MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

08 >xoBTeHb 2024 poKy Ne 1714

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

5. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KoHTpo/b 3a BUKOHAHHSIM 1IbOTO HaKa3y IMOK/IaCTU Ha MepIIoro 3acTymHUKa
Minictpa Cepris [Jy6poga.

MiHuicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 08 xoBTHA 2024 poky Ne 1714

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby yrnakoskKa) nocsioYyeHHs1
1. | AKCUTUHIB- TabneTtkn, BKPUTI MicTpan AHrnis CiHTOH XicnaHisi, IcnaHis peecTpavuis Ha 5 pokis 3a He UA/20632/01/01
BICTA N1iBKOBOIO Kenitan C.N. peyenmom nionsizae
060/10HKO, N0 1 Mr; | MeHeaXMeHT MepiognyHICTb NOAaHHA PerynspHo
no 7 TabneTtok y Nimiten OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
6nicTepi, no 8 Mopsaky 34iicHeHHs hapMakoHarisay,
6nictepiB y 3aTBEPKEHOro Haka3oM MiHicTepcTBa
KapTOHHIW nayu,i OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMu, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
2. | AKCUTUHIB- TabneTkn, BKPUTI MicTpan AHrnis CiHTOH XicnaHisi, IcnaHis peecTpauis Ha 5 pokis 3a He UA/20632/01/02
BICTA NNiBKOBOO Kenitan C.J. peyenmom niosnsieae
060/10HKO, N0 5 Mr; | MeHeaXMeHT MepioanyHICTb NoAAaHHA PerynspHo
no 7 TabneTtok y Niviten OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
6nicTepi, no 8 Mopsaky 3a4iicHeHHs hapMakoHarasay,
6nictepiB y 3aTBEPKEHOro Haka3oM MiHicTepcTBa
KapTOHHIW nayu,i OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMUN Y
nepiogNYHOCTI NOAAHHSA PerynspHUX 3BITiB 3
6e3neku.
3. | TBAU®PEHE3 | kpucTanivyHuii MpAT YkpaiHa CuHTOKEM Jlabc IHgis peecTpauis Ha 5 pokis - He UA/20630/01/01
NH NOPOLLOK "papmaueBTun MpaiBart JlimiTeq niosnsieae




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
(cybeTaHuis) y YyHa chipma
nakeTax noABinHUX "fNapHuus"
nonieTnIeHoBmX
ans
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
4. | IMATUHIB- TabneTku, BKpUTI Mictpan AHrnis PEMELIKA NTA Kinp peecTpauis Ha 5 pokis 3a He UA/20633/01/01
BICTA AC nNiBKOBOIO Kenitan peyenmom niosnsieae
060n0HkKot0, No 100 MeHeKMeHT MepioAnyHICTb NOAaHHSA perynsipHo
mr: no 10 TabneTok Nimiten OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
y 6nictepi; no 3 Mopsaky 3aiicHeHHsT hapMakoHarasay,
6nicTepu B nay, 3 3aTBEpPKEHOro Hakasom MiHicTepcTea
KapTOHY OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
5. | IMATUHIB- TabneTku, BKpUTI MicTpan AHrnIA PEMEAIKA NTA Kinp peecTpauis Ha 5 pokis 3a He UA/20633/01/02
BICTA AC nNiBKOBOIO Kenitan peuyenmom nionsieae
060n0HKot0, No 400 MeHeKMeHT MepioAnyYHICTb NOAaHHSA perynsipHo
mr: no 10 TabneTok Nimiteq OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
y 6nictepi; no 12 Mopsaky 34iicHEHHsT hapMakoHarasay,
6nicTepis y nauui 3 3aTBEpPKEHOro Hakasom MiHicTepcTBa
KapTOHY OXOPOHW 3[40POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.
6. | PUITPACTU PO34uH ANs iH'eKLjin ToBapucTBO 3 Ykpaina BVMPOGHMLTBO I13pains/ peecTpadis Ha 5 pokis. 3a He UA/20634/01/02
M-BICTA abo iHdpysili no 48 06MexeHo roTOBOI NiKapCLKOI Nutea peyenmom nionszae
M/IH MO/0,8 m; no BignoBigasIbHi doopMu, NepBUHHA MepioAnYHICTb NOAAHHST PETY/IAPHO
0,8 mn (48 mniH MO) cTio "BYCT Ta BTOPUHHa OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
y nonepeaHbLo PAPMA" ynakoBKa, Mopsaaky 3aiicHeHHa hapMakoHarnagy,
HarnoBHEHOMY KOHTPO/Tb SIKOCTI, 3aTBepKEHOro Haka3om MiHictepcTea
wnpuui, 3 BMNYCK cepil: OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyHA
NPUCTPOEM A/1A TeBa 2006 poky Ne 898, 3apeecTpoBaHoOro B
6e3neyHoro dapmaueBTikan MiHicTepcTBi tocTuuii Ykpainm 29 ciunsa 2007
BBEJEHHS; No 5 IHgacTpi3 NTa., poky 3a Ne 73/13340 (y pepaxuii Hakasy
nonepeaHLo 13pains; MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
HarnoBHEHMNX KOHTPO/Tb SIKOCTI: 26 BepecHsi 2016 poky Ne 996), CTaHOBUT:




