KOpo6Lji 3 MapKyBaHHsIM
YKPaiHCbKOK MOBO. PefakuiiiHi
npasku go EU 3.2.P. 2.2 DP (30
mg/vial) 3anponoHoBaHo: No 1 mn
(30 mr); mo 0,4 mn (12 mr) y
hnakoHi, no 1 chnakoHy B KapTOHHIlA
KOpOoO6Li 3 MapKyBaHHAM
YKpaiHCbKOK MOBO. PefakuiiiHi
npasku o EU 3.2.P.2.2 DP (30
mg/vial). 3miHM BHeceHo Ao
IHCTPYKLii 4Nns MegnyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby
0o po3ginis "Cknag", "Ynakoska" 3
BiANOBIAHMMY 3MiHAMMW [0 TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby (foAaBaHHS HOBOro 06'emy
HarnoBHeHHs hnakoHiB). BBeaeHHSA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS.

34.

FEMNIBPA®

PO34UH NS iH'eKLin
no 30 mr/1 mn; no 1
mn (30 wmr); no 0,4
mn (12 mr) y
chnakoHi, no 1
NakoHy B
KapTOHHI Kopo6Li

TOB «Pouu
YKpaiHa»

YkpaiHa

BVMPOGHMLTBO
Hepo3acoBaHo!
npoayKuii, NnepBnHHe
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI:
Uyrai ®apma
MaHydekTypuHr Ko,
T, AnoHis;
CamcyHr

Anorwis/
Pecny6nika
Kopes/
LBeiiuapis

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMaTepianis: yTOYHEHHS
peecTpaLiiHoi npoLeaypy B Hakasi
MO3 Ykpainn Ne 1440 Big,
16.09.2025 - 3miHu | TNy -
AfMiHicTpaTMBHI 3MiHW. (IHLLI 3MiHW)
- 3MiHa Ha3Bu npoueaypu
BUNPOOYBaHHA 3 «rammMa —
BMNPOMiHIOBa/IbHa CTepui3aLis» Ao
6iNbLU 3arasibHOI Ha3BM «iOHI3yl4a

3a peyernmom

He
nionsieae

UA/16914/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

Bio/logpkuke Ko,
NTtp, Pecny6nika
Kopes;
BUNPOBYBaHHSA
KOHTPOJO AKOCTI:
Uyraii ®apma
MaHydekTypuHr Ko,
Nita, AnoHis;
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI,
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii: ®.XodhpmaHH-
Na Pow NTA,
LLiBeiiuapis

efleKTpoMarHiTHa BUNPOMiHIOBasIbHa
cTepunisauis» ans obnagHaHHs
0fIHOPa30BUX TEXHONOTIIA.
PepakuiiiHi npaBkn. BBeAEHHSA 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBepKEHHSA. 3MiHY | TUny - 3MiHK
3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3MiHa po3mipy
cepii (BkIOYaouM gianasoH po3mipy
cepii) roToBoro NikapcbKoro 3acoby
(macwtab ans nikapcbkoro 3acoby
6ionoriyHoOro/iMmyHooryHoro
NOXOKEHHS
36i/1bLIMBCA/3MEHLINBCA 6€3 3MiHN
BMPOGHMYOro npouecy (Hanpuknag,
[y6ntoBaHHA NiHii)) - 36iNbLIEHHA
AianasoHy po3Mmipy cepii roToBoro
niKapcbKoro 3acidy, BUrOTOBIEHOTO
Ha AinbHULi CamcyHr BioJloaxunke
Ko, iTa, 399 CoHrpo 6iogaepo,
€0oHcy-Ty, IH4eoH, Pecnybnika
Kopes, 3 7-20 n go 6-50 n gna
po3yBaHHa 30 mr/mn Ta 3 6-20 1 o
6-50 n ana posysaHHs 150 mr/mn.
Hemae xofHuX 3MiH y npoueci
BMPO6HULITBA. BBEAEHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
3 AKoCTi. F0TOBMIA Nnikapcbkuid 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHU Y
npoueci BUpO6HULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoleci
BMPOGHULTBA) - 36i/bLUEHHSA
LUBUAKOCTI HanoBHeHHs Big 100 -150
hnakoHis /xB go 150-200
naKkoHIB /xB AN f03yBaHHA (30 mr,
60 mr, 105 mr i 150 mr), a Takox
36iNbLUEHHS Yacy HanoBHEHHSA
chnakoHiB 3 16 roguH oo 24 roguH
[ONA BCix A03yBaHb. BBeAeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
3 AKoCTi. F0TOBMIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTtHocTi abo ymoBax 36epiraHHs
rOTOBOIO JIiKapCbKOro 3acoby (3miHa
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

y 3aTBEPKEHOMY NPOTOKONI
CTabinibHOCTI) - 3MiHK J0
3arBepakeHoro MpoTokony
nicnsipeecTpaLiiHoro BUBYEHHS
CTabinbHOCTI Ta 3a60B'A3aHHSA LL0A0
CTabinbHOCTI, BKIYEHHA 1031 300
Mr/2,0 M1 A0 LLOPIYHOrO NPOTOKOY
nicnsapeecTpauiiHoro BUBYEHHS
cTabinbHocTi gns 150 mr/mn (Meton
BGpeKeTUHry) Ta BK/IOYEHHS HOBOT
[o3u 12 mr/0,4 mn fo WwopivyHoro
NpoTOKO/Y nicnsipeecTpauiiHoro
BMBYEHHSA CTabifIbHOCTI AN
po3yBaHHa 300 mr/mn (meTop,
6pekeTuHry). BBeAeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 AKoCTi. FoTOBMIA Nnikapcbkuid 3aci6.
3MiHW Y BUPOGHULITBI. 3MiHN Y
npoLeci BUpobHULITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IOHaoum
NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoleci
BVMPOGHMLTBA) - 36i/TbLUEHHS
LLIBUAKOCTI 3MilLlyBaHHS 4151 06'eMy
6-20 n 3 30-40 06/xB A0 300-400
06/xB i ans o6'emiB > 20 n o 50 n 3
30-40 06/xB 0o 900-1000 06/xB.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1sA 3aTBEPKEHHS. 3MiHU
| Tuny - 3miHK 3 AkocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro
3aco6y, BKIOYAUM NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCS NPU
BUPOBHULTBI rOTOBOrO /iKapCbKOro
3ac06y (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - 3amiHa Millka Ans
3miwyBaHHA Pall (25 n) Ta milka
ana 36upanHa Pall (20 1) Ha MiLok
Ans 3miwysaHHA Merck Mobius (50
n) Ta MoK ans 36upaHHA Merck
(50 n). BBeAEHHS 3MiH NPOTAroM 6-
TN MiCAILiB Nicns 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Y
BMPO6GHMUTBI. 3MiHK Y mpoueci
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

BMPOGHULITBA rOTOBOTO /iKapCbKOro
3aco6y, BK/IHYa4M NPOMKHWIA
NPOAYKT, L0 3aCTOCOBYETHCS NPK
BMPOGHULITBI FOTOBOrO MiKapPCLKOro
3aco6y (He3Ha4Ha 3MiHa y npoueci
BUPOOHULTBA) - 3aMiHa CUMIKOHOBUX
TpyOOK, L0 BUKOPUCTOBYHOTLCA B
inbTpoBasIbHOMY 610U, 36ipLi
CeHcopiB, Ha BXofi i Buxofi
6ydhepHOro Millka Ta 3'eHaHHi
rO/IKN HaNOBHIOBA/ILHOTO 610Ky Ha
TPy6KM 3 HECUNIKOHOBOrO Matepiany
(c-Flex). BBegeHHA 3MiH npoTsArom 6-
TN MiCAILiB Nicns 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro
3aco6y, BKIOYAUN NPOMDKHUI
NPOAYKT, L0 3aCTOCOBYETHLCS NPU
BUPOBHULTBI rOTOBOrO /iKapCbKOro
3aco0by (iHwWwi 3MiHN) - BBegeHHs
albTePHATUBHOIO Npouecy
HanoBHEHHS, & CaMe HanoBHEHHSA
KiNbKOX [03yBaHb 3a KaMnaHiiH1M
pexumom (Multi - strength filling
MSF), WWo [03BO/SiE HANOBHIOBATU
Kiflbka OKpeMmx napri,
BiApi3HAUMCH NLe 06'eMOM
HamMoBHEHHS Ha CaWiTi BUTOTOB/IEHHS
nikapceKoro 3acoby Samsung.
BBegeHHs 3MiH npoTArom 6-tm
MicAILiB nicns 3aTBepKeHHS. 3MiHN
| TNy - 3miHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acoby. 3miHa
y MeTofax BunpobyBaHHS roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHN Y
MeToAax BUNpobyBaHb (BKIYaUm
3aMiHy abo [ONOBHEHHS)) -
[JlofasaHHs aslbTepPHATVIBHOIO
MeTOoAY KOHTPOsIl0, a came Y&
KYTOBOI cnekTpockonii gns n. «BmicTt
6inka». PefakuiiHe OHOB/EHHS
Loa0 HymepalLii Tabsmub B pamkax
METOZiB KOHTPOSIO AKOCTi ANs
NOKa3HUKa « aKTUBHICTb», L0
06yMOB/IEHO BBEAEHHS A0AATKOBOrO
MeTOoZy KOHTPO/IIO /17 NOKa3Huka
«BMICT 6isiKy», L0 CNPUYMHUIO
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

3MiHV HymepaLii TabmLb No BCboMy
[OKYMEHTY, a TakoX NepeHeceHHs
3HOCKM 3i crneundikaii N3 B
MEeTOAN KOHTPOSO AKOCTi AN
rokasHuka «Bugumi yactku».
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNsA 3aTBEPYKEHHSA. 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acoby. 3miHa
napameTpiB cneuyndikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
NiKapcbKoro 3acoby (iHLUi 3MiHN) -
3amiHa nokasHuka cneumdikauii
roToBoro npoaykty «O6'em, Lo
BUTSITAETLCSA» Ha «O6'eEM Y
KOHTEHepi», TakoX rapMoHisadlii
cneuudikaLii rotoBoro nikapcbkoro
3acoby B YKpaiHi 3i cneyudikauieto B
€C (aganToBaHO A0 cuctemn S .
LIMS), a came 3BYXEHHS KpuUTepiiB
NPUIAHATHOCTI 3a NoKa3HKammn
«3abapBneHHs», «pH», «Yuctota
METOA0M KanifsipHoro
enekTpodopesy 3 HaTpito
[oAeunncynbdatom y He
BiJHOB/NIOBA/IbHNX YMOBaX» Ta
«Yuctota MeToA0M KaTioHOOBMiIHHOT
BEPX». BBegeHHs 3MiH MpoTsirom 6-
TW MiCALIB NicNs 3aTBePXKEHHS.
3MiHn | TURY - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLUI 3MiHK Y
mMeToAax BUNPoGyBaHHSA
(BKTHOYatOUM 3aMiHy ab0o
[OMNoBHEHHRA) AD| abo
BMWXifHOrO/MPOMDKHOrO MPOAYKTY) -
[JlofaBaHHs anbTepHaTVBHOIO
MeToAy KOHTpon A®I, a came YP
KYTOBOI cnekTpockonii gns n. «Bmict
6inKa», a TakoX rapmoHisauis
cneumdikauii APl B YkpaiHi 3i
cneundikauieto B EC (agantoBaHo
0o cuctemu S. LIMS), a came
3BY)EHHS KpUTEpIiB NPUAHATHOCTI
3a NOKa3HMKaMu «3abapBieHHs»,
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

«pH», «4uctora metogom
KaninspHoro enekrpodopesy 3
HaTpito godeunncynbgarom y

HEBIAHOB/IOBA/IbHMX YMOBaX» Ta
«Yucrtota MeToA0M KaTioHOOOMIHHOT
BEPX», BU3Ha4yeHHs «lMonokcamepy
188». BBefieHHs1 3MiH NPOTArom 6-Tu
MiCALIB MiCN1sA 3aTBEPKEHHS. 3MiHU

| Tuny - 3miHK 3 AkocTi. FoToBWIA
nikapcbkuii 3acié. KoHTponb
roTOBOrO J1ikapCbKoro 3acoby. 3miHa
y MeToAax BUnpobyBaHHSA roTOBOro

nikapcbKoro 3acoby (iHLWi 3MiHW Y

MeToAax BUMPo6yBaHb (BK/IKYaKUM
3aMiHy abo JOMNOBHEHHSA)) -
[opasaHHA afibTepHATUBHOIO
MeToAy KOHTpOo (MeTof
CTepWILHOCTI 3a [ONOMOrot
cuctemu (Celsis) roToBoro npoaykTy
3a NOKa3HUKOM «CTepUbHICTb.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNsA 3aTBEPYKEHHSA. 3MiHK
| TUny - AAMIHICTPaTVBHI 3MiHW.
BrnyyeHHst BAPOOHUYOI AinbHAL
(Brntovaroun ginbHuui ana Adl,
MPOMDKHOIO NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHUL Ans
NpOBefEHHs NakyBaHHS, BUPOOHUKA,
BiANOBIA&/IbHOIO 3a BUMNYCK CepiiA,
MicLle NpoBefEeHHSA KOHTPO/O cepil)
abo noctavasibHUKa BUXILAHOTO
mMarepiany, peareHty abo
[LOMOMDKHOI PEYOBUHM (KO

3a3HayYeHo y 0CbE) - BunyyeHHs 3

Marepianis peecTpauliinHoro Aocbe

anbTepHaTUBHOI AiNbHULI ANs
KOHTPO/II0 AKOCTI - Pow [liarHOCTUKC
'M6X. BBEAEHHS 3MiH NpoTArom 6-
TW MiCALIB NicNs 3aTBePXKEHHS.
3MiHN | TURY - AgMIHICTPaTUBHI
3MiHW. BunyyeHHs BUpOGHUYOI
OinbHUUI (BKNKOYAKOUN AiNTbHULI ANS
A®I, npomiXXHOro NpPoaykTy abo
rOTOBOrO /liKapCbKOro 3acoby,
OinbHULI 4Ns NpOBeAEeHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/IbHOIO 3a BMUMNYCK CepiiA,
MicLle NpoBefEeHHSA KOHTPOO cepil)
abo noctavasibHUKa BUXILAHOTO
mMaTepiany, peareHty abo
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
[,0MOMDKHOT pevyoBUHU (SIKLLO
3a3HavYeHo y A0CbE) - BunyueHHs 3

MarepianiB peecTpauiiiHoro gocbe
anbTepHaTUBHOI AiNbHULI 4NN
KOHTPO/t0 sikoCTi — Pow dapma AT,
Eminb-Bapenb-LUTpacce 1, 'peHuax-
BtoneH, bageH-Bioptembepr, 79639,
HimeuunHa BBegeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeJNYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"apmakonoriyHi BnactneocTi”,
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakui™. BBefeHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBepMXeHHs. 3miHu Il Tuny -
3MiHu 3 siKoCTi. [OTOBWMIA NiKapCbKuii
3aci6. Cucrema
KOHTeWHep/3aKynoptoBasibHWiA 3aci6.
3MiHa po3mipy ynakoBku roToBOro
nikapcbKoro 3acoby (3miHa
macwn/o6'eMy BMICTy KOHTellHepa
6araTof030B0ro CTEPUILHOIO
nikapcbKoro 3acoby (abo
0/IHOA,030BOT0, YaCTKOBOIO
BMKOPWCTaHHSA) Ta 6aratof030B0ro
nikapcbkoro 3acoby
6ion10riYHOro/iMyHOMOriIYHOrO
NOXOKEHHSA ON5 MapeHTepasbHOro
3acTocyBaHHs) - 115 f03yBaHHSA MO
30 mr/1 mn - logaBaHHs HOBOro
06'eMy HaNOBHEHHS (h/1akoHiB no 12
Mmr/0,4 mn; 3aTBepaKeHo: no 1 mn
(30 mr) y dhnakoHi, no 1 chnakoHy B
KapTOHHI KOpobLji 3 MapKyBaHHAM
YKpaiHCbKOI0 MOBO. PefakuiiiHi
npasku go EU 3.2.P. 2.2 DP (30
mg/vial) 3anponoHoBaHo: No 1 mn
(30 mr); no 0,4 mn (12 mr) y
dhnakoHi, no 1 dhiakoHy B KapPTOHHIiA
KopobLi 3 MapKyBaHHAM
YKpaiHCbKOI0 MOBO. PefakLiiiHi
npaskn go EU 3.2.P.2.2 DP (30
mg/vial). 3MiHM BHeceHo fo
IHCTPYKUii 4na MeguyHoro

3aCTOCYBaHHS /liKapCbKOro 3acoty
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
0o po3ginis "Cknag", "Ynakoska" 3
BiANOBIAHMMY 3MiHAMUW [0 TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby (foAaBaHHS HOBOro 06'emy
HarnoBHeHHs hNakoHiB). BBeaeHHSA
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS.
35. | rnoay HacTolika, no 50 mn MpAT YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH O peecTpavLiiiHnX 6e3 peyenma UA/7237/01/01
HACTOWKA a6o no 100 mny "Bionik" MaTepianis: 3miHu | TUny - 3MiHK 3
dnakoHax, no 100 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
My 6aHKax KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPMXEHNX MeToAax
BMNpO6yBaHHA) HesHauHa 3miHa y
Co-meTogai AN5i KOHTPOSIO
KiNbKICHOTro BU3HAYeHHS LWoa0
po3paxyHKoBOi hopMynn.
36. | FMHOKO3A po3uunH ang iHdysiid, | TOB "HOpis- YkpaiHa TOB "tOpia-Papm” Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom He UA/6411/01/01
50 mr/mn; no 200 dapm” MaTepianis: 3miHu | TUny - 3MiHK 3 nionsieae
a60 400 mny

NAsAWKax CKNAHNX

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6.
3MiHa nocTayvasibHVKa NaKyBaslbHUX
matepianis abo KOMMIEKTYHUNX
(KO 3a3HaYeHOo B 40CLE) (3aMiHa
abo fofaBaHHA nocTavasibHMKa) —
[oAasaHHs noctavanbHuka TOB
"CK/IAHHWI AJIbAHC", Ykpaina
naswku cknsaHoi (Il Tun) no 200 mn
Ta no 400 mn. 3arBepaxeHo: MAT
«BlO ME/[, CK/10», YkpaiHa MNMpAT
«KocToninbcbknii 3aBog,
CK/I0BMPOGIB», YKpaiHa
3anponoHosaHo: MNMAT «BIO ME[]
CKJ1O», YkpaiHa MpAT
«KocToninbCbknin 3aBof,
CKN0BMPOGIB», YkpaiHa TOB
"CKNAHHWI ANbAHC", Ykpaina.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa po3Mipy ynakoBKv roTOBOro
nNiKapcbKoro 3acoby (BUyYeHHs
yMakoBKM MEBHOTO PO3Mipy) -
BU/TYYEHHS BUAY YNaKoBKU

KOHTeWHepu noniMepHi no 200 mn,

250 mn, 400 m, 500 mn, 3
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BHECEHHSIM BifNOBIAHUX 3MiH [0 p.
«Ynakoska» MKA /13. 3miHn
BHECEHO B IHCTPYKLitO 4715
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3ais
"YnakoBKa", y 3B’13Ky 3 BUJ/TyYEHHAM
noniMepHuX KoHTeliHepiB no 200 m,
250 mn, 400 mn, 500 mn, Ta Ak
Hacnifok, - B po3ain "OcobnmsocTi
3acToCcyBaHHSA", a TakoX B BiAMNOBIAHI
PO34iNN KOPOTKOI XapakTepUCTUKM
nikapcbKoro 3acoby: B po3gin 4.5.
Ta, Sk Hacnigok, B po3gin 6.5.
BignoBigHi 3MiHW BHECEHO B TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby: BUTYYEHHS TEKCTY
MapKyBaHHS /15 NONIMEPHNX
KOHTeliHepiB no 200 mn, 250 mn,
400 mn, 500 mn. BBefeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBepXEHHSA. 3MiHY | TUny - 3MiHK
oo 6e3nekn/edpekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn) 3miHu
BHeceHoyn. 2,4,7,8,9,11, 15, 17
TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby, NSLLOK
cKnsHmx no 200 ma a6o no 400 M.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsAILiB Nic/1A 3aTBEPAKEHHS.

37.

IMHOKO3A

PO34uH ANs iHgysil,
100 mr/mn no 200
M1y NAsLLKaxX
CKNSIHUX

TOB "tOpis-
Papm”

YKpaiHa

TOB "HOpia-®apm”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3miHu | Tyny - 3MiHn
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
OHOBJIEHHS TEKCTY MapKyBaHHsI

yNakoBKM NikapcbKoro 3acoby (M. 2,
4,7,8,11, 15, 17). TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

3a peyenmom

UA/6411/01/02

38.

OAKAPBA3
H MEfIAK

NMopoLUOK AN
NpUroTyBaHHs
PO34UHY ANS iH'EKL
abo iHdysili no 100
mr; 10 dhnakoHis 3
MOPOLLUKOM Yy KOpobLi
3 KapTOHY

Mepak
[e3enblad
T dprop
KniHiwe
Lneujanbnp
enapare
M6X

HimeyunH
a

BTopuHHe
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii: Megak
[esenbliadt drop
KniHiwe
LLineuianbnpenapar
e M6X, HimeuunHa;
Bupo6bHnuTBO "in
bulk", nepBuHHe Ta

HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaviiiHnx
mMarepianis: 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/b roTOBOrO MiKapcbKoro
3aco6y (iHWwi 3MiHK) 3MiHa dhopmaty
nofaHHA AoMyCTUMUX MEeX
cneundikavii NN3(p.3.2.P.5.1) 3a
MOKa3HMKOM "KiNlbKiCHe BU3Ha4YeHHS"
3"95.0 - 105.0 %" Ha "95 - 105 %", 3
MEeTOH rapMoHi3aujii gaHoro
nokasHuKa 3 BifgnoBigHNMM

3a peyenmowm

UA/6987/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
BTOPUHHE BMMOramMu 3aTBeppKeHMN B HU3L
nakyBaHHs, KpaiH €C. ¥ MKS BKka3aHo BipHO.
MapKyBaHHs Ta BBegeHHA 3MiH NpoTArom 6-tu
KOHTPO/b cepii: MiCALIB MIiCNA 3aTBEPL)KEHHS
OHKomen,
MeHboIEKYEPIHT
a.c., Yecbka
Pecny6nika;
Bupo6bHnuTBO "in
bulk", nepsuHHe
nakyBaHHs Ta
KOHTPO/b cepil:
OHkoTek ®apma
MpopgakwH M6X,
HimeuumnHa
39. | AAKAPBA3N NOPOLLOK A/15 Megak HimeuuunH BTOpuHHe HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/6987/01/02
H MEOAK NpUroTyBaHHs lesenblad a nakyBaHHs, Yecbka Marepianis: 3MiHu | Tuny - 3mMiHu 3
PO3YUHY ANst iH'EKLil T chrop MapKyBaHHs, Pecny6nika sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
abo iHdysili no 200 KiHiwe KOHTPO/1b Ta BUMYCK KOHTpOsb roToBOro nikapcbkoro
mr; 10 donakoHiB 3 Lneujanbnp cepii: Megak 3aco06y (iHwi 3MiHK) 3MiHa dhopmaty
MOPOLLKOM Yy KOpobLi enapate lesenbliadT diop nofaHHa AoMyCTUMUX MEX
3 KapToHYy M6X KiHiwe cneuudikauii M3(p.3.2.P.5.1) 3a
LLineyjiansnpenapat MOKa3HMKOM "KiflbKicHe BU3Ha4YeHHS"
e M6X, HimeyunHa; 3"95.0 - 105.0 %" Ha "95 - 105 %", 3
Brpo6HMuTBO "in MeTO rapmoHisaLii 4aHoro
bulk", nepBuHHe Ta nokasHuka 3 BignoBigH1Mn
BTOPVHHE BMMOramm 3aTBepKeHUMMN B HM3L
nakyBaHHs, KpaiH €C. Y MKS BKka3aHo BipHO.
MapKyBaHHs Ta BBegeHHS 3MiH NpoTArom 6-tm
KOHTPO/Ib cepil: MicAILiB NicNs 3aTBepPIKEHHS
OHKome[,
MeHbdEKYEPIHT
a.c., Yecbka
Pecny6nika;
Brpo6HMLTBO "in
bulk", nepsuHHe
naxkyBaHHs Ta
KOHTPO/b cepii:
OHkoTek ®apma
MpogakwH MeX,
HimeyynHa
40. | AAKAPBA3N NOPOLLOK AN1A Mepak HimeuuunH BTOopuHHe HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/6987/01/03
H MEJAK NpUroTyBaHHA lesenbad a nakyBaHHs, Yecbka marepianis: 3MiHu | Tuny - 3MiHu 3
PO34mnHy Ans T chrop MapKyBaHHS1, Pecny6nika AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
iHdpysii no 500 mr; 1 KMiHiwe KOHTPO/Ib Ta BUMYCK KOHTPO/b rOTOBOro NiKapcbkoro
donakoH 3 nopowkom | LWneuianbnp cepii: Megak 3aco6y (iHWwi 3MiHK) 3MiHa dhopmaTty
Y KOpobL,i 3 KapTOHY enapare lesenbliadT drop nofaHHA AoMyCTUMUX MeX
M6X KniHiwe cneundikavii NN3(p.3.2.P.5.1) 3a

LLineuianbnpenapar

NOKa3HMKOM "KiNlbKiCHe BU3Ha4YeHHs"
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
e M6X, HimeuunHa; 3"95.0 - 105.0 %" Ha "95 - 105 %", 3
Brpo6HMLTBO "in METOI0 rapmoHisalii 4aHoro
bulk", nepsuHHe Ta nokKasHuka 3 BignoBigHVMn
BTOPUHHE BMMOramMu 3aTBepKeHVMUN B HU3L,
nakyBaHHs, KpaiH €C. ¥ MKS BKka3aHo BipHO.
MapKyBaHHs Ta BBegeHHA 3MiH NpoTArom 6-tu
KOHTPO/b cepii: MiCALIB MIiCNA 3aTBEPL)KEHHS
OHKomen,
MeHbogIEKYEPIHT
a.c., Yecbka
Pecny6nika;
Bupo6bHnuTBO "in
bulk", nepsuHHe
nakyBaHHs Ta
KOHTPO/b cepil:
OHkoTek ®apma
MpopgakwH M6X,
HimeuumnHa
41. | AAKAPBA3N NOPOLLOK A/15 Megak HimeuumnH BTOpuHHe HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/6987/01/04
H MEOAK NpUroTyBaHHs lesenbliad a nakyBaHHs, Yecbka Marepianis: 3MiHu | Tuny - 3MiHu 3
po34nHy Ans T chrop MapKyBaHHs, Pecny6nika sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
iHdpysiin no 1000 wmr; KiHiwe KOHTPO/1b Ta BUMYCK KOHTpOsb roToBOro Nikapcbkoro
1 chnakoH 3 Lneujanbnp cepii: Megak 3aco06y (iHwWi 3MiHK) 3MiHa dhopmaty
MOPOLLKOM Yy KOpobLi enapate lesenbliadT diop nofaHHa AoMyCTUMUX MEX
3 KapToHYy M6X KiHiwe cneuudikauii M3(p.3.2.P.5.1) 3a
LLineujiansnpenapat MOKa3HMKOM "KiNibKiCHe BU3HA4YeHHS"
e M6X, HimeyunHa; 3"95.0 - 105.0 %" Ha "95 - 105 %", 3
Brpo6HMuTBO "in MeTO rapmoHisalii 4aHoro
bulk", nepBuHHe Ta nokasHuka 3 BignoBigH1MMn
BTOPVHHE BMMOraMu 3aTBEPKEHNMU B HU3L,
nakyBaHHs, KpaiH €C. Y MKS BKa3aHo BipHO.
MapKyBaHHs Ta BBegeHHS 3MiH NpoTArom 6-tu
KOHTPO/Ib cepil: MicAILiB nicns 3aTBepPKEHHS
OHKomep,
MeHbGEKYEPIHT
a.c., Yecbka
Pecny6nika;
Brpo6HMLTBO "in
bulk", nepsuHHe
naxkyBaHHs Ta
KOHTPO/Ib cepii:
OHkoTek Papma
MpogakwH MeX,
HimeyynHa
42. | BANMAKCIH cynosuTopii no 0,2, TOB YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/7595/01/01
no 5 cynosutopiis y «Mob6inb akujioHepHe marepianis: 3miHa 3asBHuKa /13
6nicTepi; no 1 abo 2 Megikan» TOBapUCTBO "J1eKXim (MIBM) (BNacHuka peecTpaLiiiHoro
6nictepy y nauui 3 - XapkiB" noceigueHHs) (3rigHo Hakasy MO3

KapTOHY

Bif 23.07.2015 Ne 460). 3MiHu
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

BHECEHO Y TEKCT MapKyBaHHS
BTOPWHHOI ynakosku n.17. IHWE Ta
nepBuHHOI ynakosku n.6. IHLWE
(BnyYeHHs iHchopmauii Lwoao
NoroTuny 3asBHUKa). TepMmiH
BBEEHHS 3MiH - NPOTAroM 6 MicAuiB
nicns saTBepkeHHs. 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHsa abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHS y3arasibHEHNX AaHUX Npo
cuctemy thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobwu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobm
3 (hapmakoHarnsgy 3asBHuka gis
3pificHeHHs1 hapMakoHarnsay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobwy,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
YMOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsg.
[litova pepakuin: NlebeanHeub IHHa
BacuniBHa. MNponoHoBaHa pejakuis:
Ypertiii Cepriii IBaHOBMY. 3MiHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
0cobu 3asiBHMKA, BiANOBiAa/IbHOT 3a
thapMakoHarnag. 3miHa
MiCLIe3HaxX0pKeHHsi MacTep-thaiina
cmcTeMu dpapmakoHarnsgy Ta oro
HoMmepa. 3MiHa MicLs 34iiCHEHHS
OCHOBHOI fiS/IbHOCTI 3

dhapmakoHarnsgy.
43. | AANMAKCIH cynosuTopii no 0,2 r TOB YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx - UA/7596/01/01
in bulk: no 5 «Mob6inb akujioHepHe marepianis: 3miHa 3asBHuKa /13
CynosuTopiiB y Megikan» TOBapUCTBO "JlekxiMm (MIBIM) (BnacHuka peecTpauiiHoro
6nictepi, no 180 - XapkiB" noceigueHHs) (3rigHo Hakasy MO3
6nicTepiB y AWMKY 3 Big 23.07.2015 Ne 460). 3MiHn
roppokapToHy BHECEHO Y TEKCT MapKyBaHHS

BTOPMHHOI ynakosku n.17. IHWE Ta
nepBUHHOI ynakosku n.6. IHLE
(BnyYeHHs iHchopMmaii Lwoao

noroTuny 3asBHUKa). TepMmiH

BBE/EHHS 3MiH - NPOTArom 6 micsuis

nicsia 3aTBepMHKEeHHs. 3MiHu | Tvny -
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHV Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHVX AaHUX NPo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnsay; KOHTaKTHoOT 0cobm
3 (hapmakoHarnsgy 3asBHuKa 41s
3[jificHeHHs chapmakoHarnsay B
YKpaiHi, AKLWo BOHa BiAMIHHA Bif
YNOBHOBAXEHOT 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3anBHNIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[itoua pepakuisi: NlebeguHelb IHHa
BacunisHa. MNponoHoBaHa pefakuis:
Ypertiii Cepriii IBaHOBMY. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXXeHOT
0co6u 3asBHMKA, BiANOBIAAIbLHOT 3a
thapmakoHarnag. 3miHa
MiCLLe3HaXOKEHHSI MacTep-haiina
cucTeMmn chapmakoHarnsgy Ta noro
Homepa. 3MiHa MicLs 34iiCHEHHS
OCHOBHOT fisifIbHOCTI 3
hapmakoHarnagy.

AEKPICTON®
KPAN/I

Kpanni opaJibHi,
po3umH 20000
MO/mn; no 10 mn
PO34uHy y chakoHi-
KpanesibHULi 3
KPULLIKOO, L0
3arBUHYYETLCS; N0 1
hnakoHy y nauui

TOB «MIBE
YKPAIHA»

YkpaiHa

mi6e MM6X
ApuHalimiTTens

HimeyunHa

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro NiKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMXXEHNX MeToAax
BMNPOGYBaHHSA). He3HauHi 3MiHW y
meToai BEPX Ans koHTponto
iAeHTudiKau,ji, KinbKicHOro
BW3HAYEHHS Ta CynpOBIgHUX
[OOMILLIOK. 3MiHM CTOCYIOTBCS LLOA0
NpUroTyBaHHSA PO34MHY AN
nepesipkv NpuaaTHOCTI cucTemu y
3B’'AI3KY i3 OHOB/IEHOK MOHOrpadieto
Ph. Eur. gna siTamiHy D3. He3HauHi
pefakuiiHi 3MiHKn

3a peyernmom

UA/20117/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
45. | AE®TOUMN cnpei ans potosoi T30B YkpaiHa CninbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH [0 peecTpavLiiiHnx be3 peyenma nionszae UA/20649/01/01
NOpoXHWHM 1,5 "MpepcTaBH icnaHcbke Marepianis: 3MiHu | Tuny - 3mMiHu 3
mr/mn; no 30 mny MUTBO nigNpPUEMCTBO AKocTi. FO0TOBWIA Nikapcbkuii 3aci6.
nonieTuneHoBoMy BAYM "Cnepko YkpaiHa", Cucrtema
KOHTeliHepi 3 SAPM YkpaiHa (noBHui KOHTeliHep/3aKynopoBasibHWi 3acio
KPWLLIKOKO B rMBX" LUK BUPOBHULTBA, (iHWi 3MiHW) BBEAEHHA A0AaTKOBOT
KOMMIEKTi 3 BUMYCK Cepii; nepBrHHOI ynakosku, a came no 30
NPUCTPOEM AN1SA KOHTPO/Ib SIKOCTI) M/ 'y NOMeTUIEHOBOMY KOHTEHEPI 3
pO3NWNIOBaHHSA y KPWLLKOIO Ta KOBMAaYkOM B KOMI/IEKTI
nauui 3 KapToHy; no 3 MPUCTPOEM A5 PO3NU/IOBAHHS Y
30mny nauui, 3 BHECEHHSIM BifnoOBigHNX
nonieTuneHoBomy 3MiH [0 p. «YNakoBKa».
KOHTelHepi 3 AnbTepHaTMBHA NEPBUHHA YNakoBKa
KPULLKOIO Ta CKNafaeTbCs 3 TUX CaMmx
KOBMa4koM B KOMMOHEHTIB Ta MaTepianis, WO i
KOMM/IEKTi 3 3aTBepKeHa ynakoska i
NPUCTPOEM AnS BiApi3HAETbCA NnLe hopmoto
pO3NWIOBaHHSA y KOHTeliHepa Ta HasBHICTIO
nauj 3 KapToHy [04,aTKOBOro KoBnayka.
3artBepmkeHo: o 30 mny
nonieTUIEHOBOMY KOHTEHEpI 3
KPWLLKOK B KOMMJ/IEKTI 3 MPUCTPOEM
[N PO3NWIOBaHHA Y nauLli 3
KapToHy. 3anpornoHosaHo: Mo 30 mn
y NOJieTUIEHOBOMY KOHTEHEPI 3
KPYLLIKOKO B KOMM/IEKTi 3 NPUCTPOEM
[0S PO3NUIIIOBaHHA 3 IHCTPYKLi0
ONA MeNYHOro 3acToCyBaHHS Yy
nauui 3 KapToHy abo no 30 Mny
nonieTUIEHOBOMY KOHTEHEpI 3
KPYLLKOIO Ta KOBMAaYKOM B KOMI/IEKTI
3 NPUCTPOEM /15 PO3MUIIIOBAHHSA 3
IHCTPYKUiO AN MeguyHoro
3aCTOCYBaHHSA Y NauLli 3 KApTOHY.
3MiHU BHECEHO B IHCTPYKLil0 AN1s
MeANYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"YnakoBka" 3 BignoBigHUMN 3MiHAMW
B TEKCTi MapKyBaHHS yNnakoBOK
nikapcbkoro 3acoby. BeegeHHsA 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPAKEHHS
46. | DONYTEIPA TabneTkn, BKPUTI JoniH IHais JIFOMNIH NIMITEL, IHais BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom UA/19003/01/01
BIP, nniBKOBOIO Nimiten Marepianis: 3MiHu | Tuny - 3mMiHu 3
NAMIBY AVH 060/10HKOI0 N0 50 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
TA mr/300 mr/300 mr; no 3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy
TEHO®OBIP 30 abo 60 Tabnetok cepil (BKItOYaloum dianasoH po3mipy
AN30MNPOKC | y nnactukoBomy cepil) rotToBOro nikapcbkoro 3acoby
nn KOHTelHepi 3 ABOMa (iHwWi 3miHW) - BBEAEHHSA
DYMAPAT nakeTukamu [,0aTKOBOro po3Mipy cepii roToBoro
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

TABJ/IETKU
50 Mr/300
MI/300 MI

BOJIOrONOrIMHaYa;
no 90 TabneTok y
NNacTUKOBOMY
KOHTElHepi 3
TpbOMa nakeTukamm
BOJIOTONOrIMHaYa

niKapcbKoro 3acoby y 3B'A3Ky 3
BMPOBHMYOK HEOBXigHICTIO:
3aTBepmkeHo: Po3mipu cepiii MN3:
150 000 TabneTtok
3anponoHoBaHo: Po3mipu cepiii
N3: 150 000 Tabnetok 950 000
TabneTok

47.

NOCTUHEKC

Tabnetku no 0,5 mr;
no 2 a6ono 8
TabneTok y h1akoHi;
no 1 conakoHy B
KapTOHHI KopooLii

Mdpaiizep
IHK.

CLUA

Mdpaiizep ITania
C.p.n.

ITanis

BHECEHHS 3MiH O peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6.
3miHa dhopmn abo po3mipy
KOHTeHepa un 3aKynoproBasibHOro
3acoby (NepBMHHOT yNakoBKK)
(HecTepunbHI nikapcbki 3aco6m)
BHECEHHS 3MiHM go p. 3.2.P.7.
Cucrema
KOHTeWHep/3aKynoptoBasibHWiA 3acib,
a came BUNpaB/IEHHSA ONUCy
BUMIpIOBaHHA diameTpa rop/10BrHM
chnakoHy 3 HDPE. Onuc
OHOBJIETbLCS, WO6 BifO6pasnTK, WO
BUMIpIOBaHHA CTOCYETLCA
BHYTPILLUHBOrO JiameTpa ropsIoBUHM
chnakoHy (25,75+0,35 mm (Inner)), a
He 30BHILLIHLOrO, SIK 6y/10 onucaHo
paHiwe. 3MiHn | Tuny - 3miHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeWHep/3aKynoptoBasibHWi 3aci6.
3MmiHa chopmm abo po3mipy
KOHTelHepa 4m 3aKynoproBasibHOro
3aco6y (NepBMHHOT yNaKoBKM)
(HecTepunbHI Nikapcbki 3aco6n)
BHECEHHS 3MiHn ao p. 3.2.P.7.
Cucrema
KOHTelHep/3aKkynoptoBasibHWiA 3acib,
a came BUNpaB/EHHS KpecneHb
noNiNPonNiNEHOBOI KPULLKL ANA
ch1akoHy 3 MoslieTUIeHy BUCOKOI
winsHocti (HDPE), wo
BUKOPVCTOBYETLCA /151 YNAKOBKN
roToBOi nNpoAykuii. KpecneHHs
BK/IOYEHO [0 [OCLE NiLLe 3
iTIOCTPATUBHOK METOH).

3a peyenmom

UA/5194/01/01

AYAKNIP®
[DKEHYENP®

NOPOLLOK ANs
iHransyin, 340
MKI/12 MKr; no 60

BEP/IH-
XEMI AT

HimeyunH
a

IHoacTpiac
dapmaceyTikac
Anwmipan C.A.

IcnaHis

BHECEHHS 3MiH O peecTpaviiiHnX
mMartepianis: 3miHu Il Tuny - 3MiHK
woAo 6esnekn/edpekTMBHOCTI Ta

3a peyernmom

He
nionsieae

UA/17698/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
[,03 NOPOLLKY AN hapmakoHarnsgy. BHeceHHs abo
iHransauin B 3miHa(1) 4o 3060B'A3aHb Ta yMOB
iHranaTopi; no 1 a6o BMAaui peecTpauiiiHoro
no 3 iHranatopu B noceigyeHHs, Bkaoyaroun Mnax
anomMiHieBOMy ynpas/iHHA pu3nkamuy (iHLWi 3MiHW) -
namiHoBaHOMy 3asBHMKOM HalaHO OHOBMEHWIA
nakeTi KOXeH, pasom MnaH ynpaBniHHA pu3vkamu Bepcis
i3 nakeTnkom 3 7.1. 3MiHM BHECEHO A0 YacTuH: |
ocyllyBayem B «3arasibHa iHhopmaLis», |l
KOpOO6Li 3 KapTOHY «Cneuudikauis 3 6esneku», Il
«MnaH 3 dhapmakoHarnagy», V
«3axoay 3 MiHiMi3auii pusnkis», VI
«Pe3tome nnaHy ynpassiHHA
pusnkamu», VIl «loaatkn» y 38’a3Ky
3 BUATEHHAM YOPHOrO TPUKYTHUKA,
BUAANIEHHAM BaX/IMBUX NOTEHLiAHUX
pY3KKiB Ta BiACYTHbLOI iHhopmaLii
NoB’A3aHKX 3 aKNignHieM,
BUAA/IEHHAM [0AATKOBUX 3aX04iB 3
thapmakoHarnsgy Ha nigcrasi
pe3ynbTaTiB 3aBepLIEHOro
pocnipkeHHss PASS D6560R00004.
Pestome MNnaHy ynpasiHHA
pusmkamm Bepcisa 7.1 gogaeTbes.
3MiHu BHECeHO [0 IHCTpYKLii ANns
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakwji" BigNoBigHO A0
OHOBNEHOT iHthopMaLi 3 6e3neku
NikapcbKoro 3acoby.
49. | EBOHEKCA® | niocpini3at ans AT YkpaiHa NabopaTtopioc Icnanis BHECEHHS 3MiH 0 peecTpavLiiiHnX - UA/16029/01/01
PO3YUHY NSt iH'EKLI "papmak” HopmoH C.A.

Ta iHdysiii no 40 wmr;
in bulk: no 564
h1akoHu y Kopobui

MaTepianis: 3miHu | TUNy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikauiii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKoro 3acoby
(3BYXXEHHS1 OMYCTUMUX MEX)
3BY)EHHS AOMNYCTUMUX MEX A5
pomiwkm 3 RRT APROX. 0.36 y
cneuundikaLii Ha TepMiH NpUAATHOCTI
3 «He binbLe 1,0%» fo «He Ginblue
0,2%». Ha Bunyck Bumoru
3aMLWATLCA HE3MIHHUMUN «He
6inblue 0,2%». B oHoBNEHIN
cneuudikaLii gaHa goMilka
BU3HAYaETLCS K HEBigOMaA
AomMiwka. 3miHn | Tuny - 3miHn 3
SIKOCTi. [0TOBWIA NiKapcbknii 3aci6.
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
KOHTpOsb roToBOro NikapcbKoro

B

NoKa3HWKOM 3 BiAnoBiAHUM METOA0M

npuaaTHocCTi. 3MiHK | TUny - 3MiHK 3

ab0 JONOBHEHHS)) 3aMmiHa MeToay

3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX roTOBOro NiKapcbKoro 3acoby
(monoBHeHHSA cneyudikavii HOBUM
NOKa3HUKOM 3 BifjNOBIAHUM METOAO0M
BUNPOGYBaHHSA) AONOBHEHHS
cneuudikauii 13 HOBUM
NOKa3HUKOM — AOMILLKU A 3
HOPMYBaHHAM «He 6inbLue 0,2%»
npvi BUNYCKy Ta Ha TePMiH
nNpUAAaTHOCTI.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX roTOBOrO JliKkapCbKoro 3acoby
(monoBHeHHSA cnevudikavii HOBUM
NOKa3HMKOM 3 BifjNOBIAHUM METOAOM
BUNPO6YBaHHS) AOMNOBHEHHS
cneumnadikauii MN13 HoBUM
NOKa3HUKOM — Aomilku C 3
HOPMYBaHHAM «He 6inbLue 0,2%>»
npy BUNYCKyY Ta Ha TePMiH
npugaTHocTi. 3MiHu | Tuny - 3MiHn 3
AKocTi. F0TOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX roTOBOro NiKapcbKoro 3acoby
(monoBHeHHSA cneyudikavii HOBUM

BUNPOGYBaHHSA) AONOBHEHHS
cneuudikauii 13 HOBUM
NoKasHWKoM — fomiwku DDO 3
HOPMYBaHHSAM «He 6inbLue 0,2%>»

npvi BUNYCKy Ta Ha TePMiH

AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
UNpo6yBaHHS rOTOBOTO JiKapCbKOro
3aco0y (iHWi 3MiHK y MeToaax
BMNPOGYBaHb (BK/THOUAKUM 3aMiHy

BUMNPOOYBaHHA 4719 BU3HAYEHHS
iaeHTudiKaLii Ailo4oT pevyoBrHA 3
meTogy BEPX Ha meTog YBEPX.

3MiHM | TMNY - 3MiHK 3 AKOCTI.
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
FOTOBWIA NiKkapcbkuMii 3aci6.

KOHTpO/b roTOBOrO /iKapCbKOro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3aco0y (iHWi 3MiHK y MeToaax
BMNPOGYBaHb (BK/TOUAKUM 3aMiHy
ab0 JONOBHEHHS)) 3aMmiHa MeToay
BUMNPOOYBaHHA 4719 BU3HAYEHHS
iaeHTudiKaLii Ailo4ol pevyoBrHA 3
meTogy TLWX Ha meTop Y-
cnekTpodhoTomeTpii. 3miHu | TNy -
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. KoHTposb rotToBoro
nikapcbKkoro 3acoby. 3miHa 'y
MeToAax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHWi 3MiHW Y
MeToAax BUMPoOyBaHb (BK/IKYaKUM
3amiHy abo JOMNOBHEHHS)) 3amiHa
MEeTOAY KiNlbKICHOro BU3HAYEHHS 3
meTtoay BEPX Ha meTog YBEPX.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NiKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO NiKAPCbKOro
3aco0y (iHWi 3MiHK y MeToaax
BMNPOGYBaHb (BK/THOUAKUM 3aMiHy
ab0 JONOBHEHHS)) 3aMmiHa MeToay
BMNpPo6yBaHHA «CynpoBigHi
LOMiLLKM» 3 MeTody BEPX Ha meTop,
YBEPX. 3MiHu | Tuny - 3miHu 3
AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX roTOBOrO JliKkapCbKoro 3acoby
(iHWi 3MiHW) BUNPaBNEHHA MOMUIKN
B cneyudikauii 13 npu Bunycky Ta
Ha TepMiH npuaaTHOCTI 3a
noKasHNKOM «Boga» (3aTBEpAXKEHO:
He 6inbLue 6,0%; 3anponoHOBaHo:
He 6inblue 6%). 3MiHu | TUny - 3MiHK
3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneumdikavii Ta/abo AonycTUMmX
MeX roTOBOrO /liKapCbKOro 3acoby
(3BYXKEHHS1 ,ONYCTUMUX MEX)
3BY)XXEHHSA fONYCTUMUX MEX NS

nowmiwkn E y cneumdpikauii Ha TepmiH
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
npuAaTHOCTI 3 «He Ginblue 0,3%» Ha
«He 6inbwe 0,2%». Ha Bunyck
BMMOTMN 3a/IMLIAIOTHCS HE3MIHHMU
«He Ginblue 0,2%».

50. | EBOHEKCA® | niodpini3at ans AT YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a peyenmom UA/16030/01/01

pO34nHy Ans "papmak” Ykpaina MaTepianis: 3miHu | TUNy - 3MiHK 3

iH €Ki Ta iHdy3il
no 40 wmr; no 10 mny
chnakoHi; no 1, 5
a6o 10 chnakoHiB y
nauuj

(BUPOGHMLTBO 3
nakyBaHHs in bulk
hipMn-BrpobHUKa

Nab6opaTtopioc

HopmoH C.A,,
IcnaHis)

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikauiii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKoro 3acoby
(3BYXXEHHS1 OMYCTUMUX MEX)
3BYXXEHHS ONYCTUMUX MEX NS
pomiwkm 3 RRT APROX. 0.36 y
cneuundikaLii Ha TepMiH NpUAATHOCTI
3 «He binbe 1,0%» fo «He Ginblie
0,2%». Ha Bunyck Bumoru
3aMLWATLCA HE3MIHHUMUN «He
6inblue 0,2%». B oHOBNEHIN
cneuudikaLii gaHa goMilka
BU3HAYaETHLCSA K HEBigOMaA
Aomiwka. 3miHn | Tuny - 3miHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO /iKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX roTOBOro JlikapCbKoro 3acoby
(monoBHeHHSA cnevudikavii HOBUM
NOKa3HMKOM 3 BifjNOBIAHUM METOAO0M
BUNPOGYBaHHS) AOMNOBHEHHS
cneumnadikauii MN13 HoBUM
NOKa3HUKOM — AOMILLKN A 3
HOPMYBaHHAM «He 6isibLue 0,2%>
npy BUNYCKy Ta Ha TEPMiH
npuaaTHoCTI.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikauiii Ta/abo 4onycTuMmx
MeX roTOBOro /liKapCbKoro 3acoby
(4oNoOBHEHHS cnevumdikayii HOBUM
NMOKa3HUKOM 3 BifnOBifH/M METOAOM
BMMNPOBYBaHHSA) — AOMOBHEHHS
cneumaikauii N3 HoBUM
nokasH1KOM — Aomikm C 3
HOPMYBaHHAM «He binbLue 0,2%>»
npv BUNYCKy Ta Ha TepPMiH
npugaTHocTi. 3MiHu | Tuny - 3MiHn 3
SIKOCTi. [0TOBWIA NiKapcbknii 3aci6.
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BMMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3aco6y (iHLWi 3MiHK y meTogax
BMNPOGYBaHb (BK/THOYAKYM 3aMiHY
ab0 [ONOBHEHHSY)) — 3aMiHa MeToay
BUNPOBYBaHHA AN BUSHAYEHHS
iaeHTudikauii giro4oi peyoBMHY 3
meTtoay BEPX Ha meTog YBEPX.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AonycTumumx
MeX roTOBOrO JliKkapCbKoro 3acoby
(monoBHeHHSA cnevudikavii HOBUM
NOKa3HMKOM 3 BifjNOBIAHUM METOAO0M
BUNPOGYBAHHS) — [OMNOBHEHHS
cneumnadikauii MN13 HoBUM
noKasHMKom — gomiwku DDO 3
HOPMYBaHHAM «He 6inbLue 0,2%>»
npy BUNYCKY Ta Ha TePMiH
npugaTHocTi. 3MiHu | Tuny - 3MiHn 3
AKocTi. F0TOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BMMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK y meTogax
BMNPOGYBaHb (BK/THOYAKYM 3aMiHY
ab0 [ONOBHEHHS)) — 3aMiHa MeToay
BUNPOBYBaHHA AN BUSHAYEHHS
iaeHTudikauii giro4oi peyoBMHY 3
metoay TWX Ha meToq YP-
cnekTpodhoTomMeTpil. 3miHu | TRy -
3MiHM 3 sKoCTi. [0TOBWMIA NiKapCbKNii
3aci6. KoHTposib rotoBoro
niKkapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3aco6y (iHLWi 3MiHK y
MeToAax BUNpo6yBaHb (BK/IKOHAKOUM
3amiHy abo JOMOBHEHHS)) — 3aMiHa
MeTOAy KifIbKiCHOrO BU3HAUYEHHS 3
meTogy BEPX Ha meTog YBEPX.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3aco6y (iHLWi 3MiHK y meTogax
BMNPOGYBaHb (BK/IKOYAKUM 3aMiHy
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

ab0 ONOBHEHHS)) — 3aMiHa MeToay
BMNpPo6yBaHHA «CynpoBigHi
LOMiLLKM» 3 MeTody BEPX Ha meTop,
YBEPX. 3MmiHu | Tvny - 3miHu 3
AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX roTOBOrO JlikapCbKoro 3acoby
(IHWWi 3MiHK) — BUNpaBNEHHSA
nomwuskv B cneuudikauii N3 npu
BUNYCKY Ta Ha TEPMiH NPUAATHOCTI
3a nokasHuKoMm «Boga»
(3aTBEpAXEHO: HE GinbLue 6,0%;
3anpornoHOBaHo: He binbLue 6%).
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo gonycTumumx
MeX roTOBOrO JliKapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX)
3BY)XEHHSA [ONyCTUMUX MEX ANS
nowmiwkn E y cneuudikauii Ha TepMiH
npuAaTHOCTI 3 «He Ginblue 0,3%» Ha
«He 6inbwe 0,2%». Ha Bunyck
BMMOTM 3a/IMLIAIOTHCS HE3MIHHUMM
«He Ginblue 0,2%».

51.

EKCOMNOH

PO34uH ANs iHdysil,
10 mr/mn; no 100 mn
PO3UMHY Y
KOHTeliHepi B
3aXMCHOMY NakeTi;
no 12 koHTeliHepiB B
3aXMCHOMY MakeTi y
KapTOHHI KopooLyi

Mictpan
Kenitan
MeHnepxmeH
T NimiTeq,

AHrnis

OHI-PAPMA
KNEOH LEETIC
®APMACBIOTIKAN
NABOPATOPIEC
CA

Ipeuis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
Matepianis: 3MiHu | TUNY - 3MiHK
woao 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
3MiHM BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT YNakoBKM (3aXUCHWIA
nakeT) Ta BTOPMHHOI YNakoBKU
nikapcbKoro 3acoby y nyHkTn 8, 13.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS

3a peyenmom

UA/20130/01/01

52.

EMOKNOT

MOPOLLOK Ta
PO3YMHHUK ANt
PO34MHyY Ans
iHdpysii, 500 MO/10
M, donakoH Ne 1 3
nopotukom no 500
MO y koMnnekTi 3
PO34YMHHMKOM (BOAA
ONs iH ekyiin) no 10
My dhnakoHi Ne 1
Ta Habopom ans

KEAPIOH
C.MN.A.

ITanisa

KEAPIOH C.IMN.A.

ITanis

BHECEHHS 3MiH [J0 peecTpaviiiHnx
marepianis: 3miHu | Tvny - 3MiHKn
Loao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHu).
3MiHU BHECEHO B IHCTPYKLi0 AN1s

MeJMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"Cknapg" (yTouHeHHs iHchbopmauii) Ta
"apmakonoriyHi BrnactnsocTi”
(Wwono AOKMIHIYHMX JaHKX 3
6e3nekun). 3miHu Il Tuny - 3miHn

3a peyenmom

He
nionseae

UA/17394/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
PO3YMHEHHS i oo 6e3nekn/edpekTnBHOCTI Ta
BBELEHHS Y thapmakoHarnsgy. 3mMiHM y KOpoTkili
KapTOHHI KopooLli XapaKTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY
i3 HOBMMU @HNMK 3 AKOCTI,
OOKNIHIYHUMU, KNIHIYHAMW JaHuMK
Ta fjaHnmMn 3 chapmakoHarnsgy.
3MiHV BHECEHO B IHCTPYKLi0 Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"®apmakonoriyHi BnacTneocTi” Ta
"[iTn" (yTOuHeHHs iHpopmaLii)
53. | EMOKNOT MOPOLLIOK Ta KEAPIOH ITanis KEAPIOH C.M.A. ITanis BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a peyenmom He UA/17394/01/02
PO3YMHHWK 4N C.N.A. Matepianis: 3MiHu | TUNY - 3MiHK nionseae
pO34nHy AN wozao 6esnekn/ethekTMBHOCTI Ta
iHdpysin, 1000 thapmakoHarnagy (iHwi 3miHn).
MO/10 mn; donakoH 3MiHV BHECEHO B IHCTPYKLiO ANs
Ne 1 3 mopoLuKom no MeMYHOro 3acTocyBaHHA
1000 MO y nikapcbKoro 3acoby A0 po3Ainis
KOMMNNEKTI 3 "Cknag" (yTouHeHHs iHdopMauii) Ta
PO34YMHHMKOM (BOAA "®apmakonoriyHi BNacTusoCTi"
Ons iH’ekujin) no 10 (WwWoa0 AOKMIHIYHNX JaHUX 3
My donakoHi Ne 1 6e3nekun). 3MiHu Il Tuny - 3miHn
Ta Habopom A/1s wozao 6e3snekn/ehekTMBHOCTI Ta
PO3UYMHEHHS i thapmakoHarnsgy. 3mMiHu y KOpoTkili
BBEJEHHSA Y XapakTepucTuLi nikapcbKoro 3acooby,
KapTOHHI Kopo6Lyi TEKCTi MapKyBaHHS Ta iHCTPYKLji 4ns
MeAMYHOr0 3aCTOCYBaHHS Y 3B'A3KY
i3 HOBUMU i@HNMK 3 AKOCTI,
OOKNIHIYHUMU, KNIHIYHAMW JaHuMK
Ta faHnMu 3 chapmakoHarnsgy.
3MiHV BHECEHO B IHCTPYKLiO ANs
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"®apmMakonoriyHi BnacTneocTi” Ta
"[iTn" (yTouHeHHs iHdpopmalLii)
54. | EHTEPON NOPOLLOK A/1A BIOKOAEKC PpaHuis BIOKOAEKC PpaHuis BHECEHHS 3MiH O peecTpaviiiHnX 6e3 peyenma UA/6295/01/01
250 opasibHOro martepianis: 3miHu | TUny -
3acToCcyBaHHA Mo AAMiHICTpaTUBHI 3MiHW. 3MiHa
250 mr no 10 HalilMeHyBaHHsA Ta/abo agpecy Micus
nakeTukis y NPOBaPKEHHS AISSIbHOCTI

KapTOHHI KOpo6Lyi

BMpO6HMKa/iMnopTepa roToBoro
NikapCcbKoro 3acoby, BKIOHaoum
OinbHUL BUNYCKy cepii abo micue

NpoBeLEHHS KOHTPO/THO SKOCTI.

(OisanbHICTb, 3a AKy Bignosigae
BMpPOGHUK/IMNopTeEp, BKIOYaKUM

BUMYCK Cepiii) 3MiHa 3asB/eHa y
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3B'A3KY 3i 3MIHOIO po3TallyBaHHSA
rofioBHOrO odoicy, Wwo
Bif06paXkaeTbCsA B yCTaHOBUMX
AOKYMeHTax sk opuanyHa agpeca
BMPOGHMKa /13, 6e3 3MiHu Micus
BMPOGHMLTBA. 3MiHK | TNy -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKa (BnacHuKa
peecTpavuiiHoro NocBig4YeHHs) 3miHa
3a8B/1eHa y 3B'A3Ky 3i 3MiHOO
po3TallyBaHHS ro/I0BHOr0 odpicy
OpPUANYHOT 0CO6Y 3asiBHUKA
(BnacHvika peecTpaduiiHoro
nocBigYeHHs). 3MiHW | TUNYy - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araibHeHWX AaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPO
cuctemy hapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnsay; KOHTaKTHoOT 0cobm
3 (hapmakoHarnsgy 3asBHuKa 41s
3[jificHeHHs hapmakoHarnsay B
YKpaiHi, AKLWo BoHa BiAMIHHA Bif
YNOBHOBAXEHOT 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkiroyaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
thapmMakoHarnag. 3miHa
MiCLIe3HaxX0pKeHHsi MacTep-thaiina
cmcTeMu dpapmakoHarnagy. 3miHa
MicLA 34iACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa KOHTaKTHOT 0CO6Y 3asIBHYIKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsz
B YkpaiHi. [jitova pegakuis: LWanka
Onexa BonogumupisHa.
MponoHoBaHa pefakuis: Bucoubka
Onbra NpuropiBHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOT 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg B YKpaii.

55.

ENOBIOKPU

PO34MH ANs iH'EKLN

TOB "¢3

YKpaiHa

TOB "¢3 "CTAOA"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnX

3a peyenmom

UA/17088/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
H no 1000 MO; no 1 "CTAOA" marepianis: 3MiHu | Tuny - 3MiHu 3
M/ B MonepeaHbo AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
HanoBHEHOMY Cucrema
wnpuuy; no 5 KOHTelHep/3akynopoBasibHKiA 3aci6.
nonepegHbL0 3MiHa napameTpiB cneuyudikauii
HanoBHEHUX Ta/abo AonyCcTMUX MEX NEPBUHHOT
wnpuuis y 6nictepi; yMakoBKM rOTOBOrO NiKapCbKoro
no 1 6nictepy y 3aco6y (3BYXXEHHS AOMYCTUMUX MEX,
nauui; no 1 mn B BM3HAYEHUX Y cneuundikauir).
amnyni; no 5 amnyn OHoBeHHSA cneundikavii BXigHoro
y 6nictepi; no 1 KOHTPO/10 NEPBUHHOIO NakKyBaHHS
6nicTepy y naui 015 NiKapcbKoro 3acoby y wnpuuax
3 METOH NPUBELEHHA MEX Ta
MeTOZiB KOHTPO/IIO Y BifNOBIgHICTb
00 [lonoBHeHHA 6 AdY Ta ISO
11040 pnsa 3a6e3neyeHHs
OTPVYMaHHS JOCTOBIPHUX
pe3ynbTaTiB BXiZHOr0 KOHTPOJIO.
KopuryBaHHS1 CTOCYBas/10Cb TEKCTY
MeTOZIB KOHTPO/I0, 3a3HaYeHNX Y
crneuundikauii 6e3 3MiH camux
MeToANK.
56. | ENOBIOKPU PO34YMH ANS iH'EKL TOB "3 YkpaiHa TOB "®3 "CTALA" YkpaiHa BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a peyenmom UA/17088/01/02
H no 2000 MO; no 1 "CTAOA" MaTepianis: 3miHu | TUNy - 3MiHK 3
M/1 B nonepegHL0o AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
HanoBHEHOMY Cuctema
wnpuuy; no 5 KOHTelHep/3aKynoptoBasibHUiA 3aci6.
nonepegHL0 3MmiHa napameTpiB cneuydikauii
HanoBHEHNX Ta/abo fonNyCTUMUX MEX NEPBUHHOT
wnpuuis y 6nictepi; yNaKoBKU rOTOBOrO /iKapCbKOro
no 1 6nictepy y 3ac06y (3BYXXEHHS AOMYCTUMUX MEX,
nauyj; no 1 mn B BM3HAYEHUX Y cneundikaii).
amnyni; no 5 amnyn OHoB/eHHSA creundikaLii BXigHoro
y 6nictepi; no 1 KOHTPOJI0 NEPBUHHOIO NakyBaHHS
6nicTepy y navi 0115 NikapcbKoro 3acoby y wnpuuax
3 METOH NPUBELEHHA MEX Ta
MEeTOZiB KOHTPO/IIO Y BifNOBIgHICTb
0,0 [JONOBHEHHA 6 AdY Ta ISO
11040 pnsa 3a6e3neyeHHs
OTPUMAaHHS [OCTOBIPHNX
pe3ynbTaTiB BXiHOr0 KOHTPO/IHO.
KopuryBaHHsi CTOCyBaniocb TEKCTY
MeTOZIB KOHTPO/IO, 3a3HAYEHNX Y
cneuudikauii 6e3 3miH camumx
MeTOoANK.
57. | ENOBIOKPU PO34MH NS iH'EKLN TOB "$3 YkpaiHa TOB "3 "CTALA" YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/17088/01/03
H no 4000 MO; no 1 "CTALA" MaTepianis: 3miHu | TUNy - 3MiHK 3

M B nonepeaHbLo
HanoBHEHOMY

sIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cucrema
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
wnpuuy; no 5 KOHTelHep/3aKynopoBasibHKiA 3aci6.
nonepegHbL0 3MiHa napameTpiB cneuudikauii
HanoBHEHUX Ta/abo AonyCcTMUX MEX NEPBUHHOT
wnpuuis y 6nictepi; yNakoBKM rOTOBOrO NiKapCbKoro
no 1 6nictepy y 3aco6y (3BYXXEHHS AOMYCTUMUX MEX,
nauui; no 1 mn B BM3HAYEHUX y cneuudikauir).
amnyni; no 5 amnyn OHoBeHHSA cneundikavii BXigHoro
y 6nictepi; no 1 KOHTPOJ10 NEPBUHHOIO NakKyBaHHS
6nicTepy y naui 015 NiKapcbKoro 3acoby y wnpuuax
3 METOI NMPUBEAEHHA MEX Ta
MeTOZiB KOHTPO/IIO Y BifNOBIgHICTb
00 [lonoBHeHHA 6 AdY Ta ISO
11040 pnsa 3a6e3neyeHHs
OTPVYMaHHS JOCTOBIPHUX
pe3ynbTaTiB BXiZHOrO KOHTPOJIO.
KopuryBaHHS1 CTOCYBa/i0OCb TEKCTY
MeTOZjB KOHTPO/IO0, 3a3HaYEHNX Y
crneuudikauii 6e3 3MiH camux
MeToANK.
58. | ENOBIOKPU PO34YMH ANS iH'EKL TOB "3 YkpaiHa TOB "®3 "CTALA" YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/17088/01/04
H no 10 000 MO; no 1 "CTAOA" MaTepianis: 3miHu | TUny - 3MiHK 3
M/1 B nonepegHL0 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
HanoBHEHOMY Cuctema
wnpuuy; no 5 KOHTeliHep/3aKynoptoBasibHUiA 3aci6.
nonepegHL0 3MiHa napameTpiB cneuydikaui
HanoBHEHNX Ta/abo fonNyCTUMUX MEX NEPBUHHOT
wnpuuis y 6nictepi; yNaKoBKU rOTOBOrO /iKapCbKOro
no 1 6nictepy y 3ac06y (3BYXXEHHS AOMYCTUMUX MEX,
nauyj; no 1 mn B BM3HAYEHUX Y cneundikadii).
amnyni; no 5 amnyn OHoB/eHHSA creundikaLii BXigHoro
y 6nictepi; no 1 KOHTPOJI0 NEPBUHHOIO NakyBaHHS
6nictepy y naui 0115 NikapcbKoro 3acoby y wnpuuax
3 METOH NPUBELEHHA MEX Ta
MEeTOZiB KOHTPO/IIO Y BifNOBIgHICTb
0,0 [JONOBHEHHA 6 AdY Ta ISO
11040 pnsa 3a6e3neyeHHs
OTPUMAaHHS [OCTOBIPHNX
pe3ynbTaTiB BXiJHOr0 KOHTPO/IHO.
KopuryBaHHsi cToCyBaniocb TEKCTY
MeTOZIB KOHTPO/IO, 3a3HAYEHNX Y
cneuudikauii 6e3 3mMiH camumx
MeTOoANK.
59. | 30HIK Kancynu Teepgi no TOB YkpaiHa KYCYM XENTXKEP IHAisA BHECEHHS 3MiH [0 peecTpauiiHnX - UA/21061/01/01
25 wr; in bulk: "TNEQPAP NBT NTA4 MaTepianis: 3miHu | TUNy - 3MiHK 3
Ne5880 (14x 420): M AaTa" sKoCTi. FOTOBWIA Nikapcbkuii 3aci6.

no 14 kancyny
6nicTepi; no 420
6nictepiB y
KapTOHHI Kopo6Lii

Cucrema
KOHTelHep/3aKynoptoBasibHuiA 3aci6.
3MiHa po3mipy ynakoBKu roTOBOro
nikapcbkoro 3acoby (iHLi 3MiHN) -
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
BBE[EHHS [0AATKOBOI YNakoBKN Y
dhopwi in bulk y 3B'A3ky 3
BYPOGHMYOI HEObXiAHICTIO
60. | 30HIK Kancynu Teepgi no TOB YkpaiHa KYCYM XENTXKEP IHAiA BHECEHHS 3MiH [0 peecTpaLiiHnX - UA/21061/01/02
50 wmr; in bulk: "TNEAPAP MBT NTA, Marepianis: 3MiHu | Tuny - 3MiHu 3
Ne5880 (14x 420): M AaTa" sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
no 14 kancyny Cucrema
6nicTepi; no 420 KOHTelHep/3aKynoptoBasibHuiA 3aci6.
6nictepiB y 3MiHa po3mipy ynakoBKu roTOBOro
KapTOHHI Kopo6Lyi nNikapcbKoro 3acoby (iHLi 3MiHN) -
BBe/leHHS A0AAaTKOBOI YNakoBKN Yy
chopmi in bulk y 3B'A3Ky 3
BMPOGHNYOK HEOOXIAHICTIO
61. | 30HIK Kancysnu Teepgi no TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/19526/01/01
25 wr; no 14 kancyn "TNEAPAP NBT NTA MaTepianis: 3miHu | TUny - 3MiHK 3
y 6nicTepi; no 2 abo M nTh" SIKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
no 4 6nictepu B Cucrema
KapTOHHI ynakoBLi KOHTelHep/3aKkynoptoBasibHuiA 3aci6.
3MiHa po3mipy ynakoBku roTOBOro
nikapcbKoro 3acoby (iHLi 3MiHN) -
BBE/leHHS 0AATKOBOI YNaKkoBKW Y
dhopwi in bulk y 3B'A3ky 3
BMPOBHMYOK HEObXiAHICTIO
62. | 30HIK Kancynu Teepgi no TOB YKpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/19526/01/02
50 wr; no 14 kancyn "TNEAPAP NBT NTA MaTepianis: 3miHu | TMny - 3MiHK 3
y 6nicTepi; no 2 abo M AaTa" AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
no 4 6nictepu B Cucrema
KapPTOHHIN ynakoBLii KOHTeliHep/3aKynoptoBasibHMIA 3aci6.
3MiHa po3Mipy ynakoBKv roTOBOro
nNikapcbKoro 3acoby (iHLUi 3MiHN) -
BBE/IeHHS 0AAaTKOBOI YNakoBKN Y
hopmi in bulk y 3B'A3Ky 3
BMPOGHNYOK HEOOXIAHICTO
63. | IBYMPO®EH- | kancynu no 200 mr TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/11677/01/01
340POB'A no 10 kancyny BO 3 BUPOGHULTBA, matepianis: 3miHu | TUNY - 3MiHK
6nictepi, no 1 a6o 2 OBMEXEH KOHTPO/Ib SIKOCTI, wopao 6e3nekn/edekTMBHOCTI Ta
6nicTepy B KOPOOLi (e]}0] BUWMYCK Cepii: thapmakoHarnsgy (iHwi 3miHu).
BIAMOBIOA ToBapucTBO 3 OHOBNEHHA TEKCTY MapKyBaHHsA
NbHICTIO obmexeHoro NepBUHHOT Ta BTOPUHHOT YNakoBOK
«KOPTTOPA BiAMNOBIAA/TbHICTIO nikapcbKoro 3acoby, a came: -
LA "®GapmaueBTnyHa nepeHeceHo MixXHapoaHi
«300POB’A KoMnaHis NO3HAYEHHSA O4MHULb BUMIPIOBAHHS;
» "3popoB'sa", YkpaiHa,; - YTOYHEHO iHhopMaLiio Wwoao
BCi cTagii NoroTuny 3asiBHUKA Ta TEXHIYHOI
BMPOGHMLTBA, iHchopmawuii; - yTouHeHo

KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
obmexeHoro
Bi4NoBifa/IbHICTIO

iHhopmauito, sika Bignosigae
IHCTPYKLUiT AnA MeanyHoro
3acTocyBaHHSA NikapcbKoro 3acoby; -
BHECEHO He3HayHi pegakuiliHi
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
"®APMEKC IPyI", npaBku Mo TEKCTY MapKyBaHHsA
YkpaiHa NEepPBUHHOI Ta BTOPUHHOI YNaKoBKM
nikapcbKoro 3acooby.
TepMiH BBELEHHS 3MiH- NPOTATrOM 6-
TV MicALIB Nicas 3aTBEPAKEHHS.
64. | IBYNPO®EH- | kancynu no 400 mr TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx 6e3 peyenma UA/11677/01/02
340POB'A no 10 kancyny BO 3 BMPOGHMLTBA, marepianis: 3miHu | Tyny - 3miHn
6nicTepi, no 1 abo 2 OBMEXXEH KOHTPO/Ib SIKOCTI, woao 6e3nekn/edpekTBHOCTI Ta
6nictepu B KOPO6L (0]}0) BMNYCK cepil: hapmakoHarnagy (iHwi 3MiHu).
BIANOBIOA ToBapucTBO 3 OHOB/EHHA TEKCTY MapKyBaHHsA
NBHICTHO o6MexeHo NepBUHHOI Ta BTOPUHHOI YNakoBOK
«KOPIMOPA BigNoBigasIbHICTIO nikapcbKoro 3acoby, a came: -
LA "bapmaueBTnyHa nepeHeceHo MiXXHapoAHi
«300POB’'A KOMMNaHis NO3HAaYEHHSA OAVHULb BUMIPIOBAHHS;
» "3popos'sa", YkpaiHa; - YTOYHEHO iHhopMaLlito Lwoa0
BCi cTagii NoroTuny 3asiBHUKA Ta TEXHIYHOI
BMPOGHMLTBA, iHhopmawii; - yTouHeHO
KOHTPO/Ib SIKOCTI: iHhopMawLito, sika Bianosigae
ToBapucTBO 3 IHCTPYKLii 4Nna MegnyHoro
o6MexeHo 3acToCyBaHHS Nikapcbkoro 3acoby; -
BiANoBiga/IbHICTIO BHECEHO He3HauHi pefakLiiiHi
"®APMEKC IPYyI", npaBku MO TEKCTY MapKyBaHHA
YKpaiHa NepBUHHOI Ta BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby.
TepMmiH BBEEHHS 3MiH- NPOTArOM 6-
TV MicALiB Nicns 3aTBEPAKEHHS.
65. | IBYNPO®EH- | kancynu no 200 wr; TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHnx - UA/14915/01/01
340POB'A in bulk: Ne 4000 y BO 3 obmexeHoro marepianis: 3miHu | Tvny - 3MiHKn
nakerti OBMEXXEH BiANOBIfANbLHICTIO Loao 6e3nekn/edpekTMBHOCTI Ta
nonieTuneHoBoMy y (0]}0) "PapmavueBTNYHa hapmakoHarnagy (iHwi 3MiHu). -
KOHTeWHepi BIANOBIOA KomnaHis "3g0pos'a” 3MiHN Y 3aTBEPAKEHOMY TEKCTI
naactTMacosomy NBHICTHO MapKyBaHHS YNakoBOK J1iKapCbKOro
«KOPIMOPA 3acoby ans ynakoBok in bulk.
LA TepMiH BBEEHHS 3MiH- NPOTArOM 6-
«300POB’'A TW MICALIB NiCNsA 3aTBEPIXKEHHS.
»
66. | IBYNMPO®EH- | kancynu no 400 wr; TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx - UA/14915/01/02
340POB'A in bulk: Ne 3000 y BO 3 06MexeHo marepianis: 3MiHu | TUNY - 3MiHK
nakeri OBMEXEH BiANoBifasIbHICTIO wopao 6e3snekv/etpekTMBHOCTI Ta
nonieTuneHoBoMy y (e]10) "bapmaueBTNYHa thapmakoHarnagy (iHwi 3MiHn). -
KOHTelHepi BIANOBIAA KoMnaHis "3popos'a” 3MiHV Y 3aTBEP)KEHOMY TEKCTI
naacTtmacoBomMy NbHICTHO MapKyBaHHS YNakoBOK JliKapCbKOro
«KOPIMOPA 3acoby A/1s1 ynakoBok in bulk.
LA TepMiH BBEEHHS 3MiH- NPOTAroM 6-
«300POB'A TN MicsLiB nicns 3aTBepKEHHS.
»
67. | TOMEAIH KOHUEeHTpaT ans Baiiep Al HimeuuunH Bepnivepg, C.A. IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom UA/3658/01/01
pPO34mMHy ansg a MaTepianis: 3miHu | Tuny - 3MiHK 3

iHdpy3in, 20 MKr/mA;

sKocTi. CepTudikat
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

no 1 mn B amnyni;
no 5 amnyny
KapTOHHI KopooLli

signosigHocTi/TE-cepTudikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/MoHorpadii. 3miHn,
noB'sA3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei Aepxasu
€C (3miHa y cneumdikaui
HedhapmakoneiiHoro A®l ans
npuBELEHHS Y BiANOBIAHICTb A0
Bumor dY a6o €sponelicbkol
thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei Aepxasu
€C) - JonomixHa
peyoBMHa/BUXigHUIA MaTepian ans
BMPOGHMLTBA ADI - MprBeaeHHA
crneundikaii i METOAVK KOHTPOSO
ONA BUXIAHOI CUPOBUHMN X/10pUaHa
KMCoTa, L0 3aCTOCOBYETHLCS MPU
BUPOGHUUTBI A®I, y NOBHY
BIANOBIAHICTb A0 MOHOrpadil
€sponelicbkoi ®apmakonei
“Hydrochloric acid, concentrated”.
3MiHn | TUNY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaueHuXx y cneumddikauisax
Ha A®l, abo BMXigHWA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLeCi
BMPOGHMLTBA AD| (3BY>XEHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - 3By>eHHs
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumaikalii na NPOMiXHOro
NPOAYKTY NpU BUPOBHULTBI Ajitoyoi
PEYOBMHM.

68.

IHOJIAMA®E
PTUH®

PO3YMH ANS iH'EKLNA;
no 2 mn1 B amnyni;
no 5 a6o 10 amnyn B
KOpoOLi 3 KapTOHY 3
noniMmepHo
4apyHKOBOIO
BK/1a/1KOI0

TOB "HIP"

YKpaiHa

TOB "HIP"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3miHu | Tyny - 3MiHn
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHS y3araslbHEHNX AaHMX NPo
cuctemy thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOT 0cobwy,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobm
3 (hapmMakoHarnsgy 3asaBHuka gns

3a peyenmom

UA/0611/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Howmep
peecmpayiliHo2o

69.

KAPBAPYTU

3ailicHeHHs thapmakoHarnsgy B
YKpaiHi, SKLLO BOHA BigMiHHA Bif
YMOBHOBaXEHOT 0co6Y,
BifiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHU y
po3MilLLeHHI MacTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiAnoBifganbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Kantota AniHa
OnekcaHgpiBHa. MNponoHoBaHa
pegpakuisi: CaBueHko Hatanis
BitaniiBHa. 3MiHa KOHTaKTHUX AAHUX
YNOBHOB&XXEHOT 0COOU 3aABHMKA,
BiAnoBiAanbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs MacTep-
(paiina cuctemn chapmakoHarnsay
Ta BBeleHHs ioro Homepa. 3MiHa
MicLS1 34 ACHEHHS OCHOBHOT
LiSNbHOCTI 3 (hapmakoHarnagy.

nocsio4yeHHs1

H

PO3YMnH ANS iH'EKLN;
no 5 amnyny
KOHTYpHilA
YapyHKOBIl
ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKW y
KapTOHHI Kopo6Lyi

TOB
"YOP/I
MEANLMH"

YkpaiHa

YOPAA, MEAVLH
INAY CAH. BE
TIOK. A.LLL

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
Marepianis: 3MiHu | Tuny - 3MiHu 3
sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yApb-aKi BUPOGHWYI cTagii, 3a
BUHATKOM BUNYCKY Cepii, KOHTPO/O
AKOCTi T BTOPMHHOTO NakyBaHHS
0151 CTEPUIbHUX NiKapCbKnx 3acobis
(BK/THOHAKOUN BUPOGEHI aCenTUYHUM
MEeTOZ0M), KpPiM JTiKapCbKMX 3aco6iB
6i0N10riYHOro/iMyHO/ON4YHOr0
noxomxeHHs1). CynyTHs 3miHa -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii
3aci6. 3miHM y BUpoOHMLTBI. 3amiHa
ab0 BBeAEeHHS 404aTKOBOI AiNbHUL
BUPOGHMLTBA A/151 YacTnHU abo
BCbOr0 BMPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs). 3aMiHa BUPOGHMKa
rOTOBOrO JlikapCbKoro 3acoby. 3miHn
BHECEHO B IHCTPYKLitO A4/1A
MeJUYHOIO 3aCTOCYBaHHS

NiKapcbKoro 3acoby y po3ainv

3a peyenmom

He
nionsieae

UA/17461/01/01
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n/n

JliKapcbKo20

Hassa

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

"Brpo6HMK", "MicLie3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOBa/KEHHS NOr0 AisSIbHOCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBoK. BBefieHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 AKoCTi. F0TOBMIA Nnikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTbCS
BWMYCKY Cepii Ta KOHTPOJ/IK0 SKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo goaaBaHHS BUPOOHMKA,
LLIO BiAMOBiAAaE 3a BBE3EHHS Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPO/b/BUNPOBYBaHHA cepii
3amiHa BMpPO6HMKa rOTOBOrO
nikapcbKoro 3aco6y. 3MiHU BHECEHO
B IHCTPYKLilO 419 MegnyHOro
3aCTOCyBaHHSA /iKapcbkoro 3acoby y
po3ainu "BupobHuk",
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LifNbHOCTI" 3 BigNOBIAHUMYN 3MiHAMU
B TEKCTI MapKyBaHHS ynaKkoBOK.
BBegeHHs 3MiH npoTArom 6-tm
MiCsILiB Micns 3aTBepPAKEHHS

70.

KAPBAPYTU

H

PO3YMnH ANS iH'EKLN;
no5amnyny
KOHTYpHilA
YapyHKOBIl
ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKW y
KapTOHHI Kopo6Lyi

TOB
"YOP/I
MEANLIAH"

YkpaiHa

YOPAA, MEAVLH
INAY CAH. BE
TIDK. A.LL

TypeyunHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | TMny - 3MiHKn
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn).
3MiHV BHECEHO Y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMNaKoBKu
nikapcbKoro 3acoby. TepmiH
BBE/EHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

3a peyenmowm

UA/17461/01/01

71.

KBEHTIAKC®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 25
mr; no 10 TabneTok
y 6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHI KOpo6Lyi

KPKA, a.4.,
HoBo mecto

CnoBeHis

BMPOBHULITBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
4.4., Hoso mecrto,
CnoseHis;
BMPOBGHULTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
naxyBaHHs,
KOHTpO/b cepii Ta

CnoseHisa/
Xopsaris/
KuTaii

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHs A®| abo
BMXiZHOrO MaTepiany/npomiKHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPKEHNX MeToAax
BUNPOOYBaHHS)
He3HauHi 3MiHW y MeTogj
BUNPOBOYBaHHSA 3a NOKa3HWKOM
«KinbKicHUiA BMiCT 2-(2-

3a peyenmom

UA/16639/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
BunyckK cepii: KPKA- X/I0pPeTOKCM)eTaHoy», a came
PAPMA g.0.0., [04aBaHHA onucy NPUroTyBaHHA
XopBartisi; KOHTPONb PO34MHIB. 3MiHM | TUNY - 3MiHK 3
cepii: KPKA, a.4., akocTi. CepTucpikar
HoBo mecTo, BignosigHocTi/lE-cepTudikar
C/OBEHiIs; KOHTPO/b BiANOBIAHOCTI EBpONEiiChKilt
cepii: labena g.0.0., thapmakonei/mMoHorpadii. 3miHu,
CnoBeHis; noB'si3aHi 3 HEOOXIiAHICTIO
BMPOGHMLTBO "in npuBeAeHHs y BiANOBIAHICTb [0
bulk™: YXEAHI MoHorpadii 4dY abo EBponeiicbkoi
XYAXAW thapmakonei, abo iHLOi
OAPMACBIOTIKAN HauioHau1bHOT hapmakonel gepxasu
Ko., NITa., Kntaii €C (3miHa y cneuudikauisx,
nos'sizaHa 3i amiHamun B 1Y, a6o
€Bponeiicbkili hapmakonei, abo
iHWilA HauioHanbHiI dapmakonei
nepxasu €C) npuBefeHHs
cneundikauii A®I kseTianiH (y
BUINAAI kBeTianiHy dymapaty) Ao
YMHHUX BUMOT EBPONECHKOT
thapmakonei, a came BUAANEHHS
nokasHuka «Baxki metanu» Ta
BUAA/IEHHS MOCUIaHHSA Ha EBp.
dapm. 2.6.13 «MikpobionoriyHa
YnUCTOTa HECTEPWU/TBHUX JTiIKAPChKNX
3ac06iB: BUNPOGYBaHHSA Ha OKpeMi
BMAN MiKpoOpraHiamis» ans
nokasHuka «Mikpo6ionoriyHa
AKICTbY.
72. | KBEHTIAKC® | TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOBGHULTBO "in CnoseHis/ BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/16639/01/02
naiBKOBOIO HoBo mecTo bulk", nepsuHHe Ta XopsarTisi/ marepianis: 3MiHu | Tuny - 3mMiHu 3
060s10HKo0, No 100 BTOPUHHE KuTaii akocTi. A®Il. KoHTponb A®I. 3miHa y
mr; no 10 TabneTok nakyBaHHs, mMeTofax BunpobysaHHa APl a6o

y 6nicTepi, no 3 abo
9 6nicTepiB y
KapTOHHI KopooLyi

KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
4.4., Hoso mecrto,
CnoBeHis;
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA-
®APMA g.o.0.,
XopB.arTisi; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
Cr0BEeHis; KOHTPO/Ib
cepii: labeHa 4.0.0.,
CnoseHis;

BMXiAHOr0 Marepiany/npomikHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHW Y
3aTBEPMKEHNX MeToAax
BUNPOBYBaAHHS)
He3HauHi 3MiHV y meTogi
BUMPOOYBaHHSA 3a NOKa3HNKOM
«KinbkicHuiA BMicT 2-(2-
X/I0peToKCU)eTaHoTy», a came
[ofaBaHHSA ONMCY NPUroTYBaHHSA
PO34MHIB. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTucpikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONEiiChKilt
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTHO
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n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby

BMPOOBHULITBO "in
bulk": XXEAHI
XYAXAW
®APMACBIOTIKAN
Ko., Jita.
Kutaii

npuBeLEeHHs Y BiANOBIAHICTb A0
MoHorpadii J®Y abo Esponeiicbkoi
thapmakonei, abo iHLOi
HaLujioHasIbHOT hapmakonei gepxasu
€C (3miHa y cneuudikauisx,
nos'AsaHa 3i 3miHamun B J®Y, a60
€Bponeiicbkiii hapmakonei, abo
iHLWIN HauioHanbHIN dhapmakonei
aepxasu €C) npuBefeHHs
cneuudikauii A®I kseTianiH (y
BUINAAI kBeTianiHy dhymapaty) Ao
YMHHUX BUMOT €BponeiicbKol
thapmakonei, a came BUAANEHHS
nokasHuka «Baxki meTanun» Ta
BWAA/IEHHS MOCUNaHHSA Ha EBp.
dapm. 2.6.13 «MikpobionoriyHa
YnCTOTa HECTEPWU/TBHMX NTIKAPChKNX
3aco06iB: BUNPOBYBaHHSA Ha OKpeMi
BUAW MIKpOOpraHiamis» ans
nokasHuka «MikpobionoriyHa
AKICTbY.

73.

KBEHTIAKC®

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 200
mr; no 10 TabneTok
y 6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHI Kopo6Lyi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BMPOOGHULITBO "in
bulk", nepBuHHe Ta
BTOPVHHE
naxkyBaHHs,
KOHTpPO/b cepii Ta
Bunyck cepii: KPKA,
4.4., Hoso mecrto,
CnoseHis;
BMPOBGHULTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA-
DPAPMA f.0.0.,
XopBartisi; KOHTPOsIb
cepii: KPKA, ao.4.,
HoBo mecTo,
CnOBEHiIs; KOHTPO/Tb
cepii: labeHa g.0.0.,
CnoseHis

CnoseHis/
XopBaris

BHECEHHS 3MiH [0 peecTpaLiiHnX
Marepianis: 3MiHu | Tuny - 3MiHu 3
AKoCTi. A®I. KoHTposb A®L. 3miHa y
mMeTofax BunpobysaHHs A®| abo
BMXiAHOrO Marepiany/npomikHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoLeCi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPMXXEHNX MeToAax
BMNPOBYBaHHS)

He3HauHi 3MiHV y MeTogi
BUMPOOYBaHHSA 3a NOKa3HWKOM
«KinbkicHuiA BMICT 2-(2-
X/TOPETOKCM)eTaHoNy», a came
[oAaBaHHA ONMCY NPUroTYBaHHSA
pO3unHiB. 3MiHN | TUNY - 3MiHK 3
akocTi. CepTudpikar
BignosigHoOCTI/TE-cepTudcpikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/mMoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi
thapmakonei, abo iHLWoT
HaujioHasIbHOT dhapmakonei gepxasu
€C (3miHa y cneuudikauisx,
nos'aAsaHa 3i 3miHamu B J®Y, a60
€Bponeiicbkin thapmakonei, abo

iHLWIi/ HauioHaNbHIN hapmakonei

3a peyenmom

UA/16639/01/03
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

nepxasun €C) npusefeHHs
cneuudikauii A®I kBeTianiH (y
BUrNAAI kBeTianiHy oymapaty) 4o
YMHHWX BUMOT EBpoNeicbKoT
thapmakonei, a came BuganeHHs
nokasHuka «Baxki meTanun» Ta
BUAAIEHHS NOCUaHHA Ha EBp.
dapm. 2.6.13 «MikpobionoriyHa
4ynCTOTa HECTEPWU/TBHMX NIKaPCbKMX
3ac06iB: BUNPOOGYBaHHSA Ha OKpeMi
BMAW MIKpOOpPraHiamMiB» Ans
nokasHuka «MikpobiosioriyHa
AKICTb».

74.

KBEHTIAKC®

TabneTkn, BKpUTI
nniBKOBOIO
060710HKOt0, 1Mo 300
Mr; no 10 TabneTok
y 6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHI Kopo6Li

KPKA, 8.4,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
4.4a., Hoeo mecrto,
CnoseHis;
BMPOOGHULITBO "in
bulk", nepBuHHe Ta
BTOPUHHE
naxkyBaHHs,
KOHTpPO/b cepii Ta
Bunyck cepii: KPKA-
®APMA p.0.0.,
XopeaTisi; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHif; KOHTPO/Tb
cepii: labeHa A.0.0.,
CnoseHis

CnogeHis/
Xopsartis

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
MeTodax BunpobyBaHHs A®| abo
BMXIZAHOro MaTepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HULUTBA AP| (HE3HAUHI 3MIHN Y
3aTBEPMKEHUX MEeTOoAax
BMNPOOYBaHHS)

He3HauHi 3MiHW y MeTogj
BMNPOBYBaHHA 3a NOKa3HUKOM
«KinbkicHuiA BMiCT 2-(2-
X/TOpeTOKCM)eTaHoNy», a came
[04aBaHHA Onucy NpUroTyBaHHA
pO3uuHiB. 3MiHK | TURY - 3MiHK 3
aKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKil
hapmakonei/MoHorpadii. 3miHn,
noB'sA3aHi 3 HEOOXIAHICTIO
npuBELEeHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLOoi
HaLljioHasIbHOT dhapmakonei Aepxasu
€C (3MiHa y crneuundikaLisx,
nos'sizaHa 3i 3miHamun B J®Y, abo
€Bponeiicbki hapmakonei, abo
iHLWIN HauioHanbHiIK chapmakonei
nepxasu €C) npusefeHHs
cneuudikauii A®I kBeTianiH (y
BUrNAAI KBeTianiHy oymapaTty) 4o
YMHHUX BUMOT EBPONECHKOT
thapmakonei, a came BuganeHHs
nokasHuka «Baxki MeTann» Ta
BVAAIEHHS NOCUIaHHA Ha EBp.

dapm. 2.6.13 «MikpobionoriyHa

3a peyenmom

UA/16639/01/04
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
4yncToTa HECTEPWUITBHUX TiIKAPChKMX
3ac06iB: BUNPOGYBaHHSA Ha OKpeMi
BMAN MiKpoOpraHiamis» ans
nokasHuka «Mikpo6ionoriyHa
AKICTbY.
75. | KETOCTEPU TabneTku, BKPUTI ®peseHiyc HimeuuunH Nabecanb MopTyranis BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/2403/01/01
n nAiBKOBOIO Kabi a Na6opaTtopioc marepianis: 3MiHu | Tuny - 3mMiHu 3
060/10HKOI0, N0 20 [Joinunang Anwmipo, C.A. akocTi. CepTudpikar
Tabnetok y 6nictepi; 6X BignosigHoCTI/IE-cepTudcikat
no 5 6nictepis y BiANOBIAHOCTI EBPONEChKIN
3anasHoOMy MakeTi 3 thapmakonei/MmoHorpadii. NMogaHHs
astoMiHiesol HOBOro abo OHOBJIEHOIO
donbru; no 1 nakety cepTucbikaTta BigNoOBIAHOCTI abo
B KapTOHHIi1 kopobu, BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONEiiChKilt
apmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HUUTBI A®I; NSt [ONOMIXHOT
peyoBuHU (cepTudiikat
BiANOBIAHOCTI EBPONECHKIN
thapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOOHMKA - MOJAHHSA OHOB/IEHOrO
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei R1-CEP
2004-277-Rev 03 (3aTBEPAXKEHO:
R1-CEP 2004-277-Rev 02) ansa AdI
TPEOHIH Bif y)XXe 3aTBepKEHOro
Amino GmbH, HimeuyunHa.
76. | KITPYAA® KOHUEeHTpaT ans Mepk Wapni | LBeiuapi BMPOGHUK Ipnangis/ BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/16209/01/01
pO34nHy Ans Ooym IOEA a Hepo3gacoBaHo! HigepnaHan marepianis: 3MiHu | TUNY - 3MiHK
iHdpy3in, 25 mr/m; 6X npoaykuii, KOHTposnb | / HimeuunHa/ wozo 6e3snekn/edhekTMBHOCTI Ta
no 4 mn AKOCTI Ta Benbrisa chapmakoHarnsgy. BeefeHHs abo
KOHLeHTpaTy y TeCTyBaHHs 3MiHU [0 y3ara/lbHeHNX AaHuX Npo
nakoHi; no 1 cTabinbHoCTI, cuctemy chapmakoHarnsgy
donakoHy 3 nepBuHHe (BBEAEHHSA y3araslbHEHNX AaHNX Npo
npenapaTom B nakyBaHHs: MCJ, cuctemy hapmakoHarnagy, amiHa
KapTOHHI KOpo6Lyi IHTepHeLHN yMOBHOBaXeHOi 0cobu,

M6X/MCJ, IpnaHgais
(Kapnoy), Ipnangisi;
KOHTPO/Ib SKOCTi Ta
TecTyBaHHs
cTabinbHocTi: MC/L
IHTepHeLHN
M6X/MCJ, IpnaHgais
(BpiHHi), IpnaHgis;
KOHTPO/Ib SIKOCTi Ta

BignoBigabHOI 3a 3AjACHEHHS
thapmakoHarnsay; KOHTaKTHOI 0cobm
3 thapmakoHarnsgy 3asiBHuKa 41s
3pificHeHHs hapMakoHarnsay B
YKpaiHi, AKLW0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapMmakoHarnsgy (Bkiroyaroum
KOHTaKTHi AiaHi) Ta/abo 3MiHn y
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

TECTyBaHHS
cTabinbHOCTI
roToBOro
NiKapcbKoro 3acooy,
BUK/OYA0UN
TecTyBaHHS
akTnBHoCTi ELISA
(akTuBHICTb Ta
iaeHTudikauifa): H.B.
OpraHoH,
HigepnaHgu;
KOHTPO/Tb AKOCTi Ta
TECTyBaHHS
cTabinbHOCTI
roToBOro
nikapcbKoro 3acoby:
MC/, BioTtek B.B.,
HigepnaHaw;
KOHTPO/Ib SIKOCTi Ta
TeCcTyBaHHs
cTabinbHOCTI
roToBOro
nikapcbKkoro 3acoby,
BUK/IOYA0UN
TECTyBaHHS
akTmBHOCTI ELISA
(aKTMBHICTb Ta
ineHTudiKawis):
MCJ, BioTtek B.B.,
HigepnaHaw;
TECTyBaHHS
CTabiNbHOCTI:
TecTyBaHHS
LiNiCHOCTI 3aKpUTTA
KOHTEliHepy:
HysicaH 'M6X,
HimeuunHa;
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS, [03BiN
Ha BUMYyCK cepii:
OpraHoH XelicT 6B,
Benbris; abo
Mepk Wapn i Joym
b.B., HigepnaHan

pOo3MilLLeHHI MacTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0cobu
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnag B YkpaiHi

77.

KONAPEKC
MAKCIPUM
31 CMAKOM
NICOBUX
arig,

NOPOLLOK A/15
0pa/IbHOTO PO3UUHY;
no 5 a6o 10 nakeTiB
Y KapTOHHIli Kopoo6ui

CTAIA
ApuHaimMiTT
ens Al

HimeyunH
a

XANNEOH ANKANA,
CA.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHnX

marepianis: 3miHu | TMny - 3MiHKn

oo 6e3sneku/edpekTMBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapaKTepucTULi NiKapcbKoro 3acooby,

6e3 peyenma

nionsieae

UA/12334/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6€3neKkun NikapcbKoro 3acooby,
abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA MikapcbKoro 3acoby B
nicnsipeecTpawiiinii nepiog, a6o sk
pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBefeHnx
BIANOBIAHO A0 NAaHy negiaTpuyHnX
pocnigpkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO B IHCTPYKLil0 AN1s
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [o po3zinis
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amMu Ta iHWi BUAmM B3aeMogiii",
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakwji" BigNoBigHO A0
OHOBEHOI iHthopMaLi Wwoao
6e3nekn 3acTocyBaHHs Ajito4oi
PEyOoBMHM 3riHO 3 pekoMeHAaLlie
PRAC. TepmiH BBefieHHS 3MiH
npotsArom 3 micAuis nicns
3aTBEPAKEHHS.

78.

KONEAAH

Kpanni opabHi,
po3umH, 15000 MO;
no 10 mn y dosiakoHi-
KpanenbHuui; no 1
dnakoHy B
KapTOHHI Kopo6Li

TOB
«YOPNL
MEANLIH>

YKpaiHa

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

TypeyunHa

3MiHY | TUnNY - 3MiHW 3 AKOCTI.
[oTOBWIN Nikapcbknii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHAL BUPOBHULITBA
AN YacTnHM abo BCbOro
BMPOBGHNYOro nNpouecy rotoBoro
nNiKapcbKoro 3acoby (AinbHuLSA, Ha
AKIi NpoBOAATLCA Oy Ab-AKi
BMPO6HUYI CTagji, 3a BUHATKOM
BUMYCKY CepiiA, KOHTPOJIHO AKOCTI,
NepPBUHHOTO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTePUSTbHNX
nikapcbkunx 3acobis) -CynyTHA
3MiHa: 3MiHM 3 AkocTi. FoToBMi
nikapcbkuii 3aci6. 3mMiHn y
BMPOBHUUTBI. 3amiHa abo BBeAeHHS
[0[AaTKOBOI [i/IbHUL BUPOGHMLTBA
[ANSA YacTnHM abo BCbOro
BMPOGHMYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (ginbHuUsA ans
BTOPMHHOIO NakyBaHHs); 3MiHu 3
sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS A0AATKOBOI AiNbHUL

3a peyenmom

He
nionseae

UA/16448/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby

(AinbHUUA ANA NEPBUHHOIO
naKyBaHHs) - 3aMiHa AiNbHULi
BMPOGHMLTBA /13. 3MiHM BHECEHO B
IHCTPYKLjO A48 MegnyHoro
3aCTOCyBaHHSA /iKapcbKoro 3acoby y
po3zinu "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus

NPOBaKEHHS Or0 Ais/IbHOCTI" 3

BiAMNOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBOK. BBefeHHs
3MiH NpoTArom 6-Tu MicAUiB nicns

3aTBEepPMKEHHSA. 3MiHK | TUny -
3MiHW 3 SIKOCTi. TOTOBWIA NiKapCbKuii
3aci6. 3mMiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCA

BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI

rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo foaaBaHHS BUPOGHMKA,
LLIO BiANOBifa€e 3a BBE3eHHA Ta/abo
BMMYCK cepii) - Bkntoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
3amiHa BUpOOHWKa, LLO BignoBsifae
3a BBE3EHHA Ta/abo BMNyckK cepil).
3MiHV BHECEHO B IHCTPYKLi0 Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"Micue3HaxokeHHA BUPOOHUKa Ta
afpeca MicLsi NPoBapKeHHs oro
LiSNbHOCTI" 3 BigNoBIigHMMMN 3MiHAMMW
B TEKCTi MapKyBaHHS yNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSILiB Micnsi 3aTBEPAKEHHSI

79.

KYNEHTO

rpaHynun 4 wmr, no 0,5
[ rpaHyn y cawue; no
28 cawey
KapTOHHI KopooLyi

TOB
«YOPNL
MEANLIH>

YKpaiHa

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

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpOBHULTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AifIbHULL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO liKapCbKOro 3acoby
(minbHMUSA, Ha AKIl TPOBOASATHLCSA
6y ab-siKi BUpOGHMUI cTajji, 3a
BVHATKOM BWMYCKY Cepiil, KOHTPOII0
AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
nakyBaHHS1, 4151 HECTePUbHUX
nikapcbkux 3acobis). CynyTHA 3miHa
- 3MiHu 3 AKOCTi. [oTOBWIA

3a peyenmom

He
nionseae

UA/18437/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULITBA

AN YacTNHU abo BCbOro

BMPOBGHNYOro Npouecy rotosoro
nikapcbKoro 3acoby (ainbHuuA ans
BTOPWHHOIO NakyBaHHS) - 3MiHU 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEEHHS 40AaTKOBOT AifIbHULL
BVMPOGHMLTBA A/15 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(AinbHUUSA ANS NEPBUHHOIO
nakyBaHHs1) 3MiHa Ai/bHULj
BMPOGHULITBA rOTOBOTO /iKaPCbKOro
3acoby. BBegeHHs 3MiH MpoTArom 6-
TW MiCALIB Nicns 3aTBepIKEeHHs
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTbCS
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo goaaBaHHS BUPOOHMKA,
LLIO BiAMOBiAAaE 3a BBE3€HHS Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
3MiHa BUpPO6HMKa roTOBOro
niKkapcbkoro 3acoby Lo Bignosigae
3a BBE3EHHA Ta/abo Bunyck cepil
BK/TIOHA0UM
KOHTPO/b/BMNPOGYBaHHS cepii.
3MiHN BHECEHO B IHCTPYKLiO ANa
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Brpo6HMK", "MicLie3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOBa/KEHHS NOr0 AisSIbHOCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBoK. BBefieHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu) 3MiHK
BHECEHO B TEKCT MapKyBaHHS
NEePBUHHOT YNaKoBKM Y MYHKTU 2, 3,
4, 17; B TEKCT MapKyBaHHsA
BTOPVHHOI YNakoBKW Y NyHKTK 11,

17. BBefeHHs 3MiH NpoTsirom 6-1n
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
MiCALIB MiCNsA 3aTBEPKEHHS
80. | TAMAN® Tabnetku no 25 mr, AJTKANOIL, Pecny6nik AJNTKANOIQ AL Pecny6nika BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/9679/01/01
no 10 Tabnetok y ALl Ckon'e a lMiBHiYyHa Ckon'e MiBHiYHA MaTepianis: 3miHu | TUny - 3MiHK 3
6nicTepi, no 3 MakegoHis MakepoHis AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
6nicTepu y nauui 3 KOHTpO/b roTOBOro NikapcbKoro
KapTOHY 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro NiKAPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX MeToAax
BMNPOGYBaHHS). He3HauHi 3MiHW y
meToai BEPX Ans koHTposnto
nokasHuka "CynyTHi fOMiLLKK".
3MiHM CTOCYHTbCS LW0A0
NPUroTyBaHHS PO3YNMHHMKA,
CTaHAapTHUX | AOCiXYBaHUX
PO34MHIB Ta PO3PaxyHKOBOI
dopmyn.
81. | IAMAN® Tabnetku no 50 wr, AJIKANOIL, Pecny6nik AJIKANOIO AL Pecny6nika BHECEHHS 3MiH [JO peecTpaviiiHnx 3a peyenmom UA/9679/01/02
no 10 TabneTtok y A/l Ckon'e a MisHiyHa Ckom'e MiBHIuHA mMarepianis: 3MiHu | Tuny - 3MiHu 3
6nicTepi, no 3 MakeoHis MakepoHis AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
6nictepy y nauui 3 KOHTPO/b rOTOBOrO NiKapcbkoro
KapToHY 3acoby. 3miHa y meTogax
BMMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMAKEHUX MeToaax
BMNPOGYBaHHS). He3HauHi 3MiHW y
meToai BEPX ans koHTposnto
nokasHuka "CynyTHi AOMILLKK".
3MiHV CTOCYHOTbCA LWOA0
NPUroTyBaHHS PO34YMHHMKA,
CTaHAAPTHUX | AOCAIAKYBaHNX
PO34MHIB Ta PO3PaxyHKOBOI
dhopmynin.
82. | NTAMAN® Tabnetkn no 100 wmr, AJTKANIOIA, Pecny6nik AJNTKANOIQ AL Pecny6nika BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/9679/01/03
no 15 TabneTtok y ALl Ckon'e a lMiBHiYyHa Ckon'e MiBHiYHA MaTepianis: 3miHu | TUNy - 3MiHK 3
6nicTepi, no 2 MakefoHis MakepoHis AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.

6nictepy y nauui 3
KapTOHY

KOHTPO/Ib rOTOBOrO /liKapCbKoro
3acoby. 3miHa y MeTogax
BMNPO6YBaHHA roTOBOro NiKAPCbKOro
3acoby (He3HayHa 3miHa y
3aTBepKEeHNX MeTogax
BUNPOO6YBaHHS). He3HauHi 3MiHW y
meToai BEPX ans koHTposto
nokasHuka "CynyTHi fOMiLLKK".
3MiHM CTOCYHOTbCS LWOA0
MPUroTYBaHHA PO3YMHHUKA,
CTaHAapTHUX | OCNIAXKYBaHNX
PO34MHIB Ta PO3PaxyHKOBOI
dhopmysin.
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
83. | NAMAN® Tabnetku no 200 mr, | AJIKANOIL | Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH [10 peEcTpaLitHnX 3a peuernmom UA/9679/01/04
no 15 TabneTtok 'y AL Ckon'e a MNisHiuHa Ckon'e MiBHIYHA Marepianis: 3MiHu | Tuny - 3mMiHu 3
6nicTepi, no 2 MakenoHis MakepoHis AKocTi. FO0TOBWIA Nikapcbkuii 3aci6.
6nictepy y nauui 3 KOHTpO/1b FOTOBOrO NiKapcbkoro
KapTOHY 3acoby. 3miHa y meTogax
BMMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPO6YBaHHSA). He3HauHi 3MiHW y
meToai BEPX Ans koHTposnto
nokasHuka "CynyTHi AOMiLLKK".
3MiHV CTOCYIOTbCSA LLOA0
NPUroTyBaHHS PO3YMHHMKA,
CTaHAAPTHUX | AOCNIAKYBaHNX
PO34MHIB Ta PO3paxyHKOBOI
hopmynu.
84. | NE®NMIOTAB Tab1eTkn BKpUTI Mepak HimeuunH Brpo6HWK, Lo HimeuyunHa BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom UA/12013/01/01
06010HKO10, no 10 [e3enbliad a Bignosigae 3a MaTepianis: 3miHu | TUNy - 3MiHK 3
mr, no 30 TabneTok T chrop MapKyBaHHS, akocTi. A®Il. KoHTponb A®I. 3miHa y
y KOHTelHepi; no 1 K/iHiWe BTOPUHHE MeTodax BunpobyBaHHs A®| abo
KOHTEeWHepy B nauli Lneuiansnp nakyBaHHs, BMXIZAHOrO MaTepiany/npomiKHOro
enapare KOHTPONb/BMNPOGYB npoaykTy/peareHty, Lo
M6X aHHA cepii Ta BUNycK BMKOPWCTOBYETLCA Y NPOLIECI
cepit: BUpO6HULUTBA AP| (HE3HAUHI 3MIHW Y

Mepak lesenbwadpt
dhrop KniHiwe
Lneuianbnpenapat
e M6X, HimeuumnHa;
Brpo6HWK, Lo
Bignosigae 3a
BVMPOGHMLTBO
roTOBOI NikapCbKi
dhopMu, NepBuHHE
naxkyBaHHs,
MapKyBaHHs,
BTOPVHHE
naxkyBaHHs,
KOHTPO/b/BMNPOGYB
aHH#A cepii Ta 3a
BWMYCK Cepii:
Xaynt ®apma
MioHcTep M'mbX,
HimeuunHa

3aTBEPMKEHUX MEeTOoAax
BMNPOOYBaHHS)
HesHauHa 3MiHa y meTopai
BMNpobyBaHHsA |Y-cnektpomeTpii
npu KOHTPOJIKO igeHTudikawii ans
A®I NNechnioHoMif, L0 nonsrae y
36iNbLUEHHI TPUBA/IOCTI HarpiBaHHA
3pasKy cybcTaHLji Ta CTaH4apTHOro
3paska 3 «130 °C npotarom 10
XBUNMH» A0 «130 °C npoTsrom 60
XBWIMH». 3MiHK | TUNY - 3MiHK 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOTrO NiKapCbKoro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPO6YBaHHs) HesHayHa 3miHa y
meToai BEPX gns BusHauyeHHs
iAeHT1dpikauil Ta KiflbKicHoro BMicTy
B /13 3 MeTO0 BUMpPaB/IEHHA ONUCY
NPUroTyBaHHs 6ydhepHOro po3ymnHy 3
«7,5 M1 TpueTaHonamiHy» Ha «7,5
MJ/1 TpUeTUnamiHy». 3MiHu | Tuny -
3MiHM 3 aKocTi. FoTOBMIA NiKapPCbKNi
3aci6. KoHTposib roToBoro
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

niKkapcbKoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO
nNiKapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBEPKEHUX MeTogax
BMNpOGyBaHHS) HesHauHa 3miHa y
MeTOAj BUNPO6YBaHHSA
(HaniemikpomeTog) 13 Ha BMICT
BOJM 3 METOI BUMNPAB/IEHHSA ONUCY
cTaHgapTusauii anapaty Kapna
diwepa (cTaHgapTU3aLis 3
BUKOPVCTaHHAM JUHATPII0 TapTpaTy
3amiHeHa Ha Habip 3paskiB i3
BiJOMVM BMICTOM BOAM; AOAaHO
nocunanHsa Ph. Eur. 2.5.12).

85.

NEDNIOTAB

TabneTku BKpUTI
060/10HKO0, M0 20
mr, no 15 a6o no 30
Tabnetoky
KOHTeliHepi; no 1
KOHTEelHepy B nauui

Mepak
[e3enbacd
T chrop
KNiHiwe
Lneujanbnp
enapate
M6X

HimeyunH
a

Bupo6HuK, Lo
Bignosigae 3a
MapKyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/b/BMNPOGYB
aHHs cepii Ta BUNycK
cepii:
Mepak esenbwadT
dotop KNiHiwe
LWneuianbnpenapar
e M6X, Himeuunna;
Bupo6HuK, Lo
Bignosigae 3a
BVMPOGHMLTBO
roToBOI NiKapcbKi
chopmMu, nepBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPOGYB
aHH#A cepii Ta 3a
BUWMYCK Cepii:
Xaynt ®apma
MtoHcTep T'mbX,
Himeuunna

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiliHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHa APl a6o
BMXiAHOr0 Marepiany/npomikHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHW Y
3aTBEPMKEHNX MeToAax
BUNPOBYBaAHHS)
HesHauHa 3miHa y meTogi
BMNpo6yBaHHSA |Y-cnekTpomeTpii
npu KOHTPOSO iAeHTHiKaLi ans
A®I NechnioHOMIZ, L0 Nonsrae y
36iNbLUEHHI TPUBA/IOCTi HarpiBaHHsS
3pasKy cybCcTaHLji Ta cTaH4apTHOro
3paska 3 «130 °C npotsarom 10
XBUNUH» A0 «130 °C npoTsarom 60
XBUNNH». 3MiHN | TUNY - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro NiKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMXXEHNX MeToAax
BMNpO6yBaHHA) HesHauHa 3miHa y
MeTogi BEPX ansi BU3HauYeHHsi
iAeHTndikauii Ta KinbkicHOro BMicTy
B /13 3 MeTOI0 BUMpaB/IEHHA ONUCY
NpUroTyBaHHs 6yd)epHOro po3unHy 3
«7,5 Mn TpreTaHonamiHy» Ha «7,5
M/ TpUeTUAamiHy». 3MiHu | Tuny -
3MiHu 3 sKoCTi. [0TOBMIA NiKapCbKuii
3aci6. KoHTposb rotoBoro
niKapcbKoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO

3a peyenmom

UA/12013/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

NiKapcbKoro 3acoby (He3HayHa 3MmiHa
y 3aTBEPKEHNX MeTodax
BMNpOGyBaHHS) HesHauHa 3miHa y
MeToZi BUNpobyBaHHS
(HaniBmikpomeToa) 13 Ha BMICT
BOJM 3 METOI BUMNPAB/IEHHSA ONUCY
cTaHgapTu3auii anapaty Kapna
diwepa (cTaHgapTu3auis 3
BUKOPVCTaHHAM AUHATPIlO TapTpaTy
3amiHeHa Ha Habip 3paskis i3
BiJOMVM BMICTOM BOAM; A0OAaHO
nocunaHHsa Ph. Eur. 2.5.12).

86.

NIHECCA

PO3unH ANs iHdysil,
2 mr/mn; no 300 mn
y nonieTuneHoBomy
abo
noninponisieHoBoMy
KOHTeliHepi; no 1
KOHTEliHepy B
cpibnscToMy nakeTi
B KapTOHHI1 kopobui

AHaHTa
Megikeap
nra.

Benuvka
BputaHis

€sponaiid
Xentkeap M.T. /114,

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
Marepianis: 3miHu Il Tuny - 3miHu 3
sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasibHWiA 3aci6.
3MiHa Y NepBUHHIli ynakoBLj
rOTOBOrO JIiKapCbKOro 3acoby (Tvn
KOHTelHepa abo fofaBaHHs HOBOrO
KOHTeliHepa) - CTepw/ibHi nikapcbki
3acobu Ta fikapcbki 3acobu
6ionoriyHoro/iMmyHonoriYHoro
NOXOXEHHSA - OHOB/EHHA p. 3.2.P.7.
Cucrema
KOHTelHep/3aKynoptoBasibHWiA 3aci6,
a came fofjaBaHHS HOBOTO
noninponisIEHOBOro KOHTelHepa Ta
YTOYHEHHS LWOAO0 MaTepiany
3aTBEPAKEHOrO KOHTeHepy (B
Lito40i pegakuii He 6y/10 BKazaHo
Marepian KoHTeliHepa
(nonieTuneHy)), 3 BHECEHHAM
BIANOBIAHMX 3MiH [0 p. «YNakoBka»
MKSA N3. 3miHn BHECEHO B
IHCTPYKUiO AN MeguyHoro
3acTOCyBaHHS MikapCbKoro 3acoby y
po3gin "Ynakoska" (3miHa y
NepBUHHIlA ynakoBLj). BBeeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEPAKEHHS.

3a peyenmom

He
nionsieae

UA/17877/01/01

87.

NINOTIOH

TabneTku, BKPUTI
nAiBKOBOIO
060/10HKOI0, N0 600
mr; no 10 TabneTok
y 6nictepi; no 3, 6
abo 10 6nicTepiB y
KapTOHHI Kopo6Lli

TOB
«YOPNA
MEANLINH>

YKpaiHa

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

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaviiiHnx
marepianis: 3miHu | Tvny - 3MiHKn
Loao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHbL Ta YMOB
BMAaui peecTpauiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpasiHHA pu3nkamn (iHLWi 3MiHW)

3a peyenmom

UA/20320/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3asBHMKOM HalaHO OHOBJIEHWIA
MnaH ynpaBniHHA py3vkaMu Bepcis
2.0. 3MiHM BHECEHO [0 YacCTuH: |
«3arasibHa iHhopmaLiis», |l
«Cneuundpikauisi 3 6esnekn», |1
«MnaH 3 dapmakoHarnagy», V
«3axoay 3 MiHimisauii pusnkis», VI
«Pe3tome nnaHy ynpasniHHA
pusnkammn» VIl «logatkm», y 3B'A3Ky
3 yHichikaujieto iHdopmauii Lwozao
pY3UKIB A5 YCiX TIOKTOBO
KMC/TOTHOBMICHUX NiKapCbKMX
3aco6is B ogHomy MYP BignosigHo
no Rev.2.0.1 accompanying GVP
Module V Rev.2. Pe3siome lNMnany
ynpasniHHA pu3mkamu Bepcis 2.0
[0Aa€ETbCA.

88.

MOKCWH

PO34uH ANs iHgysil,
400 mr/250 mn; no
250 mn npenapary B
KOHTeliHepi; no 1
KOHTEeWHepy B NAiBLi
B KOpOO6Li

AHaHTa
Megikeap
nra.

Benvka
BputaHis

€ponalic
Xentkeap MeT. /114,

IHais

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPOb roTOBOrO /iKapcbKoro
3acoby. 3miHa y meTogax
BMMPOOYBaHHA rOTOBOTO NiKapCbLKOro
3acoby (He3HauHa 3miHa y
3aTBEPMKEHUX MEeTOoAax
BMNpPo6yBaHHA) HesHauHi 3MiHu y
mMeToAi BEPX ans koHTposto
nokasHuka «KinbkicHe BU3HAUYEHHS»,
a came: po3nucyeTbCA
NpUroTyBaHHA po34unHy nnauebo Ta
YTOUYHIOETHCA iHhopMaLlis Woao
poBeaeHHs pH 6ychepHoOro po3uunHy
3,0 opTOhOCHOPHOO KUCOTOHO.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BMMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MEeTOAAax
BMNpOGYyBaHHS) HesHauHa 3miHa y
MeToAi koHTposto BEPX 3a
nokasH1koM «CynpoBigHi [OMILLKN»:
PO3NMCYETLCA NPUrOTYBaHHSA
pO34MHy nnauebo.

3a peyenmom

UA/19106/01/01

89.

HA®TUSNH®

Kpanni HasasbHi
0,05 %; no 10 mny
hNakoHi
nonaieTUIEHOBOMY;

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK 3
aKkocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6.

6e3 peyenma

UA/0704/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

no 1 conakoHy B
nauti 3 kKapToHy; no
10 mny donakoHi
nonieTuneHoBoMy 3
[o3aropom abo y
hNakoHi
nonieTuneHoBoMmy 3
npo6koto-
KpanenbHuueto; no 1
dhnakoHy B navui 3
KapTOoHY

3MmiHa y 6e3nocepefHili ynakosLj
A®I (iHWi 3MiHN)

— BHECEeHHs 3MiH o p. 3.2.S.6.
Cucrema
KOHTeWHep/3aKynoptoBasibHWiA 3acib,
a came JofaBaHHA B cneuudikadio
Ha nepBuHHe nakyBaHHa AdI
nokasHuka «laeHTudikauis» (Metopg,
1Y cnekTpockonii). MaTepian nakeTis
noAgiliH1X NoNieTUIeHOBMX, B SiKi
ynakoByeTbcs A®| HadhazoniHy
HITparT, 3aNUWaETbCsA HE3MIHHUM.
3MiHn | TURY - 3MiHK 3 aKocTi. AL,
Cucrema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHM napameTpiB cnewuudikawii
Ta/abo [onycTMMMNX MEX,
3a3HauveHux y cneundikavisx, ons
6e3nocepeHbOl ynakoskn A®I (iHLwi
3MiHW)

- BHECEHHSA 3MiH A0 p. 3.2.S.6.
Cucrema
KOHTeWHep/3aKynoptoBasibHWiA 3acib,
a came yHidpikauis fokyMeHTauii ans
KOHTPO/I0 NEPBUHHOIO NakyBaHHS
A®| HadhasoniHy HiTpaT Ha AT
«®apmMak»: BUKNaL po3ainy
OHOBJ/IEHO Ta CTaHAAPTU30BaHO Y
BiANOBIAHOCTi O BHYTPILLHIX
nigxogis. JoAaHO MOX/IUBICTb
BUKOPWCTaHHSA aNlbTepHaTUBHNX
nocTavyanbHVKIB NEPBUHHOT
ynakoBKUW NMpu yMOBI BiAMNOBIAHOCTI
nokasHukam sIKocTi cneyudikauii Ta
hapmakoneiHum B1Moram Ao
mMartepianis NepBUHHOrO NakyBaHHS.
Martepian noapiiHMx
nonieTUIEHOBNX NakeTiB
3a/IMLWAETLCA HE3MIHHUM. B
cneumdikaLlitio Ha NeperHHe
nakyBaHHS BHECEHO pefaKLiiiHi
3MiHW (BUYYeEHHS N. «Matepian» Ta
BHECEHHS 3MiH 0 N. «30BHILLHiIl
BUMNSAA», «TOBLUMHA NAIBKW»,
«Po3mip Milka»). 3miHu | Tuny -
3MiHn 3 aKocTi. A®l. CTabinbHICTb.
3MiHa nepiofly NOBTOPHMX
BMNpo6yBaHb/nepiony 36epiraHHs
a60 ymoB 36epiraHHs AdI (3a
BifJICYTHOCTI Y 3aTBEPKEHOMY [OCbE
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakonei, wo
BK/TIOH@E Nnepiog, MOBTOPHOrO
BMNPOO6YBaHHSA) (iHLWi 3MiHK) - Ha
OCHOBI NPOBEAEHNX AOCIAKEHD
CTabiNbHOCTI ABOX NMPOMUCAOBUX
cepit A®| HadpTn3nH, NOpOLLIOK
(cybCTaHuUisl) NPoOMoOHYETLCA 3aMiHa
«TepMiH NpnAaTHOCTI» — 2 POKU Ha
«[Mepiog peTecTyBaHHA» — 36
Micsuis

90.

HADTUSNH®

Kpanni HasasnbHi 0,1
%; no 10 MmNy
dhnakoHi
nonieTuNeHoBOMYy;
no 1 conakoHy B
nautli 3 KapToHy; Nno
10 mn y donakoHi
nonieTuneHoBomy 3
[o3aropom abo y
hNakoHi
nonieTuneHoBomy 3
npo6koto-
KpanenbHuueto; no 1
dhnakoHy B nauui 3
KapTOHY

AT
"Ppapmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6.
3MmiHa y 6e3nocepeHili ynakoBuj
A®I (iHWi 3MiHN)

— BHECEHHS 3MiH [0 p. 3.2.S.6.
Cucrema
KOHTelHep/3aKynoptoBasibHuiA 3aci6,
a came JofaBaHHA B cneuudikadio
Ha nepBrHHe nakyBaHHs Ad|
nokasHuka «laeHtudikauis» (Metopg,
1Y cnekTpockonii). MaTepian naketis
NoABIHNX NONIETUNEHOBKX, B 5K
ynakoByeTbcs A®| HachazoniHy
HITparT, 3a1WaETbCs HE3MIHHUM.
3MiHn | TURY - 3MiHK 3 aKkocTi. AdDI.
Cucrema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6.
3MiHM napameTpiB cneuudikawii
Ta/abo [onycTUMUX MEX,
3a3HauveHux y cneundikauisx, ons
6e3nocepeHboi ynakoskn A®I (iHwwi
3MiHW)

- BHECEHHS 3MiH A0 p. 3.2.S.6.
Cucrema
KOHTelHep/3aKkynoptoBasibHWiA 3acib,
a came yHidpikaLis fokyMeHTauii ans
KOHTPOJ10 NEPBUHHOTO MaKyBaHHS
A®| HacdhasoniHy HiTpaT Ha AT
«®apMak»: BUKNaL po3ainy
OHOBJ/IEHO Ta CTaHAAPTU30BaHO Yy
BiANOBIAHOCTi [0 BHYTPILLHIX
nigxogis. 4oAaHO MOX/IMBICTb
BUKOPWCTaHHSA aNlbTepHATUBHNX
nocTavanbHVKIB NePBUHHOT
ynakoBKW Mpy yMOBI BIAMNOBIAHOCTI
nokasHukam sIKocTi cneuudikauii Ta
hapmMakoneH1M BUMOram Ao

6e3 peyenma

UA/0704/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

marepianis NEPBUHHOIO NakyBaHHS.
MaTepian noagiliHMx
nonieTUIEHOBMX NakeTiB
3a/IMLLAETLCA HE3MIHHUM. B
cneuudikaliio Ha NepBrHHe
nakyBaHHSI BHECEHO pefaKLiiiHi
3MiHV (BUTyYeHHs M. «Matepian» Ta
BHECEHHS 3MiH [0 M. «30BHILLHii
BUINAL», «TOBLLMHA MIBKU»,
«Po3mip Miwwka»). 3miHu | Tuny -
3MiHK 3 sKocTi. APl CTabinbHIiCTb.
3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiody 36epiraHHA
abo ymoB 36epiraHHa Ad| (3a
BifICYTHOCTI Y 3aTBEpAXEHOMY [0ChbE
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakonei, wo
BK/TIOHAE Nnepiog, MOBTOPHOrO
BMNPOOGYBaHHSA) (iHLWi 3MiHK) - Ha
OCHOBI NPOBEAEHNX AOCIAKEHD
CTabiNbHOCTI ABOX NMPOMUCAOBUX
cepit A®| HadpTn3mH, NOpoLLIOK
(cybcTaHuUisl) NPOMOHYETLCA 3aMiHa
«TepMiH NpnAaTHOCTI» — 2 POKU Ha
«Mepiog peTecTyBaHHA» — 36
Micsuis

91.

HADTUSNH®

NMopOLLIOK
(cybeTaHuin) B
naketax nogBinHMX
nonieTNeHoBux
ans
thapmaueBTUYHOTO
3aCTOCyBaHHS

AT
"Ppapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AkocTi. A®l. Cuctema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6.
3MmiHa y 6e3nocepeHili ynakoBui
A®| (iHWi 3MiHW) foAaBaHHSA B
crneundikaLito Ha nepBrHHe
nakyBaHHS NoKa3HMKa
«laeHTudikauis» (Metopg, 14
cnekTpockonii). Matepian nakeTis
NoABIHNX NONIETUNEHOBKX, B 5K
ynakoByeTbcs A®| HadhazoniHy
HITparT, 3a1WaETbCsA HE3MIHHUM.
3MiHn | TURY - 3MiHK 3 aKkocTi. AdDI.
Cucrema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6.
3MiHM napameTpiB cneuudikaLii
Ta/abo [onycTUMUX MEX,
3a3HauveHux y cneundikalisx, ons
6e3nocepeaHboi ynakosky A®I (iHwwi
3MiHW) YHidhikauis JoKyMeHTauii gns
KOHTPO/I0 NePBUHHOTO NaKyBaHHS
Ha AT «®apmak», BUKNag, posainy
OHOBJIEHO Ta CTaHAAPTU30BaHO Y

UA/14938/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAHOCTI [0 BHYTPILLHIX
nigxogjs. JoAaHO MOX/IMBICTb
BUKOPVCTaHHA aNbTepHaTUBHNX
nocTavyanbHVKIB NEPBUHHOT
yMakoBKM NPV YMOBI BigNOBigHOCTI
nokKasHMkam siKoCTi cneuudikauii Ta
hapmakoneinHum B1Moram Ao
mMarepianis NEPBUHHOIO NakyBaHHS.
MaTtepian nakeTiB 3a/MLWLIAETHCA
He3MiHHUM. B cneuudikadiio Ha
nepBUHHE NakyBaHHS BHECEHO
pefakuiiiHi 3MiHM (BUyYEHO M.
«Martepian» Ta BHECEHHS 3MiH [0 M.
«30BHILWWHI BUrNSA», «TOBLUMHA
nNiBKN», «PO3Mip MillKa»). 3MiHu |
TMny - 3MiHK 3 aKocTi. AdI.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHs
A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY AOCbE cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
thapmakonel, L0 BKIYae nepios
NOBTOPHOro BUNPo6YyBaHHS) (iHLWi
3MiHM) 3aMiHa «TepMiH
npuaaTHOCTI» — 2 pokn Ha «[Mepiog
peTecTyBaHHsI» — 36 MicsLiB

92.

HA®TUSNH®

Kpanni HasasbHi
0,05 %; no 10 mny
chnakoHi; no 1
dhnakoHy B navui 3
KapTOHY

AT
"Papmak”

YkpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
Marepianis: 3MiHu | Tuny - 3mMiHu 3
aKkocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBasibHWi 3aci6.
3miHa y 6e3nocepeHili ynakoBLi
A®D| (iHWi 3MiHW) - BHEeCeHHs 3MiH 0
p. 3.2.S.6. Cucrema
KOHTelHep/3aKynoptoBasibHWiA 3acib,
a came JofaBaHHA B cneuudikadio
Ha nepBrHHe nakyBaHHs Ad|
nokasHuka «laeHtudikauis» (Metopg,
1Y cnekTpockonii). MaTepian naketis
NoABIHNX NONIETUNEHOBKX, B 5K
ynakoByeTbcs A®| HadhazoniHy
HITparT, 3aUWaETbCs HE3MIHHUM.
3MiHn | TURY - 3MiHK 3 aKkocTi. AdDI.
Cucrema
KOHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHM napameTpiB cneuudikawii
Ta/abo [onycTUMUX MEX,
3a3HauveHux y cneundikalisx, ons
6e3nocepeHboi ynakoskn A®I (iHwwi
3MiHK).

6e3 peyenma

UA/3332/01/01
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n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

3acoby

ynakoska)

BHeceHHs 3MiH fo p. 3.2.S.6.
Cucrema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6,
a came yHidikauisa gokymeHTauii gns
KOHTPO/IO NEPBUHHOTO MaKyBaHHS
A®| HathasoniHy HiTpat Ha AT
«®bapmak»: BUKNag, posainy
OHOBJIEHO Ta CTaHAAPTU30BaHO y
BiANOBIAHOCTI 4,0 BHYTPILLIHIX
nigxoais. flogaHo MOXMBICTb
BUKOPVCTaHHA a/lbTePHATUBHNX
noctavyasnibHUKIB NEPBUHHOT
yMakoBKW NPV YMOBI BignoBigHOCTI
nokasHukam sIKocTi cneyudikauii Ta
thapmakoneiHim BrMoram o
marepianis NEPBUHHOIO NakyBaHHS.
MaTepian noagiliHMx
nonieTUIEHOBUX NakeTiB
3a/IMLLAETLCA HE3MIHHUM. B
cneuudikaLiio Ha NepBrHHe
nakyBaHHS BHECEHO pefaKLiiiHi
3MiHV (BUSTyYeHHs M. «Matepian» Ta
BHECEHHS 3MiH [0 M. «30BHILLHii
BUINAL», «TOBLLMHA MIBKU»,
«Po3mip Miwwka»). 3miHu | Tuny -
3MiHK 3 sKocTi. A®l. CTabinbHICTb.
3MiHa nepiogy NOBTOPHMX
BMNpobyBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHa Ad| (3a
BifICYTHOCTi Y 3aTBEpAXEHOMY [0ChbE
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakonei, wo
BK/TIOHAE Nnepiog, MOBTOPHOrO
BMNPOGYBaHHS) (iHWi 3MiHK). Ha
OCHOBI NPOBEAEHNX AOCIAKEHD
CTabiNbHOCTI ABOX NMPOMUCAOBUX
cepit A®| HadpTn3nH, NOpoLLIOK
(cybcTaHuUisl) NPoMoHYETLCA 3aMiHa
«TepMiH NpnAaTHOCTI» — 2 POKU Ha
«[Mepiog peTecTyBaHHA» — 36
MicsiLiB.

UA/3332/01/02

93.

HADTUSNH®

Kpanni HasasnbHi 0,1
%; no 10 MmNy
dhnakoHi; no 1
hnakoHy B nayui 3
KapTOHY

AT
"Ppapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiliHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6.

3MmiHa y 6e3nocepeHili ynakoBuj
A®| (iHWi 3MiHM) - BHECEHHS 3MiH A0
p. 3.2.S.6. Cucrtema
KOHTeWHep/3aKynoptoBasibHWiA 3acib,

a came oAaBaHHA B cneumdikadiio

6e3 peyenma
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
Ha nepBrHHe nakyBaHHa AdI

nokasHuka «laeHtudikauis» (Metopg,
1Y cnekTpockonii). MaTepian nakeTis
noAgiliH1X NonieTUIeHoBMX, B SiKi
ynakoByeTbcs A®| HadhazoniHy
HITparT, 3aN1WaETbCsA HE3MIHHUM.
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
Cucrema
KOHTelHep/3aKynoptoBasibHuii 3aci6.
3MiHM napameTpiB cnewudikawii
Ta/abo [onycTMMMNX MEX,
3a3HauveHux y cneundikayisx, ons
6e3nocepeHbOl ynakoskn A®I (iHLwi
3MiHW).
BHeceHHs 3MiH go p. 3.2.S.6.
Cucrema
KOHTelHep/3aKynoptoBasibHWiA 3acib,
a came yHidpikauis fokyMeHTauii gns
KOHTPO/I0 NEPBUHHOIO NakyBaHHS
A®| HadhasoniHy HiTpaT Ha AT
«®apMak»: BUKNag po3ainy
OHOBJ/IEHO Ta CTaHAAPTU30BaHO Y
BiANOBIAHOCTi O BHYTPILLHIX
nigxogis. 4oAaHO MOX/IUBICTb
BUKOPWCTaHHSA aNlbTepHaTUBHNX
nocTavyanbHVKIB NEPBUHHOT
ynakoBKUW NMpu yMOBI BiAMNOBIAHOCTI
nokasHukam sIKocTi cneyudikauii Ta
hapmakoneiHum B1Moram Ao
mMartepianis NepBUHHOrO NakyBaHHS.
Martepian noapiiHMx
nonieTUIEHOBNX NakeTiB
3a/IMLWAETLCA HE3MIHHUM. B
cneumdikaLlitio Ha NepBrHHe
nakyBaHHS1 BHECEHO pefaKLiiiHi
3MiHW (BUYYEHHS N. «Matepian» Ta
BHECEHHS 3MiH 0 N. «30BHILLHiIl
BUMNSAA», «TOBLUMHA MAIBKW»,
«Po3mip Milka»). 3miHu | Tuny -
3MiHn 3 aKocTi. A®l. CTabinbHICTb.
3MiHa nepiofly NOBTOPHMX
BMNpo6yBaHb/nepiony 36epiraHHs
a60 ymoB 36epiraHHs AdI (3a
BifJICYTHOCTI Y 3aTBEPAXEHOMY [0CbE
cepTudikara BiZNOBIAHOCTI
€Bponeiicbkili hapmakonel, Lo
BK/TIOHAE Nepiog, MOBTOPHOrO
BMNPOGYBaHHS) (iHWi 3MiHK). Ha
OCHOBI NPOBEAEHNX AOCAIAKEHD

CTabiNIbHOCTI ABOX MPOMUCOBUX
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
cepit A®| HadpTn3mH, NOpOLLIOK
(cybCTaHuUisl) NpoMoHYETLCA 3aMiHa
«TepMiH NpnAaTHOCTI» — 2 POKU Ha
«[Mepiog peTecTyBaHHA» — 36
MicsiLiB.
94. | HEKCBIAAN NOPOLLOK A5 CaHodpi 6.B. | HigepnaH Bupo6HULTBO IpnaHgis BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/20679/01/01
M NPUroTyBaHHA an KIHL,EBOro NPOAYyKTY marepianis: 3MiHu | Tuny - 3mMiHu 3
KOHLeHTpaTy Ans (fill/finish), nepBnHHa akocTi. A®Il. KoHTponb A®I. 3miHa y
pOo34nHy AN Ta BTOPUHHA napameTpax cneuudikauii Ta/abo
iHdpysii, no 100 wmr, ynaKoBKa, OONYCTUMUX MEX, BUSHAUEHUX Y
Nel: no 100 mr MapKyBaHHs, cneuudikauisx Ha Adl, abo
NopoLUKy ANsi KOHTPO/b Ta BUNYCK BUXIAHNIA/NPOMIXHWIA
NPUroTyBaHHA cepii: [xeHsaiim npoayKT/peareHT, wo
KOHLUeHTpaTty Ans Ipnang Nimiteq, BUKOPVCTOBYHOTBCS Y NPOLEC
pPO34mMHy ansa BUPOGHMLTBA AD| (3BYXKEHHS
iHODY3ii y dhnakoHi; LONYCTUMUX MEX, BUSHAYEHUX Y
no 1 conakoHy B cneumdikauii) 3By>XeHHs
KapTOHHI KopooLyi O0NYCTUMUX MEX, BUSHAUEHUX Y
cneumdikayii, a came 3By)XEHHSI
OONyCTUMUX MEX crneuumdikauii TpeT-
6yTaHoy B NPOMDKHOMY NPOAYKTI
Inikan (E13) BignosigHo fo
HacTaHoBM ICH Q3C 3 He 6inblue
0,5% [0 He 6inbLue 0,35%. 3MiHu |
TMny - 3MiHK 3 aKocTi. AdI.
Brpo6HMLTBO. 3MiHa po3mipy cepii
(BKNtovatoum gianasonun) APl abo
NPOMDKHOrO NPOAYKTY, SKNIA
3aCTOCOBYETLCSA Y NPOLECI
BMpobHULUTBa APl (po3mip cepil
aKTVMBHOI PeYOBUHN
6ionoriyHoro/iMmyHonoriYHoro
NOXOAKEHHS
36iNbLUMBCS/3MEHLWMBCA 6e3 3MiHN
napameTpiB npouecy (Hanpuknag,
Oy6noBaHHSA MiHiT)) 36iNbLIEeHHS
AianasoHy po3Mipy cepii MPOMiXHOro
npoaykty nikaH (E13), wo
BMKOPUCTOBYETLCA Y CUHTE3I API
aBasibrokosnaasn anbta (Etan 4
CuHTes E13) 3 2,3-4,2 kr abo
anbTepHaTnBHO 5,8-7,2 kr go 5,8-7,2
Kr abo anbTepHaTvBHO 10,8-13,2 kr
95. | HINOTUHIB- Kancysnu Teepgi no Mictpan AHrniA BVMPOGHMLTBO ManbTta/ BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/20560/01/02
BICTA 150 wmr; no 7 kancyn Kenitan roToBOI NiKapcbKoi Ipeuis MaTepianis: 3miHu | TUny - 3MiHK 3
y 6nictepi; no 4 MeHepkmeH chopmMu, nepBMHHA AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
6nictepu B T NimiTeq, Ta BTOPVHHA 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy

KapTOHHI Kopo6Lli

ynakoBka, KOHTPO/1b
cepii, BUNycK cepil:

cepii (BKIOYaOUM AianasoH po3mipy
cepii) rotoBoro NikapcbKoro 3acoby
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
®APOC MT fimiTep, (36inbLeHHs Ao 10 pasiB NopiBHAHO
ManbTa; BUnyck i3 3aTBEPAKEHVM PO3MIPOM) 3MiHA
cepii: ®apoc po3Mipy cepil nikapcbKoro 3acoby
dapmauesTikan Ans fosysaHHA 150 mr ta 200 mr.
OpieHTg, Cepsicec [Oitoua pepakuis: Industrial batch
Nta., peuis sizes: - From 45,000 to 168,000
hard capsules for 50 mg strength -
From 38,000 to 56,000 hard
capsules for 150 mg strength - From
42,000 hard capsules for 200 mg
strength. MponoHoBaHa pefaku;is:
Industrial batch sizes: From 45,000
to 168,000 hard capsules for 50 mg
strength - From 38,000 to 218,000
hard capsules for 150 mg strength -
From 42,000 to 163,500 hard
capsules for 200 mg strength
96. | HINOTUHIB- Kancynu Teepgi no Mictpan AHrnis BUPOGHMLTBO Manbta/ BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/20560/01/03
BICTA 200 wmr; no 7 kancyn Kenitan roTOBOI NiKapCbKoi Ipeuis marepianis: 3MiHu | Tuny - 3mMiHu 3
y 6nictepi; no 4 MeHempkmeH chopmMu, NepBUHHA AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
6nictepu B T NimiTen, Ta BTOPUHHA 3MiHV Y BUPOOHMUTBI. 3MiHa po3mipy
KapTOHHI Kopo6Lyi AHrnis ynakoBka, KOHTPOs1b cepii (BKIOYaOuM dianasoH posmipy
cepil, BUMNycK cepil: cepii) roToBoro nikapcbKoro 3acoby
PAPOC MT fimitep, (36inbLUEeHHS A0 10 pasiB NopiBHAHO
ManbTa; Bunyck i3 3aTBEPAKEHUM PO3MIPOM) 3MiHA
cepii: ®apoc po3mipy cepii nikapcbkoro 3acoby
dapmaueBTikas Ana no3ysaHHA 150 mr ta 200 mr.
OpieHTg Cepsicec [Litova pepgakuis: Industrial batch
NTa., Mpeuis sizes: - From 45,000 to 168,000
hard capsules for 50 mg strength -
From 38,000 to 56,000 hard
capsules for 150 mg strength - From
42,000 hard capsules for 200 mg
strength. MponoHoBaHa pepaxuis:
Industrial batch sizes: From 45,000
to 168,000 hard capsules for 50 mg
strength - From 38,000 to 218,000
hard capsules for 150 mg strength -
From 42,000 to 163,500 hard
capsules for 200 mg strength
97. | HOPMOAuMI TabneTtkn no 5 mr; BAT YropwmHa BAT "TeneoH YropwmHa BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/2777/01/01
H no 10 Tabnetok y "l'epeoH PixTep" MaTepianis: 3miHu | TUny - 3MiHK 3
6nicTepi; no 3 PixTep" sikocTi. CepTudpikat

6nictepu B
KapTOHHI ynakoBLi

BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONeiiChKilt
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO
cepTudpikarta BignosigHoOCTi abo
BW/IYYEHHS cepTudikara




93

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BiZANOBIAHOCTI €Bponelickkilt
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/EHWIA
cepTudikar Bif y)xe 3aTBepL)KEHOro
BMPOOHMKa. [MogaHHA OHOBIEHOrO
cepTuduikaty BignoBiAHOCTI ANA
Aito4oi peyoBrHU, AMIOANNIH BiA
yXe 3aTBePAKEHOro BUPOBGHUKaA
Richter Themis Medicare () Pvt. Ltd.
R1-CEP 2010-318 Rev 01
(3atBepmxeHo R1-CEP 2010-318
Rev 00). 3miHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y
MeTodax BunpobyBaHHs A®| abo
BMXIZAHOro MaTepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HUUTBA AP| (HE3HAUHI 3MIHW Y
3aTBEPMKEHNX MeToAax
BMNPOGYBaHHSA) HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeToAax
BuNpobyBaHHA AP 3a nokasHukamu:
«CynpoBigHi AomilLkn», «BTpaTn
Npw CyLWiHHI», Ta «3a/IMLLKOBI
PO3UYMHHUKM» , BUPOGHMLTBA BAT
«lepeoH PixTep». 3 HacTynHo0
3MIHOI BHYTPILUHLOIO KOAYBaHHS
meToay B Cneuudpikauii, a Takox
OHOBJIEHHSIM HOMepy Creundikauii.

98.

HOPMO W
H

Tabnetku no 10 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BAT
"TefeoH
PixTep"

YropumHa

BAT "TefeoH
PixTep"

YropumHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
akocTi. CepTudpikar
BignosigHoOCTI/TE-cepTudcpikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO
cepTuchikaTta BigNoOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEiiChKilt
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI ADI; Ana AONOMIXKHOT

3a peyenmowm

UA/2777/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

peyoBuHM (cepTudikart
BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/EHWIA
cepTudikar Bif y)xe 3aTBepL)KEHOro
BMPOOGHMKa. [MogaHHA OHOBIEHOrO
cepTuduikaty BignoBiAHOCTI ANA
Aio4oi peyoBrHU, AMIOANNIH BiA
yXe 3aTBepPAKEHOro BUPOBGHUKaA
Richter Themis Medicare () Pvt. Ltd.
R1-CEP 2010-318 Rev 01
(3atBepmxeHo R1-CEP 2010-318
Rev 00). 3miHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs A®| abo
BMXIZHOro MaTepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HUUTBA AP| (HE3HAUHI 3MIHW Y
3aTBEPMKEHNX MeToAax
BMMNPOGYBaHHS) HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeToAax
BuNpobyBaHHA A®| 3a nokasHukamu:
«CynpoBigHi AoMmilLkn», «BTpaTtn
Npw CyLWiHHI», Ta «3a/IMLLKOBI
PO3UYMHHUKM» , BUPOBHMLTBA BAT
«legeoH PixTep». 3 HacTynHo0
3MIHOI BHYTPILUHLOIO KOA4YBaHHS
meToay B Cneumdpikauii, a Takox
OHOBJIEHHSIM HOMepy Creundikauii.

99.

OKTAHAT

NMopoLLOK AN
PO3UUHY ANS iH'EKLiN
no 50 MO/mn;
KapToHHa Kopobka
Nel: mictuTb 1
dp1akoH 3 NOPOLLKOM
ONS PO34MHY Ans
iIH'EKUIN.

KapToHHa Kopobka
Ne2: micTuTb 1
h1akoH 3
PO34MHHKKOM (BOAA
ONs iH'eKuiii no 5 mn
(250 MO/dhnakoH)
a6o 10 mn (500
MO/chnakoH)) Ta
KOMMNEKT ans
PO3YMHEHHs Ta
BHYTPIiLUHLOBEHHOTO
BBefeHHs (1 wnpuy,
ofHopasoBwuiA, 1

OkTathapma
dapmaueBT
vKa
MpoaykTioHC
rec m.6.X.

ABCTpist

BMPOBGHULTBO 3a
NOBHUM LMK/IOM 3a
BUK/IOYEHHAM

BTOPUHHOI YNaKoBKN:

OkTadapma Ab,
LLBeuist;
BMPOBGHULTBO 3a
MOBHWM LMK/IOM,
BK/THOHAI0UM
Bi3yasibHy
iHCneKu,to:
OkTadapma
dPapmaueBTmKa
MpoaykTioHcrec
M.6.X., ABCTpis;
BMPOBGHULTBO 3a
NOBHUM LMK/IOM 3a
BUK/IOYEHHAM

BTOPUHHOI YNaKoBKN:

OkTadhapma,
dpaHuisn; BTOpUHHE

Lseuis/

ABcTpisi/

®paHuis/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AKOCTi. 3MiHV 40 peecTpaviiiHoro
NOCBIAYEHHSA BHACNIAOK iHLLNX
perynsiTopHux npoveayp.
MM®/BA3® (macTep-chaiin Ha
nnasmy/3arasibHuii paiin Ha
BaKUMHHWIA aHTUreH). BktoyeHHs
HOBOr0, OHOB/IEHOTO 260 3MiHEHOTO
macTep-chaiina Ha nnasmy y
peecTpauiiHe f0CbE Ha Nikapcbkuii
3aci6 (npoueaypa 2-ro etany ans
MM®) (BKIHOYEHHSA
OHOB/1EHOr0/3MIHEHOTO MacTep-
thaiina Ha nnasmy, SKLLO 3MiHU He
BMN/IMBAIOTb Ha B/1ACTUBOCTi FOTOBOrO
niKkapcbKoro 3acoby) - BknoyeHHs
OHOBJ/IEHOTO MacTep-haiina Ha
nnasmy y peectpaviiiHe [OCbe Ha
nikapcbkuii 3aci6: PMF Certificate
no:

3a peyenmom

UA/15468/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
[LBOCTOPOHHSA rosika, nakyBaHHs, EMEA/H/PMF/000008/05/11/027/G.

1 ronka 3 goinbTpomMm,
1 ronka gns iH'ekuiin,
2 npocoyeHi
CMMPTOM TaMMOHN) y
naketi abo 6nicTepi.
Kopo6ka Ne 1 ta
Kopobka Ne 2
06’eHYIOTLCA MK
C06010 N1aCTUKOBOD
N/iBKOIO

Bi3yasibHa iHCneKUis:
Oxtathapma [leccay
'M6X, HimeuunHa;
BVMPOGHMLTBO
Kpionpeduinitara:
OkTaghapma
MpoaykuioHcrecenn
wadT JoiunaHg
M.6.X., HimeuyunHa

3MiHu | TURY - 3MiHK 3 SKOCTi. 3MiHK
[0 peecTpauiiHoro noceiaYeHHs
BHAC/MIAOK iHLUNX PerynsiTopHux
npoueayp. NMM®/BA3® (macTep-
thaiin Ha nnasmy/3arasibHuii haiin
Ha BaKUMHHWUIA aHTUreH). BkoueHHs
HOBOr0, OHOB/IEHOTO 260 3MiHEHOTO
macTep-haiina Ha nnasmy y
peecTpaLiiHe fOCbe Ha Nikapcbkuii
3aci6 (npouepypa 2-ro etany Ans
MM®) (BKIHOYEHHSA
OHOB/1EHOr0/3MIHEHOTO MacTep-
thaiina Ha nnasmy, SKLLO 3MiHU He
BMN/IMBAIOTb Ha B/IACTUBOCTi FOTOBOrO
niKkapcbKoro 3acoby) - BknoyeHHs
OHOBJ/IEHOTO MacTep-daiina Ha
nnasmy y peectpauiiiHe [OCbe Ha
nikapcbkuii 3aci6: PMF Certificate
no:
EMEA/H/PMF/000008/05/AU/028/G.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHuii 3aci6.
3MiHa napameTpiB cnewmdikadiii
Ta/abo fonycTMMUX MeX NepPBUHHOT
yNakoBKM1 rOTOBOTO /liKapCbKoro
3aco06y (3BY)XXEHHS AONYCTUMUX MEX,
BM3HAYEHNX Y cneundikauii) -
BHeceHHs 3MiH f0 cneuudikauii Ha
npoo6Ku, a came - 3BYyXXEeHHS
[OMyCTUMMX MeX Ta 3MiHa OANHULIb
3BiTHOCTI 4191 TecTy Ha
eHAO0TOKCUHK. [litoua pefakuis:
rpaHVYHKi BMICT €HAOTOKCWHIB AN1s
npo6Kn cTaHoBUTL < 0,125 EU/cMm?,
MponoHoBaHa pefakLis: rpaHnyHKi
BMICT €HAO0TOKCVHIB A1 NPO6KM
cTaHoBuTbL < 1 EU/WT.
BHeceHHs pefakuiiiHux NnpaBok.
3MiHu | TMRNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa napameTpiB cneuudikauii
Ta/abo [onycTUMUX MeX NEPBUHHOT
yMakoBKN rOTOBOrO NiKapCbKoro
3aco6y (4ONOBHEHHS crneumndikawi
HOBWM MOKa3HWKOM 3 BiNOBIAHUM
MEeTO0M BUNPOBYBaHHS) -
[onoBHeHHs cneumdikauii Ha
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

NPOGKN HOBUMM MOKa3HWKaMK 3
BigNoBigHMMMN MeTo4aMN
BMNPO6OYBaHHS, a came A0AaBaHHSA
BUNpo6yBaHHA "hparmeHTavis” 3
KpUTEpieEM NPUAHATHOCTI «< 5
fragments (48 pierces-12 stoppers)»
Ta "NPOHUKHICTBL" 3 KpUTEPIEM
npuiiHaTHocTi «< 10 N for each
closure». 3MiHu | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasibHuii 3aci6.
3MiHa napameTpiB cnewmdikadiii
Ta/abo fonycTMMUX MeX NepPBUHHOT
yNakoBKM rOTOBOTO /liKapCbKOro
3aco6y (BW/IyYEHHS1 HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapisnioro
nokasHuka)). 3mMiHu o crneyndikaii
Ha Npo6KuK, a came BUTyYEHHS
BMNPOOYBaHHS Ha BaXKKi METa/IU.

100.

OKTAHAT

NMopoLLOK AN
PO3UnHY ANS iH'EKLiN
no 100 MO/mn;
KapToHHa Kopobka
Nel: mictuTb 1
dp1akoH 3 NOPOLLKOM
ONS PO34MHY Ans
iH'ekuiii. KapToHHa
Kopobka Ne2:
MicTUTb 1 chnakoH 3
PO34YMHHMKOM (BOAA
ons iH'ekyii no 10
M (1000
MO/cnakoH)) Ta
KOMNAeKT ans
PO3YMHEHHA Ta
BHYTPILUHbOBEHHOIO
BBeAeHHs (1 wnpuy
oaHopasosuid, 1
[BOCTOPOHHS T0/1Ka,
1 ronka 3 goinbTpomMm,
1 ronka gns iH'ekuiin,
2 npocoyeHi
CMMPTOM TaMMOHN) y
naketi abo 6nicTepi.
Kopo6ka Ne 1 ta
Kopo6ka Ne 2
06’eAHYIOTLCA MK
C06010 N1ACTUKOBO
N/1iBKOO

OkTathapma
dapmaveBT
vKa
MpoaykTioHC
rec m.6.X.

ABCTpist

BMPOBGHULTBO 3a
NOBHUM LMK/IOM 3a
BUK/TIOYEHHAM
BTOPUHHOI YNaKoBKN:
OkTadapma Ab,
LLBeuist;
BMPOBGHULTBO 3a
MOBHWM LMK/IOM,
BK/TOYAIOU Y
Bi3yasibHy
iHCneKu,to:
OkTadapma
dPapmaueBTmKa
MpoaykTioHcrec
M.6.X., ABCTpis;
BMPOBGHULTBO 3a
NOBHUM LMK/IOM 3a
BUK/TIOYEHHAM

BTOPWUHHOI YNaKoBKN:

OkTadhapma,
®dpaHuis; BTOPUHHE
nakyBaHHs1,
Bi3yasibHa iHCneKUis:
OxTacapma [Jeccay
M6X, HimeuyuunHa,;
BVMPOGHMLTBO
KpionpeuinitaTa:
OkTathapma
MpoaykuioHcrecenn
wadt JounaHg

Lseuis/

ABcTpisi/

®paHuis/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AKOCTi. 3MiHV 40 peecTpaviiiHoro
NOCBIAYEHHSA BHACNIAOK iHLLNX
perynsiTopHux npoveayp.
MM®/BA3® (macTep-chaiin Ha
nnasmy/3arasibHuii paiin Ha
BaKUMHHWIA aHTUreH). BktoyeHHs
HOBOr0, OHOB/IEHOTO 260 3MiHEHOTO
macTep-chaiina Ha nnasmy y
peecTpauiiHe f0CbE Ha Nikapcbkuii
3aci6 (npoueaypa 2-ro etany ans
MM®) (BKIHOYEHHSA
OHOB/1EHOr0/3MIHEHOTO MacTep-
thaiina Ha nnasmy, SKLLO 3MiHU He
BMN/IMBAIOTb Ha B/1ACTUBOCTi FOTOBOrO
niKkapcbKoro 3acoby) - BknoyeHHs
OHOBJ/IEHOTO MacTep-aiina Ha
nnasmy y peectpaviiiHe [OCbe Ha
nikapcbkuii 3aci6: PMF Certificate
no:
EMEA/H/PMF/000008/05/11/027/G.
3MiHn | TURY - 3MiHK 3 SKOCTi. 3MiHK
[0 peecTpauiiHoro nocBigYeHHs
BHACNIAOK IHLINX PErynsaTopHuX
npoueayp. NMM®/BA3® (macTep-
thaiin Ha nnasmy/3arasibHuiA aiin
Ha BaKUMHHWUIA aHTUreH). BioyueHHs
HOBOr0, OHOBJ/IEHOTO 260 3MiHEHOTO
MacTep-chaina Ha nnasmy y

3a peyenmom

UA/15468/01/02




97

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

M.6.X., HimeuyumnHa

peecTpauiiHe fOCbe Ha Nikapcbkuii
3aci6 (npouepypa 2-ro etany Ans
MM®) (BKIOYEHHSA
OHOB/1EHOr0/3MIHEHOTO MacTep-
thaiina Ha nnasmy, SKLLO 3MiHU He
BMN/IMBAIOTb Ha B/IACTUBOCTi FOTOBOrO
niKkapcbKoro 3acoby) - BknoyeHHs
OHOBJ/IEHOTO MacTep-aiina Ha
nnasmy y peectpaviiiHe [OCbe Ha
nikapcbkuii 3aci6: PMF Certificate
no:
EMEA/H/PMF/000008/05/AU/028/G.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cnewmdikadiii
Ta/abo fonycTMMUX MeX NepPBUHHOT
yNakoBKM rOTOBOTO /liKapCbKOro
3aco6y (3BY)XXEHHS AONYCTUMUX MEX,
BM3HAYEHNX Y cneundikauii) -
BHeceHHs 3MiH f0 cneuudikauii Ha
Npoo6Ku, a came - 3BYyXXEHHS
[OMyCTUMMX MeX Ta 3MiHa OANHULIb
3BiTHOCTI 4191 TecTy Ha
eHAO0TOKCUHK. [litoua pefakuis:
rpaHVYHKi BMICT €HAOTOKCWHIB AN1s
npo6Kn cTaHoBUTL < 0,125 EU/cMm?.,
MponoHoBaHa pefakLis: rpaHnyHKi
BMICT €HAO0TOKCVHIB A1 NPO6KM
cTaHoBuTbL < 1 EU/WT.
BHeceHHs pefakuiiiHux NnpaBok.
3MiHu | TMRNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa napameTpiB cneuudikauii
Ta/abo [onycTUMUX MeX NEPBUHHOT
yMakoBKN rOTOBOrO NiKapCbKoro
3aco6y (4ONOBHEHHS crneumndikawi
HOBWM MOKa3HMKOM 3 BiANOBIAHUM
MEeTO0M BUNPOBYBaHHS) -
[JonoBHeHHs cneumdikayii Ha
NPO6KN HOBUMM MOKa3HMKamu 3
BiANOBIAHUMN MeToAaMU
BMNPOOYBaHHS, a came foAaBaHHA
BUNPO6YBaHHS "thparmeHTauia” 3
KpUTEPIEM NPUAHATHOCTI «< 5
fragments (48 pierces-12 stoppers)»
Ta "NPOHUKHICTL" 3 KPUTEPIEM
npuiiHsTHocTi «< 10 N for each
closure». 3MiHu | TUNY - 3MiHK 3
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cnewmdikadiii
Ta/abo fonycTMMUX MeX NepPBUHHOT
yNakoBK1 rOTOBOTO NliKapCbKOro
3aco6y (BW/IyYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapisioro
nokasHuka)). 3mMiHu 4o crneyndikaii
Ha Npo6KuK, a came BUTyYEHHS
BMNPOOYBaHHS Ha BaXKKi META/IU.

101.

OMATAHON®

Kpanni o4Hi, 1
mr/mn; no5mny
dhnakoHi-
KpanesnbHuui; 1 abo
3 thnakoHu-
KpanenbHuLi B
KOpoO6Li 3 KAPTOHY

Hosapric
Papma Al

LLiBeiiuapi
a

BMPOBGHULTBO 3a
MOBHUM LIK/IOM:
HoBaprtic
MaHydakTypiHr HB,
Benebris;
BVMPOGHMLTBO,
nepBuHHe
nakyBaHHs1,
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTI:
3irdopig Enb
MacHoy, C.A.,
Icnanis; Bunyck
cepii: HoBapTic
PapmacboTuka,
C.A., IcnaHis

Benebrisi/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI BUPOOHUKA
(BrIrovatoun, 3a HeobXigHOCTI, Micue
NPOBeEeHHS KOHTPOJIO AKOCTI), abo
BacHUka mactep-caiina Ha Adl,
abo noctavyasibHMKa A®I/BuxigHoro
MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPOGHMLTBI A®I (SKLLLO 3a3HaYeHO
y [OCbE Ha Nnikapcbkuii 3aci6) 3a
BiCYTHOCTI cepTudiikata
BiANOBIAHOCTI EBpONeiChKil
thapmakonei y 3aTBepxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[L,0MOMIXHOT peYyOBUHU (SIKLLO
3a3HayeHo y 10CbE). 3MiHa Ha3BK
nocTavyanbHviKa BUXIigHOTO
matepiany «PHT», skuii
BMKOPWCTOBYETLCSA Y BUPOGHNYOMY
npoLeci ononatagvHy rigpoxnopuay
i3 The Nippon Synthetic Chemical
Industry Co, Ltd., Japan Ha Miyako
Kagaku Co., Ltd., Japan. Takox
3MiHWIacs agpeca rofoBHOro odicy
Ljiei KoMmnaHii. Hemae 3MmiH y micuji
BMPOGHMLTBA «PHT». 3MiHu | Tny -
3MiHu 3 aKocTi. API. (iHLWi 3MiHK).
BHeceHHs pefakLiliHixX 3MiH A0
po3ginis ASMF Bupo6Huka AdI
Kyowa Pharma Chemical Co. Ltd.:
3.2.S.2.1 ASMF (SN0002); 3.2.5.4.4
ASMF (SN0001); 3.2.5.4.5 ASMF
(SN0002); 3.2.S.7.3 ASMF
(SNO0002). TakoX BHECEHO HE3HAYHI
3MiHM y chopmaTyBaHHS CTPYKTYpH
eCTD po3ainy akTMBHOI pe4oBUHM

3a peyenmom

UA/4986/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

peecTpavuiiiHoro Aocke. 3MiHu | Tuny
- 3miHu 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y meTogax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoLeci
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX MeToAax
BMNPOGYBaHHSA). He3HauHi 3MiHV B
MeToAMLi BUNPO6yBaHHS
BU3HAYEHHSA 3a/INLLIKOBUX
pO3unHHKKIB (MeToa X) Ana gitoyoi
peuyosmHM OnonataguHy
rigpoxnopuay ons 36iNblUeHHs vyacy
BMUMIpOBaHHs 3 5 xB A0 20 xB yepe3
nepeLukoay 6a30Boro Lymy B
po3gini 3.2.5.4.2. ASMF (SN0003).
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKaA
BUXiQHOrO/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPUCTOBYIOTHCS Y BUPOOHNUOMY
npoueci A®l, abo 3miHa BUPOGHMKa
(Brntovatoun, ae HeobxigHoO, Micue
NpoBeLEeHHS KOHTPO/IIO sikocTi) AdI
(3a BigcyTHOCTI cepTucpikata
BiZANOBIAHOCTI €Bponelickkilt
hapmakonei y 3aTBepAXeHOMY
[0Cbe)(3MiHM 0 3ax0p;iB,
noB's3aHnx 3 koHTponem A®l, abo
[O0JaBaHHsA ginbHuULi, e
npoBOANTLCA
KOHTPO/b/BUNPOBYBaHHSA cepii).
opaBaHHs Alcon-Couvreur NV,
Belgium (Rijksweg 14, 2870 Puurs
Belgium) sk 404aTKOBOrO BUPOGHUKA
BiANOBIAA/ILHOTO 3a KOHTPO/Ib AKOCTI
A®|. 3miHK | TUNY - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa
BMPOBHUKA BUXiAHOro/NnpoMiKHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKOYatoum, e HeobXxigHO, MicLe
NpPOBeLEHHS KOHTPO/IIO AKOCTi) API
(3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBpONEiChKilt
hapmakonei y 3aTBepiKeHoOMy
0ocbe)(3MiHM A0 3ax04iB,
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

noB's3aHnx 3 koHTponem A®l, abo
[OOJaBaHHsA ginbHUL, e
npoBOANTLCA
KOHTPO/b/BUNPOBYBaHHSA cepii).
[NopasaHHs Siegfried El Masnou
S.A., Spain (Camil Fabra 58 El
Masnou 08320 Barcelona Spain) sk
[0[aTKOBOrO BUPOGHYKa
BiANOBIAA/ILHOIO 3a KOHTPO/Ib SAKOCTI
A®I. 3MiHN | TURNY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
mMeTofax BunpobysaHHa APl a6o
BUXiAHOro Marepiany/npomiKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETHCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLUI 3MiHK Y
mMeToAax BUNPoGyBaHHSA
(BK/HOYatOUM 3aMiHy abo
[0MNoBHEHHRA) AD| abo
BUXi4HOro/MPOMiXXHOrO NPOAYyKTY).
3MiHu B po3gini 3.2.S.5, ASMF
(SNO003 Ta SN0004) y
BUKOPVCTaHHiI eTa/IoHHOro
cTaHfapTy, KW BUKOPUCTOBYETLCA
AN BUNPOBYBaHHS Npu BUNYCKY Ta
cTabinbHOCTI oflonaTaguHy
rigpoxnopuay i3 cepii S-001 Ha
cepito P-Ref2002. ®akTUUYHUX 3MiH Y
BUKOPVCTaHHi €TaNOHHNX
CTaHfapTiB He BHeCeHo, Bigbynuncs
3MiHW Nywe B AoKyMeHTauii. 3MiHu |
TMny - 3MiHK 3 aKocTi. ADI.
Bupo6bHMLTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (HEe3HaYHA 3MiHa
Y 3aKpWTiil YacTuHi macTep-chaina
Ha A®I). BunpaBneHHs
HeBIANOBIAHOCTI MiX NOTOYHOIO
3apeecTpoBaHO [OKyMEHTaLie0
Novartis Ta JOKyMeHTaui€e
BMPOGHMKa AP| 6e3 3MiH Y
hakTU4HOMY BUPOGHMYOMY MPOLEC,
a came fofaBaHHA NponyLleHoi
incpopmauii B po3gini 3.2.S5.2.2.
yactuHu ASMF «[pouecy 7:
noBTOpHa 06pobka 4-(2-
KapboKCUheHINMETNIOKCI)
theHinoyToBoi kncnotn (PHPA)» y
SNO0O001 (AP) Ta SNO002 (RP);
PO3'ACHEHHA Woao Aii, konn pH
BMXOAMTb 3a MeXi giana3oHy B RP
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

SNO0003 Ta SNO004; foaasaHHsA
cdhopmynn 4Ns po3paxyHKy KiflbKOCTi
cyxoro nepepaxyHky B RP SN0003;

AopasaHHa hopmynu ans
po3paxyHKy KiflbKoCTi fofaHoi BOAU
B RP SN0003.
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaueHuXx y cneumddikauisax
Ha A®l, abo BMXigHWA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLeCi
BMPOGHMLTBA AD| (3BY>KEHHS

[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneundikaui). 3MiHu (MOCUNEHHS)
rPaHNYHOro BMICTY BOAM (METOLOM
Kapna ®iwepa) 3 0,11% po 0,03%
ansa Tetparigpodypary. OHoBNEeHY
iHhopMaLito BK/TOUEHO A0 po3ainy
3.2.5.2.3 3akpuToi yactHm ASMF

(SN0002).

102.

OTUHYM

Kpanni ByLHi, 0,2
r/r;nol0ry
hnakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyi

Biatpic
Xenckea
rmeX

HimeuumnH
a

Air-Ci-EH MNonbda
XKewys AT

MonbLa

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AIS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoHaUn
OinbHUL BUNYCKY cepil abo micue
NPOBEAEHHS1 KOHTPOJHO SIKOCTI.
(@isnbHICTb, 3a AKy Bignosigae
BMpPOGHUK/IMNOPTEp, BKIOYaKUM
BUMYCK Cepiid) - 3MiHa agpecu
BMPOOHYVKa BHAC/IAOK OHOBJ/IEHHSA
NnoLITOBOrO iHAeKCYy, 6e3 3MiHM MicLsA
BMPOGHMLTBA. 3MiHW BHECEHO B
po3gin "Micue3HaxomKeHHs
BMPOGHUKa Ta Iioro agpeca Micus
NPOBaKEHHS AiS/IbHOCTI" B
IHCTpYKLjl0 A8 MegnyHoro
3aCTOCYyBaHHA Ta Ik HacNigokK - y
TEKCT MapKyBaHHs ynakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTsArom 12-tu micAwis nicns
3aTBEPAKEHHS.

6e3 peyenma

nionsieae

UA/1364/01/01

103.

MAHTEHON

Masb, 50 mr/r no 30 r
y Ty6i; no 1 1y6i B

KapTOHHI ynakoBLi

“Xemodhapm

AL

Pecny6nik
a Cepbis

Bnpo6HMK rotToBoro
nNiKapcbKoro 3acooy,
nepBUHHe, BTOPUHHE

Pecny6nika
Cepbis

BHECEHHS 3MiH O peecTpaviiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
sikocTi. CepTuduikat

6e3 peyenma

UA/7848/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
nakyBaHHs, BignosigHoCTI/TE-cepTucpikar
KOHTPO/Ib cepii: BiANOBIAHOCTI EBPONEChKIl
"Xemothapm" All, thapmakonei/moHorpadii. NogaHHA
Bpuau, Biaain HOBOro abo OHOB/IEHOTO
BMPOGHMYA cepTucpikaTa BigNOBIAHOCTI abo
OinbHnusa Wabau, BU/TyYEHHS cepTudikaTa
Pecny6nika Cepbis; BiNOBIAHOCTI €Bponelicbkilt
Brpo6HMK, thapmakonei: gns Adl; ans
BiANoBigabHUIA 3a BUXiAHOTO
BUMYCK Cepii: marepiany/peareHTy/npomMiKHOro
«Xemodhapm» All, NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
Pecny6nika Cepbis BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikart
BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - HoBuiA cepTudpikat
Bifl HOBOrO BMPOG6HMKa (3aMiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOIO
cepTudikara BiZNOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 2006-233-Rev 03 gns gitovoi
peyoBuHU Dexpanthenol Big HoBOro
BMpo6HMKa BASF SE.
104. | MANABEPUH | po3uunH ANns iH'ekuii, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a peyenmom UA/13332/01/01
20 mr/mnno 2 mn B akuioHepHe akuioHepHe mMaTtepianis: TexHiyHa noMunka
amnyni; no 10 TOBapuCTBO TOBapucTBo (3rigHo Hakasy MO3 Big 23.07.2015
amnyn y nadui 3 "Nlekxim- "lekxim-XapkiB" Ne 460). BunpaBneHHst TEXHIYHOT
KapToOHyY 3 Xapkis" NOMWJIKW, 3rigHO N.2.4. Nn.4 po3giny

neperopogkamu; no
2 Mn B amnyni; no
100 amnyn y
KOpo6Li 3 KapTOHY 3
neperopogkamu; no
2 mn B amnyni; no 5
amnyn y énictepi; no
2 6nictepn y nauu;j 3
KapTOHY

VI Haka3zy MO3 Ykpainu Ne 426 Big,
26.08.05 i3 3miHaMu - BUNpaB/IEHHS
TEeXHIYHOI NOMWJIKN B po34ini
«Cknag» MKA N13 wopo Ha3su
BMPOGHMKA Ait040i PEHOBVHY -
3aTBepmxeHo: Cknag: 1 amnyna (2
M) MicTUTB: [itoua pevoBuHa:
nanasepuHy rigpoxnopug — 40 mr
(BUpO6HKK — Recordati Indastria
Chimica & Fharmaceutica S.p.A.,
Italy) - JlonomikHi pe4oBUHM:
OunHaTpilo egeTar, MeTioOHIH, Boga
ONS iH EKUji.
3anponoHosaHo: Cknag: 1 amnyna
(2 mn) micTuTb: [itoya peyoBuHa:
nanasepuHy rigpoxnopug — 40 mr
(BnpobHKK — Recordati Industria
Chimica e Fharmaceutica S.p.A.,
Italy) - JonOMiXHi pe4oBUHMN:
AViHaTpilo efeTaTt, METIOHIH, Boga
0N iH'ekujii. 3a3HayeHe
BUMNpaB/IEHHS Bi4NoBifae
MaTepiasiam peecTpauiiHoro gochbe,
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
AKi NpeAcTaseni B apxisi (po3ginu
3.2.5.2.1. Bupo6Huk(n); 3.2.5.4.4.
AHanisu cepiii)
105. | MEHTACA Tabnetkun PeppiHr LLsenuapi BVMPOGHMLTBO: Llseiiuapis BHECEHHS 3MiH [0 peecTpaLiiHnX 3a peyenmom UA/4990/02/01
NPOJIOHrOBaHOI fji IHTEpHeLWHN a ®eppiHr Marepianis: 3MiHu | Tuny - 3MiHu 3
no 500 wr; no 10 CeHnTep CA IHTepHelwHN CeHTep sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.

Tabnetok y 6nictepi;
no 5 a6o 10
6nictepiB y
KapTOHHI Kopo6Lyi

CA, LBeiiuapis;
BignoBiganbHWi 3a
BMNYCK cepil:
®eppiHr TM6X,
HimeuunHa

Cucrema
KOHTelHep/3aKynoptoBasibHuiA 3aci6.
3MiHa Y NepBUHHIli ynakoBLj
roTOBOrO liKapCbKOro 3acoby
(sAKicHWIA Ta KiNbKiCHWIA cknag) -
TBepai nikapcbki hOpMU - BHECEHHS
3MiH go p. 3.2.P.7 Cuctema
KOHTeWHep /3aKynoproBaibHWi
3acib, a came BBeeHHs1 HOBOI
NIOMIHIEBOT ¢hOsbIN, sika
BMKOPWCTOBYETbLCA AnA 6nictepa
roToBOro Nikapcbkoro 3acoby Bif,
aNbTepHATVBHOIO NocTavyasibHUKa,
Ta Ma€ igeHTUYHNIA cknag (pisHuus
nonsira€ B TOBLUMHI a/1lOMIHIEBOrO
wapy).
3arBepmkeHo: PATZ 38/ALU-H 20
dull CSAT - unprinted.
3anponoHoBaHo: PATZ 38/ALU-H 30
dull CSAT — unprinted. 3miHun | TRy
- 3MiHu 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO /liKapCbKOro
3aco06y (iHLWi 3MiHW) BHECEHHS 3MiH
0o p. 3.2.P.7 Cuctema KoHTeliHep
/3aKynoptoBasibHWii 3acib, y 3B'A3Ky 3
[oflaBaHHAM asitoMiHiEBOT honbrn
a/IbTEPHATUBHOIO NocTavasibHUKa
Ans 6ricTepiB roToBOro Nikapcbkoro
3acoby, crneundikais antoMiHieBoT
donbru 6yna yHicpikoaHa, Ans
060x nocTavyanbHWKIB. BBegeHo
[ianasoH TOBLLUMHY Lapy astloMiHito,
LLLO6 BKIHOUNTU Lo TOBCTIlWy
HWXHIO (posbry Bi A0AaTKOBOro
noctavasibHuKa (rpaHnyYHe 3Ha4YeHHs
cneuudikavii 41a Baru po3LLNPEHO).
B pamkax gaHoi npouegypu 6ynim
BHECEHi HeBe/IKi KOPEeKTOPCbKI
npaskKu.
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
106. | NMEHUWMKNOB | kpem, 10 mr/rno5r TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaviiiHnx bes3 peyenma UA/17778/01/01
IP-300POB'A | y Ty6i; no 1 Ty6i y BO 3 o6MexeHo marepianis: 3miHu | TMny - 3MiHKn
KOpoOLi 3 KApTOHY OBMEXEH BigNoBigasIbHICTIO oo 6esnekv/edpekTMBHOCTI Ta
(0],0) "dapmaLeBTnyYHa hapmakoHarnagy (iHwi 3MiHn).
BIANOBIOA KommMaHis "3gopos'a” 3MiHM BHECEHO B TEKCT MapKyBaHHs
NbHICTHO BTOPVHHOI YNaKOBKM /iKapCbKOro
«KOPIMOPA 3acoby y nyHktn 11, 17 Ta B TEKCT
LA MapKyBaHHA NepBUHHOT YNaKoBKN Y
«3[00POB’'A NYyHKTW 5, 6. TakoX BHECEHO
» He3HauHi NpasKy No TeKCTy. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsuiB
nicnsa 3aTBepKeHHs
107. | NEP'ETA® KOHUEeHTpaT ans TOB «Pow YkpaiHa Brpo6HMLTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/13062/01/01
PO34mnHy Ans YkpaiHa» Hepo3dacoBaHol LBeiiuapis marepianis: 3miHu | Tuny -
iHdpysiii no 420 npoAykuii, nepBrHHe AOMiHICTPaTUBHI 3MiHW. 3MiHa
mr/14 ma; no 14 mn nakyBaHHs, HaliMeHyBaHHA Ta/abo agpecu micus
y chnakoHi; no 1 BMNPO6YBaHHSA NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKA
hnakoHy y KOHTPO/O SIKOCTI: (BKNKOYAtoUM, 3a HeOBXiAHOCTI, Micue
KapTOHHI Kopo6Lyi Pow [fliarHocTuke NpPOBeLEHHS KOHTPOJIIO SKOCTI), ab6o
v6X, HimeuunHa; B/lacHUKa mMactep-aiina Ha Adl,
BTOpuHHe a60 noctavasibHuKa Ad®I/BuxigHOro
nakyBaHHs, BUMYCK marepiany/peareHTy/npomikHOro
cepii: ®.XodpmaHH- NPOAYKTY, L0 3aCTOCOBYHTLCH Y
Na Pow NiTa, BUPOGHMUTBI AP (SIKLLO 3a3HAYEHO
LLIseliyapis y OOCbE Ha fikapCbKuii 3acib) 3a
BiCYTHOCTI cepTudikata
BiANOBiAHOCTI EBpONEiiChKilt
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKa HOBOT
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayvyeHo Y J0CbE) - 3MiHA Ha3BU
BMpo6HUuKa A®| neptysymaby, 6e3
3MiHM MicLA BUPOBHMLTBA:
3arBepgxeHo: Genentech, Inc.,
1000 New Horizons Way, Vacaville,
CA 95688, USA
3anponoHoBaHo: Lonza
Manufacturing LLC, 1000 New
Horizons Way, Vacaville, CA 95688,
USA
108. | NEUE®P TabneTku, BKpUTI O-p Peppi'c IHAjia Cai NapeHTepan3 IHAjA BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom He UA/16732/01/01
nNiBKOBOKO Nab6opatopi NimiTen matepianis: 3MiHu | TUNY - 3MiHK nionsieae
060/10HKO10, Mo 100 cNtg wozo 6e3snekn/edhekTMBHOCTI Ta

mr; no 10 TabneTtok
y 6nictepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi 4n1s
MeAMYHOro 3aCTOCYBaHHSA Ha
nifcTaBi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6€3neKun NiKapcbKoro 3acoby,
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

a60 pocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHnx
Bi4NOBIAHO A0 NNaHy negiatpuyuHmnx
pocnigkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHu BHECeHO [0 IHCTpYKLii Ans
MeANYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"Oco6nMBOCTI 3aCTOCyBaHHA" Ta
"Mob6iuHi peakyii" woago 6esnekn
3aCTOCYBaHHSA [it040i pe4oBUHN
LednooKC1MM BigNoBiAHO A0
pekomeHgauin PRAC. TepMiH
BBEEHHS 3MiH - NPOTAroM 6 MicAuiB
nicns saTBepkeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepucTu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii AnA
MeJMYHOro 3aCTOCyBaHHA Ha
nifcTasi perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
ab6o pocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHnx
Bi4NOBIAHO A0 NNaHy negiatpuyuHmnx
pocnigkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUiT 4Nns MeanyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby
00 po3ainy "®apMakonorivHi
B/1ACTMBOCTI" LL0A0 6e3nekn
3aCTOCYyBaHHS MiKapcbKoro 3acoby.
TepMiH BBEEHHSA 3MiH NPOTAromM 6
MicsILLiB NiCNs 3aTBEPAYKEHHS.

109.

NELE®

TabneTku, BKpUTI
nNiBKOBOIO
060710HKO0, No 200
Mr; no 10 TabneTok
y 6nictepi, no 1
6nictepy B
KapPTOHHI Kopobui

O-p Peapi'c
Nab6opatopi
c it

IHais

Cai MapeHTepan3
NimiTen

IHais

BHECEHHS 3MiH O peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK
woao 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3aCTOCYBaHHS Ha

3a peyernmom

He
nionsieae

UA/16732/01/02
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska)

nocsio4yeHHs1

nifcTaBi peryaspHo OHOB/TIOBAHOMO
3BITYy 3 6e3neku Nikapcbkoro 3acoby,
abo gocnimxeHb 3 6esneku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
[ocnigpKeHb, NpoBeAeHnX
BIANOBIAHO A0 MiaHy negiaTpuyHnX
pocnipkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXEHUM
opraHom)
3MiHV BHeceHo A0 [HCTpyKUii ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"Oco6nMBOCTI 3aCTOCyBaHHS" Ta
"Mo6iuHi peakyi" wWono 6esneku
3aCTOCYBaHHS fjil040i peyoBUHU
LednofoKcUM BigNoBigHO A0
pekomeHgauii PRAC. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsuiB
nicnsa 3aTBepKeHHs. 3MiHu | Tny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nifcTasi peryaspHo OHOB/TIOBAHOMO
3BITYy 3 6e3neku NikapcbKoro 3acoby,
abo gocnimxeHb 3 6esneku
3acTOCyBaHHSA NMikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
[ocnigpKeHb, NpoBefeHnX
BIANOBIAHO A0 MiaHy negiaTpuyHnX
pocnipkeHb (PIP) (3MiHy y3rogxeHo
3 KOMMETEHTHVM YNOBHOBaXEHUM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKUIT ANS MeanYHOro
3aCcTOCyBaHHS MikapCbKoro 3acoby
[0 po3giny "dapMakonoriyHi
BNacTUBOCTI" Woa0 6e3nekn
3acToCcyBaHHSA NiKapcbKoro 3acooby.
TepmiH BBEAEHHSA 3MiH NPOTSAroM 6
MicALB Nic/1a 3aTBEPIAKEHHS.

110. | NNABIKC® TabneTku, BKpUTI TOB YkpaiHa CAHO®I BIHTPOI ®paHuia BHECEHHS 3MiH [0 peecTpauiiHnX
nniBKOBOIO "CaHodi- IHOACTPIA Marepianis: 3MiHu | Tuny - 3MiHu 3

060/10HKO10, N0 75 ABeHTIC sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.

mr; Ne 28 (14x2): no YkpaiHa" Onuc Ta cknag, (iHLWi 3MiHK).

14 TabneToK y YTOYHEHHs nepeknaay nikapcbKoi

3a peyenmom He UA/9247/01/01
nionsieae
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

6nictepi; no 2
6nictepn y
KapTOHHI KopooLli

dopMmM 151 rTOTOBOrO NiKapCbKOro
3acoby, 6e3 hakTMYHUX 3MiH cknagy
niKkapcbKoro 3acoby.
3aTtBepmxkeHo:Film-coated
tablets/TabneTtku, BKpUTi
060/10HKO0. 3anponoHoBaHo: Film-
coated tablets/ TabneTku, BKpUTI
NiBKOBOK 060MOHKOI0. 3MiHK
BHECEHO B IHCTPYKLitO A/1A
MEAMYHOIO 3aCTOCYBaHHS y po3gain
«Jlikapcbka hopmas» (OCHOBHi
(hi3nKO-XiMiYHi BNacT1BOCTi), K
Hacnifok — y posain «Cknag».
BignoBigHi 3MiHM BHECEHI B TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefieHHs 3MiH NpOTArom 6-
TN MiCAILiB Nicns 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3aco6y (iHLi 3MiHM). OHOBNEHHSA
BXe 3aTBepAKeHNX MeTofiB
KOHTPOJTH0 SIKOCTI NTiKapCbKOro
3acoby, a came BUKNaAEHHS TeKCTY
[epXaBHOK MOBOIO 3riHO CyYacHMX
BUMOT 3 BHECEHHSAM KOPEKTOPCHbKNX
npasBoK BiANOBIAHO 10 OPUTIHA/TbHUX
[OKYMEHTIB. BBefleHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBepXEHHSA. 3MiHY | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn).
3MiHV BHECEHO B IHCTPYKLi0 Ans
MEJUYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ta 'y nyHkT 11
TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby, a came:
[oaaBaHHs iHdhopmalii woao
3asBHWKa Ta ioro
MiCLLE3HaXOMKEHHS. TakoX 3MiHN
BHECEHO B MyHKT 16 TeKcTy
MapKyBaHHS BTOPUHHOT yNakoBKu
nikapcbKoro 3acoby. BeegeHHsA 3MiH
npoTarom 6-Tu mics micns
3aTBEPAKEHHS.

111.

NONANBI®

NMopoOLUOK AN
KOHLeHTpaTy Ans
PO34mnHy Ans
iHdpysiin no 30 mr; no
30 wmr y dhiakoHi; no

TOB «Pouw
YKpaiHa»

YkpaiHa

BMNPOBYBaHHSA
KOHTPOJIHO AKOCTI
(OKpiM aKTMBHOCTI,
CTepW/IbLHOCTI Ta
bakTepiasibHUX

Llseiiuapis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHUKA

3a peyenmom

UA/19838/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
1 chnakoHy y €HI0TOKCUHIB): (BKtovatoun, 3a HeobXigHOCTI, Micue
KapTOHHI KOpo6Lyi NoHza N1a, NpOBeLeHHS KOHTPOJIIO SIKOCTi), abo
LLiBeiiuapis; B/lacHUKa mMactep-aiina Ha Adl,
BVMPOGHNLTBO abo noctavasnibHuka APl/BuxigHoro
Hepo3dacoBaHol Marepiany/peareHTy/npomMiKHOro
NPOAYKLi, NepBUHHE NPOAYKTY, L0 3aCTOCOBYOTLCA Y
nakyBaHHs, BUPO6HMLUTBI AP (SIKLLO 3a3HAYEHO
BMNPOGYBaHHSA y [OCbE Ha nikapcbkuii 3aci6) 3a
KOHTPOJO SIKOCTI, BifiICYTHOCTI cepTudikaTta
BTOPUHHE BiZANOBIAHOCTI €Bponelickkilt
nakyBaHHs, BUMyCK thapmakonei y 3aTBepaKeHoMy
cepit: nocbe, abo BMPOOHUKA HOBOI
®.XothbdpmaHH-/15 [,0MOMDKHOT PeqyoBUHN (SIKLLO
Pow NT1g, 3a3HayeHo y [J0CbE) 3MiHa Ha3Bu
LLiBeiiuapis [inbHULI 3 BUNPOGYBaHHS Ha
CTabiNbHICTb, [0AATKOBOro MicLs
AnA 36epiraHHs YacTVHW FO/I0BHOTO
6aHKy KIITUH Ta A04aTKOBOrO Micus
015 36epiraHHA po6o4oro 6aHky
KTITUH 415 MTPOMIKHOTO NPOAYKTY
aHTUTINo nonartysymab, 6e3 3MiHu
MicLsi BUPOGHULITBA: 3aTBEPAKEHO:
Genentech, Inc., 1000 New Horizons
Way, Vacaville, CA 95688, USA.
3anponoHoBaHo: Lonza
Manufacturing LLC, 1000 New
Horizons Way, Vacaville, CA 95688,
USA
112. | NONAUBI® NOPOLLOK AN1s TOB «Pou YkpaiHa BVMPOGHMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/19838/01/02
KOHUEeHTparty A/ YkpaiHa» Hepo3acoBaHo! LBeiiLapis marepianis: 3miHu | Tuny -
po34nHy AnA npoayKuii, NnepBnHHe AOMiHIiCTpaTMBHI 3MiHU. 3MiHa
iHdpysin no 140 wr; nakyBaHHs, HalilMeHyBaHHs Ta/abo agpecy Micus
no 140 mry BUNPOGYBaHHSA NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
hnakoHi; o 1 KOHTPOJIH0 SIKOCTI (BKKOUALOUM, 3a HEOOXIAHOCTI, Micue
dhnakoHy y (TibKM Ha NpoBeLEeHHS KOHTPO/TIO SKOCTI), abo
KapTOHHI KopooLyi CTEepPWIbHICTb Ta B/lacHUKa mMacTep-aiina Ha Adl,
6akTepianbHi abo noctavasnibHuka APl/BuxigHoro

eHAoToKcuHK): BCI
dapmacbioTikan3
C.n.A,, lTanis;
BMNPO6YBaHHSA
KOHTPO/IH0 AKOCTI
(OKpiM aKTMBHOCTI,
CTepu/IbHOCTI Ta
bakTepiasibHUX
€HI0TOKCUHIB):
NoH3a N4,
LBeiiyapis;
BMNPOBYBaHHSA
KOHTPOJIHO AKOCTI

Marepiany/peareHTy/npomMikHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI AP (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTta
BiANOBIAHOCTI EBPONEChKIN
hapmakonei y 3aTBepaXeHOMY
nocbe, abo BMPOOHUKA HOBOI
[,0MOMIDKHOT PevyoBUHU (SIKLLO
3a3HayeHo y A0CbE) 3MiHa Ha3BU
OiNbHULI 3 BUNPOGYBaHHSA Ha
CTabiNbHICTb, [O0AATKOBOro MicLs

[nsi 36epiraHHsa YacTVWHU TO/I0BHOTO
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
(TiNbKM aKTUBHICTB), 6aHKy KMiTWH Ta A04ATKOBOTO MicLs
BTOPUHHE Ons 36epiraHHa po6o4oro 6aHky
nakyBaHHs, BUMYyCK KNITVH 415 NPOMIXXHOTO NPOAYKTY
cepil: aHTUTINIO Nonartysymab, 6e3 3miHu
®.XothbdpmaHH-/15 MicLSl BUPO6HULITBA: 3aTBEPAKEHO:
Pow ta, Genentech, Inc., 1000 New Horizons
LBeliuapis Way, Vacaville, CA 95688, USA.
3anponoHosaHo: Lonza
Manufacturing LLC, 1000 New
Horizons Way, Vacaville, CA 95688,
USA
113. | NMPONIKOTEKC | po3uunH ANs iH'exuii, IBCA LLiBeiiuapi BUPOBHMLTBO LLBeiiuapis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyenmom UA/14719/01/01
25 mr/mi; o 1 mny IHCTUTYT A roToBOro ITanisa marepianis: 3MiHu | Tuny - 3mMiHu 3
dhnakoHi; no 7 Bioximik CA nikapcbKkoro 3acoby, akocTi. CepTudpikar
h1aKkoHiB B nepBrHHe Ta BignosigHoCTI/IE-cepTudcpikat
KapTOHHI Kopo6Lyi BTOPVHHE BiANOBIAHOCTI EBPONEChKIN
nakyBaHHs: IBCA thapmakonei/mMmoHorpadii. NMogaHHs
IHCTUTYT Bioximik HOBOro abo OHOBJIEHOTO
CA, LBeiiuapis; cepTudpikarta BignoBigHoOCTIi abo
BTOPVHHE BU/yYeHHA cepTudikaTa
nakyBaHHs, BiANOBiAHOCTI EBpONEiiChKilt
KOHTPO/Ib SKOCTi Ta apmakonei: ana A®l; gna
BUNycCK cepii BUXigHOTO
roToBOro MaTepiany/peareHTy/npoMibKHOro
NiKapcbKoro 3acoby: NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
IBCA IHCTUTYT BMPO6HULTBI A®I; NSt 4ONOMIXHOT
Bioximik CA, peyoBUHM (iHLLI 3MiHK) -
Lseiuapis; MpvBeaeHHA Ha3By BUPO6HMKa API
BUPOGHMLTBO in [10 3aTBEPAXEHOI Ha3BU BUPOOHMKA
bulk, nepsuHHe y CEPI, a came po ASPEN OSS
nakyBaHHs: B.V., The Netherlands.
Anbgacirma C.n.A.,
ITanis
114. | NPOMNEC® PO34MH NS iH'EKLiR; TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/3647/01/01

no 2 mn B amnyni;
no 5 a6o 10 amnyn B
KOpo6Li 3 KApTOHY 3
nosiMmepHoo
4yapyHKOBOI
BKNAKOH0

marepianis: 3MiHu | TUNY - 3MiHK
wopao 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHuX npo
cucTemy thapmakoHarnsgy
(BBEAEHHS Y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnagy, 3amiHa
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHOi 0cobu
3 (hapmakoHarnsgy 3asBHuka a1s
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHa BiAMIHHA Bif
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHIIKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsa,.
[itoya pepakuis: Kantota AniHa
OnekcangpisHa. MNponoHoBaHa
pepakuis: CaByeHko Hatanis
BiTaniiBHa. 3MiHa KOHTAKTHUX JaHuX
YMOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsa,.
3MiHa MicLle3HaxoMKEHHS MacTep-
thaiina cuctemn chapmakoHarnsgy
Ta BBe/leHHs ioro Homepa. 3mMiHa
MiCL 3AiACHEHHSI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.

115.

nPOMNO®OI/-
ninyprPo 1%

emynbCeisa Ans
iHdy3in, 10 mr/ms;
no 20 mn B amnyni;
no5amnyny
KapTOHHI kopobuy;
no 50 mn a6o no
100 mn y cpnakoHi;
no 10 cpnakoHis y
KapTOHHI Kopo6Lyi

b. BpayH
Menb3yHreH
Al

HimeyunH
a

Bupo6bHuuTBO,
nepBuHHa Ta
BTOPUHHA YNaKoBKa,
BUNycK cepii
thnakoHis: b. BpayH
Menb3yHreH Al
HimeuunHa;
KoHTponb cepii
h/1aKoHIB:

B. bpayH
Menb3yHreH Al
HimeuuunHa; MosHMi
LKA BUPOGHMLTBA
amnyn: b. bpayH
Menb3yHreH Al
HimeuunHa

HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
akocTi. CepTudpikar
BignosigHoCTI/IE-cepTudcikat
BiANOBIAHOCTI EBPONECHKIN
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro ab0 OHOB/IEHOrO
cepTucbikaTta BiANOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONEiiChKilt
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPO6HUUTBI A®I; NSt [ONOMIXHOT
peyoBuHU (cepTudiikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAKeHoro
BMPOGHUKA - MNogaHHs OHOBIEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiit hapmakonei Ne CEP
2005-003 - Rev 04 (3aTBEpAXEHO:
R1-CEP 2005-003 - Rev 03) gns
Lito40i peqyoBuHM Nponodion Bif Bxe
3aTBEPAKEHOr0 BUPOGHMKA
BACHEM S.A., LWBeiiuapis.

3a peyenmom

UA/8172/01/01

116.

PEMICAP

rpaHynu ans
OopasibHOI CyCcneHsil,
100 mr/2r;m02r
rpaHyn B caile, no
30 cauwe y kopobui

ToBapucTeo
3
0bMexeHo
BignoBiganb
HiCTIO

YKpaiHa

MpAT
"bapmaueBTNyYHa
hipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHnx
marepianis: TexHi4yHa noMuka
(3rigHo Haka3zy MO3 Big 23.07.2015
Ne 460) BunpaBfieHO TEXHIYHY
NOMW/IKY B iHCTPYKLIT Ans

3a peyenmom

UA/20044/01/01




111

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

"CTI®-
CEPBIC"

Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y posginax
"B3aemogis 3 iHWMMU NiKapCbKUMU
3acob6amu Ta iHLWWi BUAW B3aEMOSiA",
"Oco6nMBOCTI 3aCTOCYBaHHS"
(opdhorpadpivHi Ta/abo rpamaTuyHi
nomunku) sika byna gonyLueHa npu
npoueaypi 3MiH, L0 3aTBEPOXKEHI
HakazoMm MO3 Ne 1151 Big,
18.07.2025. 3a3HaueHe
BMMNpaB/IEHHS BiANoBifae
mMarepiasiaM peecTpauiiHoro 10CheE.

117.

PEMI®EHTA
HIN-BICTA

NOPOLLIOK ANs
KOHLUeHTpaTty Ans
PO3YUHY NSt iH'EKLI
abo iHdysili no 1 mr;
y hnakoHi
CK/IAHOMY; MO 5
donakoHiB y
KapTOHHI Kopo6Li

Mictpan
Kenitan
MeHepxmeH
T Nlimiteq,

AHrnis

JNIABOPATOPIO
PEUI XXO®PE, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHnX
Marepianis: 3MiHu | Tuny - 3mMiHu 3
faKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKil
thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOBJIEHOrO
cepTudcpikaTa BigNoBigHOCTI abo
BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBPONECHKIN
thapmakonei: gns Adl; ans
BMXiZAHOTO
mMaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BUPOGHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikart
BiANOBIAHOCTI EBpONEiChKil
thapmakonei) - OHOB/EHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOr0
BUPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTudpikara BiZNOBILHOCTI
€sponelicbkin dhapmakonei Ne R1-
CEP 2017-065 - Rev 00
(3aTBepmxeHo: RO-CEP 2017-065 -
Rev 00) ans gito4oi pe4yoBmHU
Remifentanil hydrochloride Big Bxe
3aTBepKEHOro BUpo6HUKa Kern
Pharma, S.L., IcnaHis. 3miHu | Tuny -
3miHu 3 sKkocTi. CepTudikart
BignosigHoCTI/IE-cepTudcpikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/MmoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOrO
cepTuchikaTta BigNoOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEiiChKilt
hapmakonei: ana A®l; gns
BMXiAHOrO

3a peyenmom

UA/19280/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

mMaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikart
BiANOBIAHOCTI EBpONEChKIN
thapmakonei) - HoBuiA cepTudpikat
Bifl HOBOro BMPO6HMKa (3aMiHa abo
[IOMOBHEHHS) NOAAHHSA HOBOrO
cepTudikara BiZNOBIAHOCTI
€sponelicbkili hbapmakonei Ne RO-
CEP 2018-070 - Rev 00 gns gitouyoi
peyoBuHM Remifentanil
hydrochloride Big, HoBOro BUpo6HUKa
AREVIPHARMA GMBH, HimeuunHa
(8ONOBHEHHS). 3MiHW | TUNY - 3MiHK
3 AKocTi. CepTudikar
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpONEiChKilt
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOIO
cepTudcpikaTa BiANoOBIAHOCTI a6o
BU/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONEChKIN
thapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBpONeiiChKilt
dhapmakonei) - OHOBNEHWIA
cepTudikat Bif ye 3aTBepKEHOro
BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei Ne CEP
2018-070 - Rev 01 ansa gitoyoi
peyoBuHM Remifentanil
hydrochloride Big Bupo6Huka
AREVIPHARMA GMBH, HimeuunHa

118.

PEMI®EHTA
HIN-BICTA

NOPOLLIOK ANs
KOHLUeHTpaTy Ans
PO3YUHY NSt iH'EKLI
abo iHdysili No 2 mr;
y hnaKoHi
CK/IAHOMY; MO 5
donakoHiB y
KapTOHHI Kopo6Li

Mictpan
Kenitan
MeHepxmeH
T Nlimiteq,

AHrnis

JNIABOPATOPIO
PEUI )XO®PE, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHnX
Marepianis: 3MiHu | Tuny - 3MiHu 3
faKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKil
thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOBJIEHOrO
cepTucpikaTa BigNoBigHOCTI abo
BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBPONEChKIN
hapmakonei: gns A®l; ans

3a peyenmom

UA/19280/01/02
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
BUXiAHOro

mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBpONEiiChKilt
dhapmakonei) - OHOBNEHWIA
cepTudikar Bif y)Xe 3aTBEepKEHOro
BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-
CEP 2017-065 - Rev 00
(3atBepmxeHo: RO-CEP 2017-065 -
Rev 00) ans gito4oi peyoBuHM
Remifentanil hydrochloride Big Bxe
3aTBEPAKEHOro BUPO6HMKa Kern
Pharma, S.L., Icnanisi. 3miHn | Tuny -
3MiHu 3 sKocTi. CepTudikar
signosigHocTi/TE-cepTudikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/moHorpadii. NogaHHA
HOBOro abo OHOBJIEHOrO
cepTucpikaTa BigNOBIAHOCTI abo
BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponelicbkilt
hapmakonei: ana A®l; pns
BUXiAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikart
BiANOBIAHOCTI EBpONEChKIN
thapmakonei) - HoBuiA cepTudpikat
Bifl HOBOrO BMPOG6HMKa (3aMiHa abo
[IOMOBHEHHS) NOAAHHSA HOBOrO
cepTudikara BiZNOBIAHOCTI
€sponelicbkili hapmakonei Ne RO-
CEP 2018-070 - Rev 00 gns gitouyoi
peyoBuHM Remifentanil
hydrochloride Big, HoBOro BUpo6HUKa
AREVIPHARMA GMBH, HimeuunHa
(8ONOBHEHHS). 3MiHW | TUNY - 3MiHK
3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEiChKilt
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOIO
cepTudcpikaTa BiANOBIAHOCTI a60
BU/yYEHHS cepTudikara

BiNOBIAHOCTI €BpONeNiCcbKili
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHU (cepTudikat
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOOHMKA - NOJaHHSA OHOB/IEHOrO
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiit hapmakonei Ne CEP
2018-070 - Rev 01 gns gitoyoi
peyoBuHM Remifentanil
hydrochloride Big Bupo6Huka
AREVIPHARMA GMBH, HimeuyunHa

119.

PEMI®EHTA
HIN-BICTA

MopoOLLOK AN
KOHLeHTpaTy Ans
PO3UnHY ANS iH'EKL
abo iHdysili no 5 mr;
y hnakoHi
CK/IHOMY; No 5
chnakoHiB y
KapTOHHI Kopo6Lyi

Mictpan
Kenitan
MeHnepxmeH
T NimiTeq,

AHrnisA

JNIABOPATOPIO
PENT XXO®PE, C.A.

IcnaHis

BHECEHHS 3MiH O peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK 3
akocTi. CepTudcpikar
BignosigHocTi/l E-cepTudpikar
BiANOBiAHOCTI EBpONEiiChKilt
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO
cepTudpikarta BignosigHOCTIi abo
BW/TyYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKil
chapmakonei: ana Adl; ons
BUXigHOr0
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; AN 4ONOMIKHOT
peyoBuHM (cepTudikart
BiANOBiAHOCTI EBpONEiiChKilt
thapmakonei) - OHOBMEeHWA
cepTudikat Bif yXe 3aTBepKEHOro
BUPOGHMKA - NOAAaHHA OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 2017-065 - Rev 00
(3atBepmxeHo: RO-CEP 2017-065 -
Rev 00) ans gito4oi peyoBuHM
Remifentanil hydrochloride Big Bxe
3aTBEPAKEHOrO BUPO6HMKa Kern
Pharma, S.L., Icnanis. 3miHn | Tuny -
3MiHu 3 siKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKil
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTuduikarta BignoBigHOCTIi abo

3a peyenmom

UA/19280/01/03
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4yeHHs1

BU/yYEHHS cepTudikara
BiANOBIAHOCTI EBPONEChKIl
chapmakonei: ana Adl; ons

BUXiAHOro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBpONEiiChKilt
chapmakonei) - HoBuii cepTudpikat
Bifi HOBOrO BMPOGHMKa (3aMiHa abo
[IOMOBHEHHS) NOAAHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne RO-
CEP 2018-070 - Rev 00 gns gitoyoi
peyoBuHM Remifentanil
hydrochloride Big HOBOro BMpoGHMKa
AREVIPHARMA GMBH, HimeuunHa
(BONOBHEHHS). 3MiHK | TUNY - 3MiHK
3 AKocTi. CepTudikar
BignosigHocTI/lE-cepTudcikat
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei/moHorpadii. NogaHHs

HOBOro abo OHOB/IEHOrO

cepTucpikaTa BignoBigHOCTI abo

BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEiiChKilt
hapmakonei: ana A®l; gna

BMXiAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHU (cepTudikat
BiZANOBIAHOCTI €Bponelickkilt
thapmakonei) - OHOBMEHWIA
cepTudikaT Bif ye 3aTBepAKeHoro
BMPOOHMKA - NOJaHHSA OHOB/IEHOrO
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiit hapmakonei Ne CEP
2018-070 - Rev 01 gns gitoyoi
peyoBuHM Remifentanil
hydrochloride Big Bupo6Huka
AREVIPHARMA GMBH, HimeuyunHa

120.

PEH®JIEKCIC

MopoLUOK AN
KOHLeHTpaTy Ans
pO34nHy ans
iHdpysii no 100 wr;
no 100 mr y dpnakoHi
MicTKicTiO 20 Mn 3
npo3oporo

CAMCYHI
BIOEMNIC
Ko., NTA.

Pecny6nik
a Kopes

BMPOGHMLTBO 13;
KOHTPONb SKOCTi Npwn
BUMYCKY Cepii 3a
MOKa3HNKOM
«CTepUnbHICTb»:
MateoH ITanisa
C.n.A,, Itanis;

ITania/
Pecny6nika
Kopes

BHECEHHS 3MiH O peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK
woao 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOr0 3aCTOCYBaHHS

3a peyernmom

He
nionsieae

UA/20561/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
6opocunikaTHoro

ckna tuny | 3
rymMOBOI NPOGKOIO
Ta aloOMiHIEBUM
KOBMa4ykoM 3
Kpuukoto flip-off; no
1 chnaxoHy B
KapTOHHI Kopo6Li

BMPOGHMLTBO M13;
KOHTPO/b SIKOCTi Npu
BUNYCKY cepii 3a
nokasHukamm
«CTepusbHICTb» Ta
«EHAOTOKCUHN»:
CamcyHr
Balionomkmkc Ko.
N1a., Pecny6nika
Kopest; BTOpUHHE
nakyBaHHS:
dapmayeyTidi
dopmeHTi C.N.A,,
ITanis; KOHTpONb
AKOCTI MPW BUNYCKY
cepii 3a Bcima
NOKa3HUKaMu, OKpim
NMOKa3HWKIB
«OfHOpIgHICTb
[1030BaHNX
OVHULB», «KIED 3
Bi3ya/lbHUM
KOHTpONEeM»,
«CTepubHICTb»,
«EHOO0TOKCUHM»,
«epMeTUYHICTb
KOHTeliHepa»
(anbTepHaTMBHaA
OiNbHULS):
PYA3IPIIM
[OiocuHt
BalioTekHonomkn3
[enmak AnC, [aHis;
KOHTPO/b AKOCTi Npu
BUMYCKy Cepii 3a
BCiMa NokasHukamu,
OKpiM MOKa3HuKa
«EHO0TOKCUHNY;
KOHTPO/b SKOCTi Npwn
BUBYEHHI
CTabiNbHOCTI 3a
BCiMa NokasHukamu,
OKpiM NOKa3HUKIB
«CTepuibHICTb» Ta
«EHAOTOKCUHN»:
M fesenonveHT
Alienenp Niviteq,
IpnaHgis; KOHTpo b
AKOCTI NPU BUBYEHHI
CTabiNIbHOCTI 3a

reHepnyHuX/ribpuaHNx/6ionogibHmNx
nNiKapcbKUx 3aco6iB Nicasi BHECEHHS
Tiel camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HalaHHS XOAHMX HOBWX A0AATKOBUX
AaHnx) 3MiHW BHECEHO A0 iIHCTPYKL,i
[ANA MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"Oco6nMBOCTI 3aCTOCyBaHHS" Ta
"Mo6iuHI peakwji" BigNOBIAHO A0
iHhopmauii pedhepeHTHOro
nikapcbkoro 3acoby Remicade 100
mg powder for concentrate for
solution for infusion. 3miHu | Tuny -
3MiHY Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. 3miHu y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|ii Ans
MeJNYHOr0o 3acTOCYBaHHS
reHepuyYHuX/ribpuaHnx/6ionoibHNx
NiKapcbknx 3acobiB Nic/1s BHECEHHS
Tiel camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HalaHH$ XXOAHWX HOBUX AOAATKOBUX
[AaHnx) 3MiHN BHECEHO [0 IHCTPYKL,i
ANA MeANYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyi" (36ibLIEHHS Macy
Tina) BiANOBIAHO A0 iHhopmaLii
pedyepeHTHOro /likapcbKoro 3acoby
Remicade 100 mg powder for
concentrate for solution for infusion,
a Takox [0 po3giny "Cknag" ta
"Oco6MBOCTI 3aCTOCYBaHHSA" (TaKoX
[0 NYHKTY 3 TEKCTY MapKyBaHHSA
BTOPUHHOI yNakoBk1) BHECEHO
YTOUHEHHS iHchopMauii ans
[OMNOMIXHOT peyoBrHYK “"nonicopbat
80" 3rigHo 3 "Compilation of QRD
decisions on stylistic matters in
product information”. OHOBNEHHSA
po3ainy «Cknag» MKA /13 gns
nopasaHHs kogy (E-Homepa) ans
[L0MOMDKHOT peyoBMHU nonicopbar
80. 3MmiHn Il TMny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) L0 3060B'A3aHbL Ta YMOB
BMAAYi peecTpauiiitHoro
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
NOKa3HNKOM «AHani3 nocBigYeHHs, BKAOYatoun MNnax
HenTpanisauii PHIM- ynpasiHHA pu3vkamn (iHLWi 3MiHW)
anbga 3a 3aasHMkom CamcyHr bioenic Ko.,
[onomororo Nta., Pecnybnika Kopes oHoBNeHO
penopTepHOro reHa nnaH ynpaeniHHA pu3vikamu [0
NF-kB»: Bepcii 14.0 gnsA nikapcbkoro 3acoby
MnJA AesenonmMexT, PeHdnexcic, nopowwok gns
N.Mn., Cnonyueri KOHLieHTpaTy A8 po3ynHy Ans
Ltatn Amepukm iHdpysiin no 100 mr; no 100 mr y
(CWA); KoHTpOnb chnakoHi micTkicTio 20 M 3
AKOCTI MPW BUNYCKY npo3oporo 60pocuikaTHOro ckia
cepii 3a NOKa3HNKOM TMny | 3 rymoBOI NPO6KOK Ta
«EHOO0TOKCUHM»; IOMIHIEBMM KOBMAYKOM 3 KPULLIKOKO
KOHTPO/Ib SKOCTi Npn flip-off; no 1 donakoHy B KapTOHHii
BVBYEHHI KopobLi y 3B’A3Ky 3i 3MIHOI TepMiHiB
CTabiNbHOCTI 3a noAaHHA pesynbTaTis
nokasHukamu nicnapeecTpauiiHnx JociaxeHb 3
«CTepunbHICTb» Ta 6e3nekun (PASS) kateropii 3. 3MiHK
«EHOO0TOKCUHM»: BHeCeHO A0 YacTuHu Il «MnaH 3
Yapnb3 Pisep hapmakoHarnsgy» Ta gofaatkis.
Na6opaTtopis Pestome nnaHy ynpasniHHA pyU3nKiB
Alienenpg Nimites, Bepcia 14.0 popaetbes.
IpnaHgis; Bunyck
cepii: CamcyHr
Bioenic HN B.B.,
Higepnangn
121. | PIANTPIC cnpeii HazasbHUiA, neHmapk LLiBeiiuapi FneHmapk IHais BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom He UA/18235/01/01
[,030BaHwni, CnewianTi A dapmacbloTUKan3 marepianis: 3miHu | Tuny - nionsizae
cycneHsis; no 56, C.A. nra. AZMiHiCTpaTuBHI 3MiHW. 3MiHa Kogy
120 a6o 240 po3y ATX. 3MiHV BHECEHO B IHCTPYKLitO
nonieTuneHoBomMy A5 MeANYHOr0 3acTOCyBaHHSA
dhnakoHi; no 1 nikapcbKoro 3acoby [0 po3ainy
hnakoHy 3 "®apmakoTepanesTnyHa rpyna. Kog,
[03Y04MM HACOCOM- ATX" BignoBsigHo Ao knacudikaTopa
po3nuBayeM, BOO3. 3areepaxeHo:
3aKpUTUM "MpoTnMHabpsAKOBI Ta iHWI NpenapaTtu
KOBMa4koM, y A15 MiCLLeBOro 3aCTOCyBaHHs npu
KapTOHHI Kopo6Lyi 3aXBOPIOBAHHAX MOPOXHUHU HOCA.
KopTtukocTtepoign. Kog ATX RO1A
D". 3anponoHoBaHo:
"MpoTNHA6PSAKOBI Ta iHLWI Npenapatu
[ANS MiCLLeBOro 3aCTOCyBaHHS npu
3aXBOPIOBAHHAX MOPOXHUHN HOCA.
KopTukocTepoigi. MomeTasoH,
KoM6iHauii. Kog ATX RO1A D59".
BBefeHHs1 3mMiH NpoTArom 6 micsAuis
nicns 3aTBepKeHHs.
122. | CAJIOPAJNbK | TabneTku, BKpUTI Op. ®anbk HimeuuunH Bupo6HuK, HimeyunHa BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/3745/04/02
060/10HKOH, Papma a BiANoOBigaIbHMIA 3a mMarepianis: 3mibu | Tvny -
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
KMLLKOBOPO3UNHHI, M6X BUMYCK cepili AOMiHICTpaTWBHI 3MiHU. 3MiHa

no 500 wmr; no 10
Tabnetok y 6nicrepi;
no 5 a6o no 10
6nicTepiB y kopobui
3 KapTOHY

KiHLIeBOro NpoAyKTY:
Ap. ®anbk apma
'M6X, HimeuunHa;

Bupo6HuK

[030BaHol hopmu,

KOHTPO/Ib SIKOCTI:
PoTtTengopd Papma
mM6X, HimeuunHa;
Brpo6HuK
[030BaHoi chopmu,
nepBuHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NosaH ®apma M'vbX,
HimeuunHa;
Brpo6HMKY,
BignoBigasbHi 3a
nepBuHHe, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:

PotteHgopg ®apma

mM6X, HimeuunHa,;

NosaH ®apma MvbX,
HimeyunHa;

Brpo6HMKM,
BignoBigasbHi 3a
KOHTPO/Tb AKOCTi Ta
MikpobionorivyHuii
KOHTPO/b
HecTepuIbHNX
NPOAYKTIB:
CIC Inctutyt
®peseHiyc MM6X,
HimeuunHa;
FBA ®apma 'm6X,
HimeyunHa,;

MpviBaTHWIA
HayKOBO-[0CNigHI
iHCTUTYT Xennenep
Mm6X, HimevunHa;

B1pOGHMKM,

BiANOBIAa/bHI 3a
KOHTPO/Tb SKOCTI:
FBA ®apma 'm6X,
HimeuunHa;

HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUaUn
OinbHUL BUNYCKY cepii abo micue
NpPOBeAEHHS KOHTPOJO SIKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae
BMPOGHUK/IMMOPTEP, HE BK/IOYaUU
BUMYyCK cepiii). 3MiHa Ha3Bn
BMPOGHWKA, BiAMOBifaIbHOTO 3a
KOHTPO/b AKOCTi Ta
MiIKpPOBIONOTiYHNIA KOHTPOSb
HecTepuIbHUX NPOAYKTIB, Y 3B’A3KY
3i 3MiHOK hopMKM BNacHocTi, 6e3
3MiHM Micus BUPOGHULITBA




119

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
HHAC Na6op [p.
Xaycnep 'm6X,
HimeuuunHa;
HHAC Na6op Ap.
Xaycnep Mm6X,
HimeuunHa
123. | CANO®PANDbK | rpaHyun [Op. danbk HimeuunH BignoBigansHuii 3a HimeuyunHa BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom UA/3745/01/04
racTpope3nCTeHTHI dapmva a BUWMYCK Cepiii MaTepianis: 3miHu | TUny - 3MiHK 3
NPOJIOHrOBaHOI fji M6X KIHLLEBOrO NPOAYKTY: akocTi. A®l. BupobHuuteo. 3miHa

nol5rno279r
rpaHyn y nakeri
"I'paHy-CTukc"; no
35 nakeTiB y kopobu,i
3 KapTOHY

Ap. ®anbk dapma
M6X, HimeyunHa;
BVMPOGHWK [,030BaHOI
dopmu, NepBrHHE,
BTOPVHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
NosaH ®apma MvbX,
HimeuuunHa; ®apbin
dapma N'v6X,
HimeuunHa;
BMPOBHUK,
BignoBiganbHWi 3a
nepBuHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
NosaH ®apma MvbX,
HimeuunHa;
Brpo6HWK,
BiANoOBigabHUIA 3a
BTOPVHHE
nakyBaHHS:
Jlokcecc dapma
'M6X, HimeuunHa;
BUPOGHUK,
BiANOBigabHUIA 3a
KOHTPO/Ib SIKOCTI:
HaykoBo-gocnigHwi
iHCTUTYT Xennenep
'M6X, HimeuunHa;
BUPOGHUK,
BiANoOBigabHUIA 3a
KOHTPO/Ib SIKOCTI:
anndamves PAPBIN
ApuHalimiTTens
'm6X, HimeuunHa

BMPOBHUKA BUXiAHOro/NpoMiKHOro
npoAayKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKnOvatoum, ae HeobXxigHO, MicLe
NpoBeLEHHS KOHTPO/IIO sKoCTi) API
(3a BigcyTHOCTI cepTudikata
BiANOBiAHOCTI EBpONEiiChKilt
hapmakonei y 3aTBepaKeHoOMy
[0Cbe)(BBEAEHHS HOBOI AibHUL, Ae
30iICHIETLCSA MiKpPOHi3aLlist)
BBOAUTLCA AifIbHULSA, BigNoBifasibHa
3a MiKpOHi3aLito Ajto40i pe4yoBUHM
(MecanasuHy), Lo 34iiCHI0ETLCSA
3aTBEPAXXEHVM BUPOBHNKOM
Pharmazell (India) Private Limited,
India. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa
BMPOBHUKA BUXiAHOro/NnpoMiKHOro
npoAayKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKtOYatoum, ae HeobXxigHO, MicLe
NpoBeLEHHS KOHTPO/IIO sKoCTi) API
(3a BigcyTHOCTI cepTudikata
BiANOBiAHOCTI EBpONEiiChKilt
hapmakonei y 3aTBepiKeHOMY
[0cbe)(BBEAEHHS HOBOI AibHULI, Ae
30iICHIETLCSA MiKpPOHi3aLlist)
BBOAUTLCA AifIbHULSA, BigNoBifasibHa
3a MiKpOHi3aLito Ajto40i pe4yoBUHM
(Mecasio3uHy), Lo 34iACHI0ETLCSA
3aTBEPAXXEHVIM BUPOBHNKOM
Pharmazell GmbH, Germany. 3miHu
| TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKil
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO

cepTuduikarta BignoBigHOCTIi abo
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BU/yYEHHS cepTudikara
BiANOBIAHOCTI EBPONEChKIl
chapmakonei: ana Adl; ons

BUXiAHOro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBpONEiiChKilt
dhapmakonei) - OHOBNEHWIA
cepTudikat Bif ye 3aTBepKEHOro
BUPOGHMKA - NOAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei CEP
2003-203 -Rev 03 (3aTBEpAXKEHO:
R1-CEP 2003-203 -Rev 02) ana A®I
MecasiasuHy Bif Y)Ke 3aTBep[KeHOro
BUPOGHMKA.

124.

CAHOPVH

Kpanni HasasibHi,
po3uuH, 1 mr/mn, no
10 mn y dpnakoHi; no
1 conakoHy pasom i3
KPYLLIKOO-
KpanenbHuULEe B
Kopoo6Li

AT
«Papmak»

YkpaiHa

Tesa Yex IHgacTpi3
C.p.0., Yecbka
Pecny6nika;
CaHeka
dapmacbloTikans
AT, CnoBaLbka
Pecny6nika

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpauiiHnX
Marepianis: 3MiHu | Tuny - 3MiHu 3
aKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKil
thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOBJIEHOrO
cepTudcpikaTa BigNoBIgHOCTI abo
BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBPONEChKIN
thapmakonei: gns Adl; ans
BMXiZAHOTO
mMaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikart
BiANOBIAHOCTI EBpONeiChKil
thapmakonei) - HoBuiA cepTudpikat
Bifl BXX€ 3aTBEPXEHOr0 BUPOOHMKA -
noAaHHsa HOBOro cepTudikata
BiANOBiAHOCTI EBpONEiiChKilt
tpapmakonei CEP 2023-091-Rev 00
ans A®l HadhasoniHy HiTpaT Bif BXe
3aTBepAKeHoro Bupo6Hnka LOBA
BIOTECH GMBH, Austria
(nonepefHbO 3aTBEPIKEHO
malicTep-ghaiin Ha AdI).

6e3 peyenma

UA/2455/03/01

125.

COPLE®®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 400
Mr; no 5 TabneTok y

AJIKANOIL,
A/, Ckon'e

Pecny6nik
a lMiBHiYyHa
MakefoHis

KOHTPO/Ib SIKOCTI,
BUNYCK Cepil:
AJIKANOIO AL
Ckon’e, Pecnybnika

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHu | TUNY - 3MiHK
wopao 6e3sneku/epekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo

3a peyenmom

UA/11157/02/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
6nicTepi, no 1 abo MiBHiYHA MakefoHis; 3MiHM [0 y3ara/ibHEHUX JaHuX npo
no 2 6nictepn y BMPOGHMLTBO, cucTemy chapmakoHarnsgy
KapTOHHi KopobLyj; nepBuHHe Ta (BBEAEHHS y3ara/lbHEHNX AaHUX Npo
no 7 tabnetok y BTOPUHHE cuctemy thapmakoHarnsgy, amiHa
6nicTepi, no 1 nakyBaHHs: YMOBHOB&XeHOT 0cobwu,
6nictepy B AJIKANOIO AL BiANOBIAa/IbHOI 3a 34iiCHEHHS
KapTOHHi KopobLyi Ckon'e, Pecny6nika hapmakoHarnsgy; KOHTakTHoOI ocobm
MiBHiyHa MakeoHis 3 (hapmakoHarnsgy 3asiBHuKa 415
3pificHeHHs1 hapmakoHarnsgy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsagy). 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg.
[Oitova pepakuisa: Aue KyamaHoBcki /
Ace Kuzmanovski. NponoHoBaHa
pepakuis: IBoHa TpneHocka
Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI ocobu,
Bi4NoBiAa/IbHOI 32 hapmakoHarnsg
126. | CTEPENPA3 niogpinizat ans Crepun- IHAjsA Crepun-[xeH Naiid IHAisa BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom He UA/18910/01/01
PO3umnHy ANns iH'ekuin | [xeH Naind CaiieHcus (M) Ntg, Matepianis: 3MiHu | TUNY - 3MiHK nionsieae
no 40 wr, no 1 a6o CalieHcus wopo 6e3snekn/ethekTMBHOCTI Ta
no 10 dpnakoHis 3 () g, hapmakoHarnsgy. 3miHa y KopoTkili

NOPOLLKOM Y
KapTOHHI Kopo6Lyi

XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6€3neKun NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA /ikapcbKoro 3acoby B
nicnsapeecTpauiinuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBeaeHnx
BIANOBIAHO A0 NAaHy negiatpuyHnx
pocnigpkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO B IHCTpYKLit0 Anis
MeAUYHOr0o 3aCTOCYBaHHS
niKapcbKoro 3acoby [o poszinis
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuil™ BigNOBIAHO
iHdhopmauii woao 6esnekn
3aCTOCYBaHHS Aito40i pe4OBUHN —
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
e3omenpason — 3rigHo pekomeHpaau,ii
PRAC.
127. | TEMOAAN® Kancynu no 20 wmr; Mepk Wapni | LBeiiuapi Bupo6bHuuTBO, Benbrisi/ BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/4893/01/02
no 1 kancyniy Joym IEA A nakyBaHHs Ta dinnsaHgia/ maTepianis: 3miHu | Tuny - 3MiHK 3
cauwe; no 5 a6o no M6X KOHTPO/Ib AKOCTI HigepnaHngu akocTi. CepTudpikar

20 cawey
KapTOHHI Kopo6Lyi

Hepo3acoBaHo!
npoaykuii: OpioH
dapma, PiHAAHAIS;
MepBuHHa Ta
BTOPUHHA YNakoBka,
[103BiNT HA BUMYCK
cepii: OpraHoH
XeiicT 6B, Benbris;
AnbTepHaTUBHUIA
KOHTPO/b SKOCTI:
OpioH ®apwma,
diHnAHAis; Oo3Bsin
Ha BUMycK cepii:
Mepk Wapn i Joym
B.B., HizepnaHngu

BignosigHoCTI/TE-cepTudcikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/MmoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOrO
cepTuchikaTta BigNoOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEiiChKilt
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt [ONOMIXHOT
peyoBuHu (FE-cepTudikaT
BiANOBIAHOCTI EBPONEChKIN
thapmakonei ans Adl/BmxigHoro
MaTepiany/peareHTy/npoMibKHOro
npoaykTy abo A0NOMIKHOT
peyoBuHK) - OHOBMEHUIA cepTudikaTt
Bif], BX€E 3aTBEPXEHOr0 BUPOBHMKA -
MogaHHA oHoBneHoro ME-
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei R1-CEP
2000-029-Rev 06 (3aTBEPAXKEHO:
R1-CEP 2000-029-Rev 04) ans
[OMOMIXXHOI PEHOBWHM XENaTuH Bif,
3aTBEPAKEHOr0 BUPOGHMKA
Rousselot. 3miHun | TUny - 3miHK 3
aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKil
thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOBJIEHOrO
cepTudcpikaTa BigNoBigHOCTI abo
BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBPONEChKIN
thapmakonei: gns Adl; ans
BMXiAHOTO
mMaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BUPOOHULTBI ADI; Ana AONOMDKHOT
peyosuHu (FE-ceptucpikat
BiANOBIAHOCTI EBpONeiChKil
thapmakonei gnsa A®l/BuxigHoro
mMaTepiany/peareHTy/MpoMiKHOro
npoAayKTy abo A0NOMiXHOT
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

peyoBuHM) - OHOBNEHWI cepTudikaT
Bif} BXE 3aTBEPKEHOrO BUPOBHMKA.
MopgaHHA oHoBneHoro ME-
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei R1-CEP
2001-424-Rev 03 (3aTBEPAXEHO:
R1-CEP 2001-424-Rev 02) ans
[OMOMIKXHOI PEHOBWHW XENaTuH Bif,
3aTBEpAXEHOro BupobHuka Gelita
Group. 3miHu | TNy - 3MiHM 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOB/IEHOrO
cepTucbikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEiChKilt
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHu (FE-cepTudikaT
BiANOBIAHOCTI €Bponelicbkilt
thapmakonei ans Adl/BmxigHoro
MaTepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMKHOT
peyoBuHK) - BunyyerHs
cepTudikaTis (y BUNagKy HassBHOCTI
My/NbTUMIETHOTO cepTudiikaTta Ha
mMarepian) - BunyyeHHs E-
cepTuaikaTiB BifgnNoBigHOCTI
€Bponeiicbkili hapmakonel, ski
6inbLUe He BUKOPUCTOBYIOTLCS Y
BUPOGHWNLITBI TBEPAUX XENATUHOBUX
Kancyn:
- R1-CEP 2003-028-Rev 00;
- R1-CEP 2003-172-Rev 00;
- R1-CEP 2000-050-Rev 01,
- R1-CEP 2000-028-Rev 02;
- R1-CEP 2001-332-Rev 02;
- R1-CEP 2004-143-Rev 02;
- R1-CEP 2000-027-Rev 02;
- R1-CEP 2001-211-Rev 01,
- R1-CEP 2002-110-Rev 00;
- RO-CEP 2010-043-Rev 02.

128.

TEMOAAN®

kancynu no 100 wr;
no 1 kancyniy
cawe; no 5 a6o no

Mepk Wapn i

Joym |JEA
rvmeX

LLiBeiiuapi
a

Bupo6bHuuTBO,
naxkyBaHHs Ta
KOHTPO/1b SKOCTI

PiHnsaHgia/
Benbrisi/
Higepnangn

BHECEHHS 3MiH 10 peecTpaLiliHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
sKocTi. CepTudikat

3a peyenmom

UA/4893/01/03
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Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
20 cawey Hepo3gacoBaHo! BignosigHoCTI/TE-cepTucpikar
KapTOHHI KOpo6Lyi npoaykuii: OpioH

dapwma, PiHNAHAINA;
MepBuHHA Ta
BTOPVHHA YNakKoBKa,
[103BiN Ha BMMYCK
cepii: OpraHoH
XelicT 6B, Benbris;
AnbTepHaTUBHUIA
KOHTPO/Ib SIKOCTI:
OpioH ®apwma,
diHnaHAis; Oo3sin
Ha BUMyCK cepii:
Mepk Wapn i Joym
B.B., HigepnaHaun

BiANOBIAHOCTI EBPONEChKIl

HOBOro abo OHOBJIEHOrO
cepTucpikaTa BigNOBIAHOCTI abo
BU/TyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei: gns Adl; ans
BUXiAHOTO
MaTepiany/peareHTy/npoMiKHOro

BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyosuHu (FE-ceptucpikar
BiANOBIAHOCTI EBPONEChKIl
hapmakonei gns A®l/BuxigHoro
mMaTepiany/peareHTy/npoMiKHOro
npoaykTy abo AONOMiXHOT

MNopaHHA oHoBNeHoro IME-
cepTudikara BiZNOBIAHOCTI
€sponelicbkili hapmakonei R1-CEP
2000-029-Rev 06 (3aTBEpAXEHO:

R1-CEP 2000-029-Rev 04) ans
L0MNOMDKHOT PEUYOBMHU XenaTuH Bif

3aTBEPAKEHOTO BUPOOHMKA
Rousselot. 3miHu | TUNy - 3MiHu 3
akocTi. CepTucpikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiiChKilt
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOIO
cepTudcpikaTa BiANoBIiAHOCTI abo
BU/yYEHHS cepTudikara
BiANOBIAHOCTI EBPONEChKIl
chapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y

BMPOGHULTBI API; ANt AONOMIKHOT

peyoBuHu (FE-ceptudpikart
BiANOBIAHOCTI EBpONEiChKilt
thapmakonei ana Adl/smxigHoro
Marepiany/peareHTy/npomMiKHOro

npoaykTy abo A0NOMiKHOT
peyoBuHM) - OHOBNEHWI cepTudikaT
Bif} BXE 3aTBEPKEHOrO BUPOBHMKA.

MopgaHHA oHoBneHoro ME-

cepTucpikaTa BiANOBIAHOCTI

€Bponelicbkii dhapmakonei R1-CEP

thapmakonei/moHorpadii. NogaHHA

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y

peuoBuHM) - OHOBEHWIA cepTudikaTt
Bifl BXX€ 3aTBEPKEHOr0 BUPOOHMKA -
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

2001-424-Rev 03 (3aTBEPAXKEHO:

R1-CEP 2001-424-Rev 02) ans
[OMOMDKHOT PEYOBUHY XeNaTuH Bif
3aTBEpAKeHOro BMpo6Huka Gelita

Group. 3miHu | TNy - 3MiHK 3 AKOCTI.

CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOBJIEHOrO
cepTudcpikaTa BigNOBIAHOCTI abo
BU/TyYEHHS cepTudikaTa
BiZANOBIAHOCTI €Bponelickkilt
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyosuHu (FE-ceptucpikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei gns A®l/BuxigHoro
mMaTepiany/peareHTy/npoMiKHOro
npoaykTy abo AONOMiXHOT
peyoBnHK) - BunyyeHHs
cepTudikaTis (y BUNagKky HasBHOCTI
MyfbTUMIETHOTO cepTuddikaTta Ha
MaTepian) - BunyyeHHs le-
cepTtudikaTis BifNOBIAHOCTI
€Bponeiicbkili hapmakonei, sk
6inblue He BUKOPUCTOBYHOTLCS Y
BMPOGHULITBI TBEPAMX XENATUHOBUX
Kancyn:

- R1-CEP 2003-028-Rev 00;

- R1-CEP 2003-172-Rev 00;

- R1-CEP 2000-050-Rev 01,

- R1-CEP 2000-028-Rev 02;

- R1-CEP 2001-332-Rev 02;

- R1-CEP 2004-143-Rev 02;

- R1-CEP 2000-027-Rev 02;

- R1-CEP 2001-211-Rev 01;

- R1-CEP 2002-110-Rev 00;

- RO-CEP 2010-043-Rev 02.

129.

TEHO®OBIP
Yy
ANADEHAMI

i}

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, 25 Mr;
no 30 TabneTok y
dhnakoHi pasom 3
ofHUM abo aBoma
KOHTEelHepamu, Lo
MiCTSATb OCcyLlyBavy;

MaiinaH
JNlabopaTopis
NimiTen

IHais

MaiinaH
NabopaTtopis
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | TMny - 3MiHKn
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3arasibHEHNX AaHUX Npo
cucTemy chapmakoHarnasgy, 3amiHa

3a peyenmom

UA/20841/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

no 1 conakoHy B
KapTOHHI KOpo6Lyi

YNOBHOBaXEHOT 0CO6M,
BigNoBiAa/IbHOI 3a 3AjACHEHHS
thapmakoHarnsay; KOHTaKTHoOi 0cobm
3 (hapmakoHarnsgy 3asBHuKa 41s
3[ificHeHHs chapmakoHarnsay B
YKpaiHi, Ko BoHa BiAMIHHA Bif
YNOBHOBAXEHOT 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
thapMakoHarnag. 3miHa
MiCLIe3HaxX0pKeHHsi MacTep-thaiina
cmcTeMu dpapmakoHarnagy. 3miHa
MicLs 3LiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHariagy.

130.

TETAHYC
FTAMMA

PO34MH ANS iH'EKLN,
250 MO/1 mn; no 1
M (250 MO) y
nonepegHbL0
HanoBHEHOMY
LUNPULLi 3 FO/IKOHO
015 BBeAeHHs; no 1
LINpULLY B KAPTOHHIi
Kopoo6Li

KEZLPIOH
C.MA.

ITanis

KEAPIOH C.M.A.

ITanis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. A®l. BUpo6HMLUTBO. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX
y npoveci Bupo6HuLTBa Adl, Wwo
BCTaHOB/EHI y creumdikayisx
(BWNYyYEHHSI HECYTTEBOIO
BUNPOBYBaHHSA) - BunyyeHHs
HecyTTEBOIO BUMNPOBYBaHHS Mo
BM3HAYEHHIO cknagy Ginkis ans
3pas3ka 1 FRZ npoMiXHOro KOHTPOsIo
npotecy BMpobHuuTBa. Takox,
BHECEHHS pefaKLUiiHUX 3MiH,
30Kpema, NokasHuK «bakTepiasibHe
4yncno» 3amiHeHo Ha «MikpobHe
4ncno», K € TEXHIYHUMU
KOpUryBaHHAMU Ta He MatoTb
XXOAHOrO BMN/IMBY Ha CyTb PO34iNis
focbe. MponoHoBaHa 3MiHa He
BMN/IMBAE Ha TEXHOMOrYHMIA NpoLiec,
AKWIA 3a/IMLLAETLCSA MOBHICTIO
HEe3MIHHUM. 3 L€l NPUYNHM BiACYTHSA
HEOOXiAHICTb Y NPOBEAEHHI
peBanigauii npouecy. 3miuun | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHV BUNpOo6yBaHb ab0o
LOMYCTUMMX MEX Y NpoLieci
BMPOGHMLTBA ADI, L0 BCTAHOBEHI
y cneyudpikauisx (BUIyYeHHs
HEeCyTTEBOro BUNPOOYyBaHHS).
BuiyyeHHs HecyTTEBOrO

3a peyernmom

UA/19360/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

BUNPOGYBaHHA MO BU3HAYEHHIO
BMICTy 3arasibHOro 6Gisika A1 3paska
1 FRZ npoMiXHOro KOHTPOSI0
npowecy BUpoBGHULTBA.
MponoHoBaHa 3MiHa He BN/INBAE Ha
TEeXHONOriYHUIA Npouec, AKui
3a/IMLLAETLCA NOBHICTIO HE3MIHHUM.
3 i€l NpnynHY BIACYTHSA
HEeOobXiAHICTb Y MPOBEAEHHI
pesanigauii npouecy. 3minu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHV BUNpOo6yBaHb a60
LOMyCTUMMX MEX Y npoLeci
BMPOG6HMLTBA ADI, L0 BCTAHOBEHI
y cneuudpikauisx (BUNy4eHHs
HecyTTEBOro BUNpPobyBaHHS)
BunyyeHHs HecyTTEBOrO
BUNPOOYBaHHA MO BU3HAYEHHIO
BMICTY 3arasibHOro 6ika ans 3paska
1/1 NpPOMI>XKHOTO KOHTPOJIIO NpoLecy
BMPOGHMLTBA. [ponoHoBaHa 3miHa
He BMMBa€E Ha TEXHOOTYHNIA
npoLec, Akuii 3a/IMLWaETbCA
MOBHICTIO HE3MIHHUM. 3 L€l NPUYnHU
BIICYTHA HEOOXifHICTb Y NPOBEAEHHI
peBanigauii npouecy. 3miHu | TUnYy -
3MiHu 3 aKocTi. A®l. BUpOGHULITBO.
3MiHn BUNpobyBaHb abo
[OMYyCTUMMX MeX y npoLeci
BUpO6HMLUTBA A®PI, L0 BCTAHOB/IEHI
y cneyudpikauisx (BU1ydYeHHs
HEeCyTTEBOro BUNPObyBaHHs).
BunyyeHHs HeCyTTEBOrO
BUNPOGYBaHHA MO BU3HAYEHHIO
cknapy 6inkiB gns 3paska 1/1
NPOMDKHOIO KOHTPOJIIO npoLecy
BMPOGHMLTBA.
MponoHoBaHa 3MiHa He BM/IBAE Ha
TEXHONOriYHUIA Npouec, AKui
3a/IMLIAETLCA NOBHICTIO HE3MIHHUM.
3 i€l NpnynHY BIACYTHSA
HEeOobXiAHICTb Y MPOBEAEHHI
pesanigauii npouecy. 3minu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHV BUNpO6yBaHb a60
LOMyCTUMKX MEX Y npoLeci
BMPOGHMLTBA ADI, L0 BCTAHOBEHI
y crneundikauisx (iHWwi 3miHu) -
BunyyeHHs BUNPOGYBaHHS, L0
MOXE BBaXaTnCA CyTTEBUM, HaBiTb
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

AKLLO Lie He YNHUTL BMN/IUBY Ha
AKICTb Ajl040i PeYOBUHM, a Came:
BW/TyYEHHSA BU3HAYEHHSA BMICTY
eTaHony gns 3paska 1/1 B
MPOMDKHOIO KOHTPOJIHO npoLecy
BMPOGHMLTBA. [ponoHoBaHa 3miHa
He BMMBa€E Ha TEXHOOTYHNIA
npoLec, Akuii 3a/IMWaeTbCA
MOBHICTIO HE3MIHHUM. 3 L€l NPUYnHU
BIICYTHA HEOOXiJHICTb Yy NPOBEAEHHI
peBanigauii npouecy. 3miHu | TURYy -
3MiHu 3 gKocTi. A®l. BUpOGHULITBO.
3MiHn BUNpobyBaHb abo
[OMYCTUMMX MeX Y npoLeci
BUpO6HMLUTBA API, L0 BCTAHOB/IEHI
y cneuudikauisx (iHWwi 3MiHm).
BunyyeHHs BunpobysaHHs, Lo
MOXe BBaXaTuca CyTTEBUM, HaBiTb
AKLLO Lie He YNHUTL BMN/IUBY Ha
AKICTb Ajl040i PeYOBUHM, a CaMe:
BW/TyYEHHSA BU3HAYEHHSA BMICTY
eTaHony Ans 3paska 1/B npoMixHOro
KOHTPOO NPOLeCy BUPOBHULTBA.
MponoHoBaHa 3MiHa He BNNBAE Ha
TEXHOMOTIYHWIA Npouec, SKnii
3aMLWIAETLCA NMOBHICTIO HE3MIHHUM.
3 L€l NpUYnHKN BIACYTHSA
HeOoOXiAHICTb Y NPOBEAEHHI
peBanigauii npouecy.

131.

TETAHYC
FTAMMA

PO3YUH NS iH'EKLN,
500 MO/2 mn; no 2
mn (500 MO) y
nonepeaHLo
HanoBHEHOMY
LUNPULLi 3 FO/IKOH0
ONA BBeAeHHs; no 1
LUNPULLY B KAPTOHHIN
Kopoo6Li

KEAPIOH
C.MA.

ITanisa

KEAPIOH C.IMN.A.

ITanis

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
akocTi. A®l. BUpo6HMUTBO. 3MiHM
BMNPO6YBaHb abo A0NYCTUMUX MEX
y npoueci BupobHuuTea Adl, wo
BCTaHOB/EHI y crieumdikayisix
(BMNYyYEHHSI HECYTTEBOIO
BMNPOGYBaHHSA) - BunyuerHs
HecyTTEBOro BMNPOOYyBaHHA Mo
BU3HAYEHHIO Cknagy 6inkis ans
3paska 1 FRZ npoMixHOro KOHTposio
npouecy BUPOGHULITBA. TaKoX,
BHECEHHS peflakLiiHUX 3MiH,
30Kpema, NokasHuk «bakrepianbHe
4ymcno» 3amiHeHo Ha «MikpobHe
YNCNO», SAKIi € TEXHIYHUMU
KOpPUryBaHHAMU Ta He MatoTb
)KOAHOrO0 BM/IMBY Ha CyTb pO34inis
focbe. MponoHoBaHa 3MiHa He
BM/IMBAE Ha TEXHOMOTIYHMIA Npouec,
AKUI 3a/IMLIAETHECA NOBHICTHO

3a peyenmom

UA/19360/01/02
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

HEe3MiHHUM. 3 L€l NPUYNHWN BiACYTHA
HEeOobXiAHICTb Y MPOBEAEHHI
peBanigauii npouecy. 3MiHu | Tuny -
3MiHn 3 axkocTi. A®l. BUpo6bHMLTBO.
3MiHn BUNpobyBaHb abo
[OMYyCTUMMX MEX Y npoLeci
BMPOGHULTBA ADI, LLIO BCTAHOBMEHI
y cneyudikauisix (BUIyyYeHHs
HecyTTEBOro BUMPOOyBaHHS).
BunyyeHHs HecyTTEBOro
BUNPOOYBaHHA MO BU3HAYEHHIO
BMIiCTy 3arasibHOro 6inika a1 3paska
1 FRZ npoMiKHOro KOHTPOSI0
npoLecy BUpoGHULTBA.
MponoHoBaHa 3MiHa He BNNBAE Ha
TEXHOMOTIYHWIA Npouec, AKuii
3aMLWIAETLCA NOBHICTIO HE3MIHHUM.
3 L€l NpUYnHKN BIACYTHSA
HeOoOXiAHICTb Y NPOBEAEHHI
peBanigauii npouecy. 3miHu | TURYy -
3MiHu 3 aKocTi. A®l. BUpOGHULITBO.
3MiHn BUNpobyBaHb abo
[OMYCTUMMX MeX Y npoLeci
BUpO6HMLUTBA API, L0 BCTAHOB/IEHI
y cneyudpikauisx (BU1ydYeHHs
HecyTTEBOro BUNPOOYBaHHS)
BunyyeHHs HeCyTTEBOrO
BUNPOGYBaHHA MO BU3HAYEHHIO
BMICTy 3arasibHOro 6Gisika A1 3paska
1/1 NpOMIDXHOTO KOHTPO/IKO Npouecy
BMPOGHMLTBA. MNMponoHoBaHa 3MiHa
He BMMBA€E Ha TEXHO/OTYHNI
npouec, Akuii 3aMwaeTbea
MOBHICTIO HE3MIHHVM. 3 L€l NpUUnHN
BiICYTHS HEOOXiAHICTb Y NPOBEAEHHI
peBanigauii npouecy. 3miHu | Tuny -
3MiHn 3 axkocTi. A®l. BupobHMLTBO.
3MiHu BUNpobyBaHb abo
[OMYyCTUMMX MEX Y npoLeci
BMPO6HMLTBA ADI, LLIO BCTAHOB/EHI
y cneyudikauisix (BUIy4YeHHs
HecyTTEBOro BUMPOOyBaHHS).
BunyyeHHs HecyTTEBOro
BUNPOOYBaHHA MO BU3HAYEHHIO
cknagy 6inkis Ans 3paska 1/1
NPOMIXXHOr0 KOHTPOIO npoLecy
BMPOGHMLTBA.
MponoHoBaHa 3MiHa He BNNBAE Ha
TEXHOMOTIYHWIA Npouec, SKuii
3IMLIAETLCS NMOBHICTIO HE3MIHHUM.
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3 i€l NprynHY BIACYTHA
HEeOobXiAHICTb Y MPOBEAEHHI
peBanigauii npouecy. 3MiHu | Tuny -
3MiHn 3 axkocTi. A®l. BUpo6bHMLTBO.
3MiHn BUNpobyBaHb abo
[OMYyCTUMMX MEX Y npoLeci
BMPOGHULTBA ADI, LLIO BCTAHOBMEHI
y cneuudikauisx (iHLwi 3miHwW) -
BunyyeHHs B1unpo6yBaHHS, Lo
MOXe BBaXaTucsa CyTTEBUM, HaBIiTb
AKLLO Lie He YNHUTb BMN/IUBY Ha
AKICTb Ajl040T peyoBrHU, a came:
BW/TyYEHHS BU3HAYEHHS BMICTY
eTaHony ans 3paska 1/1 B
NPOMDKHOrO KOHTPOJIIO npoLecy
BMPOG6HMLTBA. MponoHoBaHa 3MiHa
He BMMBA€E Ha TEXHOOTYHNI
npouec, Akuii 3anMwaeTbea
MOBHICTIO HE3MIHHVM. 3 L€l NpUUnHN
BiICYTHS HEOOXiHICTb y NPOBEAEHHI
peBanigauii npouecy. 3MiHu | Tuny -
3MiHn 3 aKkocTi. A®l. BUpo6bHMLTBO.
3MiHn BUNpobyBaHb abo
[OMYyCTUMMX MEX Y npoLeci
BMPOGHMLTBA ADI, LLIO BCTAHOBEHI
y cneuudpikauisx (iHWwi 3MiHm).
BunyyeHHs B1unpo6yBaHHS, Lo
MOXe BBaXaTucsa CyTTEBUM, HaBIiTb
AKLLO Lie He YNHUTb BMN/IUBY Ha
AKICTb Ajl040T peyoBrHU, a came:
BW/TyYEHHS BU3HAYEHHS BMICTY
eTaHony Ansa 3paska 1/B npomikHoro
KOHTPOIO NpoLecy BUPOBHNLTBA.
MponoHoBaHa 3MiHa He BN/IMBAE Ha
TEXHONOTIYHNIA Mpouec, KU
3a/IMLLAETLCA NOBHICTIO HE3MIHHUM.
3 i€l NpnynHY BIACYTHA
HEeOobXiAHICTb Y MPOBEAEHHI
peBanigauii npouecy.

132.

TETPAKCUM
®ITETRAXIM
BAKLVHA
ans
MPODINIAKT
VKN
OANOTEPI,
MPABLS,
KALLITHOKY
(ALEENONAP
HUNA

cycneHsia ans
iH'ekuii; no 1
nonepeaHLo
3anoBHeHOMY
wnpvuy no 0,5 mn
(1 po3a) 3
NPUKPINIEHO
rosnkoto (abo 2-ma
OKpemMVMU rofikamu),
L0 MICTUTb
cycneHsito ans

CaHodi
Mactep

®paHuisa

BVMPOGHMLTBO
roToBOro
Hepo3dhacoBaHoro
NPOAYKTY, KOHTPO/Ib
AKOCTi, BTOPVHHE
nakyBaHHs, BUMyCK
cepii: CaHodi
Mactep, ®paHuis;
NOBHUIA LMK
BMPOGHMLTBA,
KOHTPO/Ib SKOCTI,

PpaHuin/
YropumHa

BHECEHHS 3MiH [0 peecTpauiiHnX
Marepianis: 3miHu Il Tuny - 3miHu 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y

mMeTofax BunpobysaHHs A®| abo

BMXiAHOrO Marepiany/npomikHOro

npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoLeCi
BMpo6HULTBa AP (CyTTEBA 3MiHA Y
6ionoriyHoMy/imyHOMOr4HOMY/iMyHO

XIMIYHOMY MeTOAj BUNpo6yBaHHSA

abo MeTogi, y SiIKoMy

3a peyenmom

UA/13069/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
KOMMNOHEHT | iH’eKL;lA, B KAPTOHHIi BTOPUHHE BUKOPUCTOBYETLCA 6Gi0NOriYHMIA
)TA Kopoo6uji 3 nakyBaHHs, BUNYyCK peareHT gns 6ionoriyHoro A®l, abo
noniomMieni MapKyBaHHAM cepii: CaHodi oro 3amiHa) - 3aMiHa NOTOYHOro
TY yKpaiHCbKo ab0o MacTep, PpaHuis; pedgpepeHTHoro ctaHgapty CIC21R-
AACOPBOBA | aHrniiicbkoto, abo BTOPUHHE RCO5 Ha HoBWiT pechepeHTHWIA
HA, IHLWIMMW iHO3eMHVMU nakyBaHHs, BUMYCK ctaHgapt CIC23R-RCO3, wo
IHAKTUBOBA | mosamu; no 1 cepii: CaHodi- BUKOPWUCTOBYETLCA /1A TECTY Ha
HA, PIOKA nonepegHbL0 ABeHTiC 3pT., aHTUreHHICTb B Mpoueci
3anoBHeHOMY YropuyHa BMPOGHMLTBA [il040T PEYOBUHY
wnpuuy no 0,5 mn Pertussis Toxoid (PT), a Takox
(1 po3a) 3 peecTpauisi NpoToKony Kavtidoikawlii
NpUKpPINIeHo AN BUKOPUCTaHHSA 6y b-IKOT HOBOIT
ronkoto (abo 2-ma cepii pedpepeHTHOro cTaHaapTy B
OKpEMUMM TosIKamu), MalribyTHEOMY.
L0 MICTUTb TepMiH BBEEHHS 3MiH - YepBeHb
cycneHsito gns 2026
iH'EKU B KAPTOHHIN
KOpoo6Li, B siKilA
MiCTUTbCA
CTaHAapTHoO-
eKCropTHa ynakoBka
Ta IHCTpyKUis Ans
MeAnYHOro
3aCTOCYyBaHHSA 3
MapKyBaHHAM
yKpaiHcbko abo
aHrnilicbkoto, abo
IHLIMMW iHO3eMHVMU
MoBamu
133. | TIKOBAK cycneHsia ons Mdpaiizep CWA KOHTPO/Ib SIKOCTI: IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/16695/01/01
BAKUMHA iH'ekuii no 2,4 Eiy.Ci.Mi. EYPOO®IHC AscTpis/ marepianis: 3MiHu | Tuny - 3mMiHu 3
ans Mkr/0,5 mn, no 0,5 Kopnopeiiw BIO®PAPMA Benbris AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
MPO®INTAKT MJ1 cycrneHsii y H MPOJAKT TECTIHI 3MiHM Y BUpOBHULTBI. 3amiHa abo
KN nonepegHL0 CMEWNH, C.J.Y, BBEJEHHS A0AaTKOBOI AifIbHUL
KNiwoBoro HarnoBHeHOMY IcnaHis; KoHTposb BVMPOGHMLTBA A1 YaCTUHU abo
EHUE®ANITY | wnpuyji; no 1 skocTi: Mecpaiizep BCbOro BUPOOHUYOro npouecy
KYNbTYPAN wnpuy MeHtohekuypuHr roTOBOrO JliKapCbkoro 3acoby (iHLwui
bHA BK/1aZlEHOMY Y AscTpisa F'M6X, 3MiHN). [JlogaBaHHS KOMMaHii
IHAKTUBOBA | 6nicTtep; no 1 ABCTpIS; Sterigenics Minerbio (ITanis) sk
HA 6nictepy Ta BUPOBHMLTBO MaiJaHumka gns raMmma-
OUYNLEHA OKpPEMOIO TOJIKOK Y npoaykTy y chopmi in cTepunisauii KOBNaykiB HAaKOHEYHMKa
COPBOBAHA | KapTOHHiii KOpo6Lii bulk; HanoBHeHHs wnpuya. 3miHv | Tuny - 3MiHu 3

wnpuyis,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Ib SIKOCTI,
BUWMYCK Cepii:
Mdpaiizep
MeHtoekuypuHr
Benbrisa HB,

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOGHULTBI. 3MiHN
BUNPo6yBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig
yac BMPOGHMLITBA FOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHu).
BrnipoBakeHHss METoAMKN
BM3HAYEHHSI BMICTY a/TlOMiHitO 3
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

Benbrisi; KOHTpONb
siKocTi: CI'C /a6
CimoH CA , benbris

BMKOPUCTaHHAM GNMXHBOI
iHtbpauepBOHOI cnekTpockonii Ha
[04aTKOBOMY CNeKTpopoTOMETpi,
LLI0 BUKOPUCTOBYETLCSA
6e3nocepefHbO Ha BUPOOHWYIN MiHiT
AK TECT AN KOHTPO/O B NPOLLECi
BMPOGHMLTBA Mif Yyac eTany
HanoBHEHHS. ICHytoue obnafHaHHs,
LLI0 BUKOPUCTOBYETLCA N0O3a
BMPOBHMYOIO NiHiE B naboparopii
KOHTPO/IO AKOCTI, 3a/INLLAETLCSA B
ekcnnyaTtauii sk pesepsHe. 3MiHW 0
3apeecTpoBaHOi aHaNiTUYHOI
MeTOAVKM He nepefbayaoTbCs.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHMiA 3aci6.
3MiHa nocTavasibHMKa nakyBaibHUX
marepianis abo KOMNAEKTYHUNX
(AKLLL0 3a3HaYeHO B JOCHE)
(BUNYyYEHHA NocTavasibHUKA)
OHOB/EHHA aApecu nocTavyasibHMKa
KOBMAaYKiB HAKOHEYHWKa — KOMMaHii
Aptar Stelmi. MocTavyanbHUK
BMPILLVB 06’€gHaTK BCi BUPOGHMYI
6yaiBni Ha MaligaHuuky B 'paHBini
nif, €AVMHOI0 MOLUTOBO afpecoto,
Lo BigobpaxeHo B po3gini 3.2.P.7
Cuctema yKyrnoproBaHHs.
YXKoAHUX 3MiH Y NOTOYHUX
BMPOGHMUMX NpoLiecax abo byaiBnaax
He Big6byBa€eTbCA. 3MinHu Il TNy -
3MiHu 3 siKoCTi. [OTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo foAaBaHHS AinbHUL, Ha
SKilA 3AIACHIOETLCA KOHTPO/Tb
AKOCTI/BUNpoBYyBaHHA cepii Ans
6ion10riYHOro/iMyHOMOriIYHOrO
niKkapcbKoro 3acoby, Ta 6yab-sAKoi
OiNbHULI, Ha SIKili 3aCTOCOBYETbLCA
6i0N10MYHMIA/IMYHONOTYHWIA MeTOop,
BMNPOGYBaHHS). 3amiHa
MaigaHuuka Mdpaiizep
MeHtohekuypurHr ABCTpis TM6X Ha
Mdpaiizep MeHoekuypuHr Benbris
HB 5K MicLA NpoBeAeHHSA KOHTPOII0
SIKOCTi 3a MokasHMKOM "CTyniHb
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep

n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o

3acoby ynakoska) nocsio4yeHHs1
aacopbuii" ansa rotoBoro
nikapcbkoro 3acoby. TpaHcdep
aHasliTUYHOT MEeTOANKN AN
BM3HAYEHHS CTyneHs agcopouii
6y10 NPOBEAEHO LUIAXOM
NOPIBHANBbHOMO TECTYBaHHS OfHI€l
cepii roToBOro nikapcbkoro 3acoby,
BMPO6IEHOT Ha MaifaHumKy
Mdpaiizep MeHoekuypuHr Benbris
HB. 3MiHK [0 camoi MeToAnKM
BMNPOGYBaHHA CTyneHs afacopouii
He BHocuamcs. OTpUMaHi
pe3synbTaTy NiATBEPLKYIOTb
ychilwHniA TpaHcdep Ta
KBaiikauito maligaHuuka Mdpaiizep
MeHtodekuypuHr benbris HB ana
NpoBefeHHA BUNPOGYBaHHA CTyNeHs
aacopbuii.

134. | TIKOBAK cycneHsia gns Mdpaiizep CWA KOHTPO/Ib SIKOCTI: Icnanis/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/16694/01/01
MDKYHIOP iH'ekuii mo 1,2 Eiiy.Ci.Mi. EYPO®IHC AscTpis/ Marepianis: 3MiHu | Tuny - 3MiHu 3
BAKUVHA Mkr/0,25 mn, no 0,25 | Kopnopeiiw BIO®APMA Benbris sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
ana M/ CyCneHsil y H MPOJAKT TECTIHI 3MiHn y BUPO6HMLTBI. 3amiHa abo
NMPO®INAKT nonepegHL0 CMEWVH, C.1.Y, BBEAEHHS 40AATKOBOI AiNbHUL
KN HarnoBHeHOMY IcnaHist; KOHTPOsIb BUPOGHMLTBA A/151 YacTnHU abo
KniwoBoro wnpuyi; no 1 sKocTi: Mdparizep BCbOr0 BMPOBHMYOrO npouecy
EHUE®ANITY | wnpuuy MeHoek ypuHr roTOBOrO Jlikapcbkoro 3acoby (iHLwi
KYNbTYPAN BK/1aJEHOMY Y ABcTpist TM6X, 3MiHW). JjogaBaHHs KoMnaHii
bHA 6nictep; no 1 ABCTPIS; Sterigenics Minerbio (ITanis) sk
IHAKTUBOBA | 6nicTepy Ta BVMPOGHMLTBO MalifjaHuuka anasa raMMa-

HA OKPEeMOtO FONKoK y npoaykTy y dhopmi in cTepunisauii KoBnaykiB HaKOHEYHNKa
OYUNLLEHA KapTOHHI Kopo6Lyi bulk; HanoBHeHHs wnpuya. 3miau | Tuny - 3MiHn 3
COPBOBAHA LnpuLiB, AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
nakyBaHHs, 3MiHM Y BUPOOHULTBI. 3MiHN
MapKyBaHHS, BMNpobyBaHb abo JOMYCTUMUX MEX,
KOHTPO/Ib SIKOCTI, BCTAHOB/IEHNX Y cneundikauisx, nig,
BUMYCK cepii: yac BMPOGHMLITBA FOTOBOrO
Mdpaitzep nikapcbKoro 3acoby (iHLWi 3MiHw).
MeHtodekuypuHT BnpoBafkeHHA MeToANKN
Benbrist HB, BMU3HAYEHHS BMICTY a/TtOMIHitO 3

Benbrisi; KOHTpONb
sKocTi: CI'C /a6
CimoH CA , benbris

BMKOPUCTaHHAM GNMXHBOI
iHcbpauepBOHOI cnekTpockonii Ha
[04aTKOBOMY CNeKTPopoTOMETpI,
LLIO BUKOPUCTOBYETHCSA
6e3nocepeHbO Ha BUPOOHMYIN MiHiT
SIK TECT A4/19 KOHTPO/II0 B NPOLECi
BMPOGHMLTBA Mif Yyac eTany
HanoBHEHHS. ICHytoue obnafHaHHs,
LLI0 BUKOPUCTOBYETHCA N0O3a
BMPOBHMYOIO MiHiE B naboparopii
KOHTPO/HO SKOCTI, 3a/IMLLIAETHCSA B
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1

ekcnnayaTtauii K pesepsHe. 3MiHu Ao
3apeecTpoBaHoi aHaNiTUYHOI
MeTOAVKM He NepefbayatoTbCs.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHuii 3aci6.
3MiHa nocTadasibHVKa NaKyBasibHUX
matepianis abo KOMNIEKTYHUNX
(AKLL0 3a3HAaYEHO B OCHE)
(BUNYYEHHA NOCTaYasIbHMKA)
OHOB/EHHA aApecu nocTavyasibHMKa
KOBMaYKiB HaKOHEYHWKa — KoMMaHil
Aptar Stelmi. MocTavyanbHuK
BMPILLMB 06’€QHATM BCi BUPOGHMWYI
6yaiBni Ha MalifaHuuky B 'paHBini
nif, €4MHOI0 NOLUTOBOK aApecoto,
Lo BigobpaxeHo B po3gini 3.2.P.7
Cuctema yKynoproBaHHs.
YXKoaHUX 3MiH Y NOTOYHUX
BMPOGHMUYMX NpoLiecax abo ByAiBaax
He Bif6yBa€eTbCA. 3MiHu Il TNy -
3MiHW 3 SIKOCTi. TOTOBWIA NiKapCbKuii
3aci6. 3mMiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHUL, Ha
AKI 3AiACHIOETLCA KOHTPO/Tb
AKOCTI/BUNpOBYBaHHA cepii Ans
6ionoriyHoro/iMmyHos0ryHoro
NiKkapcbKoro 3acoby, Ta 6yab-sKoi
OiNbHUL, Ha SIKili 3aCTOCOBYETHCSA
6ioN10riYHMIA/iIMyHONOrYHNI MeTop,
BMNPOGYBaHHs). 3amiHa
maligaHuuka MNdpaiizep
MeHtodrekuypuHr ABCTpis TM6X Ha
Mdcpalizep MeHtodekuypuHr Benbris
HB 5K MicLA NpoBeAEeHHS KOHTPOTH0
AIKOCTi 3a NokasHuKoM "CTyniHb
aacopbuii" ansa rotoBoro
nikapcbkoro 3acoby. TpaHcdep
aHasliTUYHOT MeTOANKN ANA
BM3HAYEHHS CTyneHs agcopouii
6y10 NPOBEAEHO LUIAXOM
NOPIBHANBbHOrO TECTYBaHHS OfHI€l
cepii roToBOro nikapcbkoro 3acoby,
BMPO6IEHOT Ha MaifaHumKy
Mdpaiizep MeHoekuypuHr Benbris
HB. 3MiHK [0 camoi MeToANKM
BMNPOGYBaHHS CTyneHsi agcop6buii
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
He BHocuAucs. OTpumaHi
pe3ynbTaTv NigTBepAKY0Th
ycniwHwnii TpaHcdep Ta
KBanicpikauito marigaHuvka Mcpaiizep
MeHtocbekuypuHr Benbrisa HB gns
NpoBefeHHA BUNPOGYBaHHA CTyneHs
aacopbuii.
135. | ®APUHIOCE | nboasHWKM CaH IHAjsA Tepanis AT PymyHis BHECEHHS 3MiH O peecTpavLiiiHnX 6e3 peyenma nionsizae UA/17721/01/01
nT 3l npecosaHi, no 10 mr; | $apmacbioT mMartepianis: 3miHu | TUny -
CMAKOM no 10 NboAsHUKIB y nkan AOMiHiCTpaTMBHI 3MiHU. 3MiHa
M'ATUN 6nicTepi, no 2 IHaacTpi3 HalilMeHyBaHHs Ta/abo agpecy Micus
6nictepn y NimiTen NPOBaPKEHHS AIS/IbHOCTI
KapTOHHI Kopo6Lyi BMPOGHMKa/iMnopTepa rotosoro
nNikapcbKoro 3acoby, BKIoUaUn
OinbHUL BUNYCKY cepil abo micue
NpPOBELEHHS KOHTPOJTHO SKOCTI.
(@isnbHICTb, 3a AKy Bignosigae
BMpPOGHUK/IMMNOpTEp, BKIOYaKUM
BMNYCK Cepiin). 3miHa agpecu
BMpOGHMKa /13, a came 3MiHa
NnoLITOBOrO iHAekca. BupobHuya
AinbHUUSA, Ha3Ba Ta yci BUPOOHMI
onepaw;ii 3a/MwatTbCAa He3MIHHUMK.
3MiHV BHECEHO B IHCTPYKLiO ANs
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"Micue3HaxoKeHHA BUPOOHUKa Ta
ajpeca Micus NPoOBaKEHHS 10T
LisiNbHOCTI" 3 BigNoBigHMMYN 3MiHAMMW
B TEKCTi MapKyBaHHS yNakoBOK.
TepmiH BBEAEHHSA 3MiH NPOTAroM 6
MicALB Nic/1a 3aTBepAKEHHS.
136. | PEKCO®PEH- | Tabnetku, BKpUTI CaHoBesnb TypeyuunH CaHosenb 1nay TypeyunHa BHECEHHS 3MiH [0 peecTpavyiiiHnx 6e3 peyenma UA/10632/01/01
CAHOBE/1b naiBKOBOIO Inau Canai a CaHai Be Tugxapet marepianis: 3miHu | Tuny -
060/10HKO0, Mo 120 Be A.LL. AOMiHICTpaTUBHI 3MiHW. 3MiHa
mr; no 10 TabneTok TupxapeT HalimeHyBaHHs Ta/abo agpecu
y 6nicTepi; no 1 abo A.LL. 3asBHMKa (Bf1acHMKa
2 6nictepuy peecTpaviiiHOro NocBigYEHHST).
KapTOHHI KopooLyi 3miHa agpecu 3asBHUka CaHoBesb
Insau CanHai Be TugxapeT A.LL.,
TypeydnHa
137. | ®PEKCO®PEH- | TabneTku, BKpUTI CaHoBenb TypeyuunH CaHoBenb Insy TypeyunHa BHECEHHS 3MiH [JO peecTpaviliHnx 6e3 peyenma UA/10632/01/02
CAHOBE/1b NNiBKOBOKO Insy CaHai a CaHai Be Tugxapet martepianis: 3miHu | Tuny -
060/10HKOt0, No 180 Be A.LL. AOMiHICTpaTUBHI 3MiHW. 3MiHa
mr; no 10 TabneTok TupxapeT HaliMeHyBaHHs Ta/abo agpecu
y 6nicTepi; no 1 abo A.LL. 3asBHMKa (B/1acHMKa

2 6nictepuy
KapTOHHi KopobLyi

peecTpauiiiHoOro NocBigYEHHS).
3MmiHa agpecy 3asBHuKa CaHoBeNb
Insy CaHai Be TugpxapeT A.LLL.,
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
TypeyunHa
138. | ®ITONIT Kancynu, no 10 TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 peyenma UA/3650/02/03
DOPTE H Kancyny 6nictepi; BO 3 BUPOGHMLTBA, Matepianis: 3MiHu | TUNY - 3MiHK
no 3 a6o 6 6nictepis | OBMEXXEH KOHTPO/Ib SIKOCTI, wozo 6e3snekn/ehekTMBHOCTI Ta
Y KapTOHHIlA Kopoobui (e]0] BUWMYCK Cepii: hapmakoHarnsgy (iHwi 3miHun)
(ans BupobHUKa BIAMOBIOA ToBapucTBO 3 OHOBNEHO TEKCT MapKyBaHHS
ToBapucTso 3 NbHICTHIO obmexeHoro NepPBUHHOI Ta BTOPUHHOT YNaKkoBKM
o6MmexeHo «KOPTTOPA BiANOBIAA/TLHICTIO nikapcbkoro 3acoby, a came
BigNoBiga/IbHICTIO LA "PapmaueBTUYHa BWJTy4YEeHO iHGhopMaLito, 3a3HaveHy
"®apmaueBTnyHa «300POB’'A KOMNaHis POCIACEKOIO MOBOIO, BHECEHO 3MiHU
KOMMaHis » "3p0pos'a”, YkpaiHa; y Aesiki MyHKTW nepBuHHOI (M. 2, 4, 5,
"3p0poB’sa", BCi cTagii 6) Ta BTOpUHHOI (N. 2, 11, 17)
Ykpaina); no 10 BUPOGHMLTBA, yNakoBKW NiKapcbKoro 3acoby, a
Kancyn y énicrepi; KOHTPO/Ib SIKOCTI, TaKoX 3p06/IEHO HE3HAYHI
no 6 6nictepis y BUNYCK cepil: peakLiiiHi npaBku. BBeAeHHS 3MiH
KapTOHHI Kopo6Lyi ToBapucTBO 3 npoTArom 6-Tn MicALiB micns
(ansa BnpoGHMKa o6MexeHo 3aTBEPIKEHHS.
ToBapucTBo 3 BiANoBiga/IbHICTIO
06MEXEHOI0 "®APMEKC Irpynm",
BigNoBiga/IbHICTIO YkpaiHa
"®APMEKC IPYM",
YkpaiHa)
139. | ®NIOTTO Kpanni ByLwHi, no 15 JenbTa LLiBefuapi Brpo6HMLTBO PymyHis BHECEHHS 3MiH O peecTpaviiiHnX 6e3 peyenma UA/15844/01/01
MJ/1 PO3UMHY Y Megiken a Hepo3gacoBaHo! MaTepianis: 3miHu | TMny - 3MiHK 3
doNakoHi- [MpomoyLuH3 npoayKuii, NnepBuHHe AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KpanesibHuuj; no 1 Al nakyBaHHs, 3MiHN Yy BUPOGHULTBI. 3MiHa
hNakoHy- BUNPOGYBaHHSA iMnopTepa/3miHu, L0 CTOCYIOTbCA
KpanenbHuLi y KOHTPO/IHO AKOCTI BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
KapTOHHI Kopo6Lyi (XiMiYHI/i3nYHI rOTOBOrO J1iKapCbKOro 3acoby
NOKa3HWKK), BUNYCK (3amiHa ab0o fofaBaHHS AibHUL, Ha
cepii: AKIl 30iACHIOETbCA
Pomdapm KomnaHi KOHTPO/b/BMNPOGYBaHHS cepil)
CP/T, PymyHisi; 3amiHa ginbHULi Ha sikil
3[iICHIOETLCA BUNPOBYBaHHA
BTopuHHe KOHTPO/Ib AKOCTi (MiKpObioIOriyHi
nakyBaHHs, nokasHuku) N3 B1upobHuKa
BMNPOGYBaHHSA POM®APM KOMMAHI CP/1. 3MiHn |
KOHTPOJIH0 SIKOCTI TUny - 3MiHK 3 sKocTi. FoToBWIA
(mikpob6ionoriyHi nikapcbkuii 3aci6. 3MiHn y
MOKa3HWKN): BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
Pomdapm KomnaHi [04aTKOBOI [i/TbHUL BUPOGHMLTBA
CPNl, PymyHist ONs yacTuHM abo BCbOro
BMPOBHMYOro NPOLEeCy roToBOro
nikapcbKoro 3acoby (ginbHUUSa ans
BTOPVHHOrO NakyBaHHS) 3amiHa
BMPOGHWYOI AiNTbHNL BTOPUHHOTO
nakyBaHHs1 /13 BUpoGHMKa
POM®APM KOMMAHI CP/1.
140. | PPIP/IO PO3YMH pPEeKTATbHUNA, TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 40 peecTpaLiiHnx - UA/21062/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
KNISMA 21,4r1/9,418B 118 "TNEAPAP NBT NTA marepianis: 3MiHu | Tuny - 3MiHu 3
M, in bulk: Ne 36 M AaTa” AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
(1x36) dnakoHis: no Cucrema
133 mn y chnakoHi 3 KOHTelHep/3aKkynoptoBasibHUiA 3aci6.
iHAYKUiHO 3MiHa po3Mmipy ynakoBKu rOTOBOrO
Mem6paHoto, nikapcbKoro 3acoby (iHLi 3MiHK) -
HaKOHEYHWKOM Ta BBE[EHHS 0AATKOBOI YNakoBKW Y
KoBnaykom; no 36 dhopwi in bulk y 3B'A3ky 3
hnakoHiB y BUPOBHNYOI HEOBXIAHICTIO
KapTOHHi Kopobui
141. | ®PIDO PO34YUH PEKTaUTbHUIA, TOB YkpaiHa KYCYM XENTXKEP IHAisa BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 peyenma UA/17753/01/01
KNISMA 21,4r1/9,41B118 "TNEAPAP NBT NTA MaTepianis: 3miHu | TUny - 3MiHK 3
M, no 133 mny M AaTh" SIKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
chnakoHi 3 Cucrtema
iHAYKLiHO KOHTelHep/3aKkynoptoBasibHUiA 3aci6.
MemMb6paHoto, 3MiHa po3mipy ynakoBKu rOTOBOro
HaKOHEYHUKOM Ta nikapcbKoro 3acoby (iHLwi 3MiHN) -
KoBMnaykom; rno 1 BBE/eHHS 0AATKOBOI YNaKkoBKN Y
dNakoHy y dhopwmi in bulk y 38'A3ky 3
KapPTOHHII ynakoBLii BMPOBGHMYOK HEObXiAHICTIO
142. | LEPEBPOKY PO3YMH NS iH'EKLN, TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/7516/01/01
PUH® 2 mr/mn; no 0,5 mn B marepianis: 3miHu | Tyny - 3MiHKn

amnyni; no 5 amnyn
y KOpOO6LUj 3 KapTOHY
3 nosliMepHoLo
4apyHKOBOIO
BK/1AAKOH; MO 2 MA
B amnyni; no 5 abo
10 amnyn y kopobui
3 KapTOHY 3
noniMmepHo
4apyHKOBOIO
BK/18/1KOI0

Loao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo

cucTemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnasgy, 3miHa
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobm
3 (hapmakoHarnsagy 3asasHuKa o/
3piicCHEHHs1 hapmakoHarnsgy B
YKpaiHi, AKLLO BOHA BigMiHHA Bif
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANOBIAa/ILHOT 32 hapmakoHarnsa.
[Litoua pepakuin: Kanota AniHa
OnekcaHgpiBHa. MNponoHoBaHa
pepakuis: CaByeHko Hatanis
BiTaniiBHa. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOI 0CO6W 3as1BHIIKA,
BiANOBIAa/ILHOT 32 hapmakoHarnsa.
3MiHa MicLle3HaxoMKEHHSA MacTep-
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
(paiina cuctemun chapmakoHarnsgy
Ta BBEJEHHS 110ro Homepa. 3miHa
MicLA 34iACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHariagy.
143. | ULUNPOBEN® | Tabnetku, BKpUTI HOBE TypeuuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a peyenmom He UA/5015/01/01
060/10HKO!0, N0 500 INIAY CAHAT a CAHAI BE martepianis: 3MiHu | TUMY - 3MiHN nidnszae
Mr M0 7 TabneTok y BE TIODKAPET A.LL. wozo 6e3snekn/ehekTMBHOCTI Ta
6nicTepi; no 2 TIOXXAPET thapmakoHarnsgy. 3miHa y KopoTkili
6nictepu B A.LL. XapakTepucTuLi nikapcbKoro 3acooby,
KapTOHHI ynakoBL; TEKCTi MapKyBaHHS Ta iHCTPYKLji 4ns
no 4 tabnetkn y MeAMYHOro 3aCTOCYBaHHSA Ha
6nictepi; no 1 nigcTasi peryssipHoO OHOBJ/1HOBAHOIO
6nictepy B 3BiTy 3 6€3neKun NiKapcbkoro 3acooby,
KapTOHHI ynakoBL; abo gocnimkeHb 3 6e3nekn
no 14 Tabnetok y 3aCTOCYBaHHSA /ikapcbKoro 3acoby B
6nicTepi; no 1 nicnsapeecTpauiiiuii nepiog, abo sk
6nictepy B pe3ynbTaT OLiHK/ 3BITYy 3
KapTOHHI ynakoBLi nocnigpkeHb, NpoBefeHnx
BIANOBIAHO A0 NAaHy negiatpuyHnX
pocnigpkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YMNOBHOBaXXEHUM
opraHom).
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAUYHOr0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby A0 posainy
"Mo6iuHi peakwji" BigNoBigHO A0
pekomeHaauiii PRAC. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepKeHHs.
144. | AHYBIA TabneTku, BKPUTI Mepk Wapn i | LBeiuapi Bunyck cepii, HigepnaHan BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/9432/01/03
nAiBKOBOIO [oym |[OEA A TeCcTyBaHHA npu / Benuka marepianis: 3miHu | Tuny -
060s10HKot0, No 100 rM6X BUNYCKY: BpuTanis/ AOMiHICTpaTVBHI 3MiHW. BuyyeHHs
mr; no 14 TabneTok Mepk Wapn i Joym ITania BMPOBHNYOT AiNbHUL (BKNOYaOUN

y 6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lli

B.B., Higepnanau;
Brpo6HMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
OpraHoH ®apma
(Benuka BputaHis)
Nimiten, Benvka
BpuTaHis;
TecTyBaHHA
cTabifbHOCTI:
EypocpiHc Bionab
Cpn, ITanisa

AinbHuui Ana A®l, npoMixHoro
npoAyKTy abo roToBOro /ikapcbKoro
3acoby, AiNbHUL 4718 NPOBEAEHHS

nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiid,
MicLle NpoBeAEHHSA KOHTPOIO cepil)
abo noctavasibHUKa BUXiAHOrO
marepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3HayeHo y A0Cbe). BunyyeHHs
BMpoGHUuKa N3 EypodpiHc Bionab

Cpn, ITania B AKOCTi BUPOBHWMKA,
BiANOBIAA/IbHOrO 3a TECTYBaHHA Npu
Bunycky wono NTTP. 3miHu Il Tuny -
3MiHu 3 sikocTi. FoToBWMIA NikapcbKuii

3aci6. KoHTposib roToBOro
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKkapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs1
nikapcbkoro 3acoby. 3miHa

napameTpiB cneuyudikauiii Ta/abo
[0MNYyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (3miHa
3HaxoAMTbCA Mo3a 3aTBepAKEHVMN
[0NYyCTUMUMKN MeXamu
cneumdikaiii).
3MiHM JONYCTUMUX MEX
cneundikayii FN3 ana tecty NTTP 3
“<0,37 ppm” Ha “<1,00 ppm”
BiANoBiAHO A0 ouiHkn CPCA ( Migxig
[0 KaTeropusau,ii KaHLeporeHHot
NOTY)XXHOCTI). BunyyeHHs 3i
cneuudikayii /13 napameTpy “npu
BUMYCKY” /19 NPOBEAEHHA
TecTyBaHHA Wwoao NTTP y 3B8'A3Ky 3i
3MiHaMK JONYyCTUMUX MEX.
BBefeHHA 3MiH NPOTArom 6-1n
MiCALIB MiCNsA 3aTBEPKEHHS

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

B.o. HauaTLHUKA
dapManeBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO
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