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
LINpULIB 3 FOAB TeBa 3rigHO 3i CTPOKaMK, 3a3Ha4YeHMUN Y
NPUCTPOEM AN BanrTikc, NlutBa nepiognuYHOCTI NOAAHHSA pPerynsipHUX 3BiTiB 3
6e3neyHoro 6e3neku.
BBEJEHHS y nauui
7. | ®UITPACTU PO34UH AN1s1 iH'eKLin ToBapucTBO 3 YKkpaiHa BMPOGHNLTBO 13pains/ peecTpadisi Ha 5 pokis. 3a He UAI/20634/01/01
M-BICTA abo iHdysin no 30 06MexeHo roTOBOI NiKapCbKOi NutBa peyenmom nionsizae
mnH MO/0,5 mn; no BiANOBIAa/TbHI chopmMu, nepBUHHA MepioAnyHICTL MOAAHHS perynsipHo
0,5 mn (30 mniH MO) cTi0 "BYCT Ta BTOPUHHA OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
y nonepefHLo PAPMA" ynaKoBKa, Mopsaky 34iicHeHHs dhapmMakoHarisay,
HarnoBHEHOMY KOHTPO/b SKOCTI, 3aTBepXeHOro Haka3om MiHicTepcTBa
wnpuui, 3 BMNYCK cepil: OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
NPUCTPOEM /18 TeBa 2006 poky Ne 898, 3apeecTpoBaHOro B
6e3neyHoro dapmaueBTikan MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
BBEJEHHS; No 5 IHpacTpi3 NT4,., poky 3a Ne 73/13340 (y pefaxuii Hakasy
nonepegHL0 13pains; MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
HanoBHEHMUX KOHTPO/Ib SIKOCTI: 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
Lnpu1uis 3 OAB TeBa 3rigHO 3i CTPOKaMu, 3a3HaYeHnMn y
NPUCTPOEM ANA Bantikc, Nlutea nepioguyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neyHoro 6e3neku.

BBEAEHHS y nauui

B.o. Haua/IbLHUKA
dapManeBTUYHOT0 yIIpPaB/IiHHA

Onekcanap I'PIHEHKO




IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Biz 08 >xoBTHA 2024 poky Ne 1714

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

BAPIIO
CYNbOAT gnsa
PEHTIFEHOCKOM
i

NOPOLLIOK A/1A
NpUroTyBaHHs
cycnensiino 80 ry
nakeTi; no 10
nakeTiB y Kopobu,i 3
KapToHy

TOBAPUCTBO
3
OBMEX>XEHOO
BIAMOBIJANBH
ICTHO
«KOPIMOPALIA
«300POB’A»

YKpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAA/IBHICTIO
"@apmaueBTuyHa
KoMMaHis
"3popos'a”

YKpaiHa

nepepeecTpauis Ha HeobMexeHwi
TEPMIH
OHOoB/EHO iHthopMmaLto y po3gini
"Mo6iuHi peakuii LOA0 BXKIMBOCTI
3BiTyBaHHA Npo NobivHi peakuii Ta 'y
po3gini "Ynakoeka" (pefaryBaHHs)
IHCTPYKLT AN MeAUYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby.

Pestome nnaHy ynpasniHHA pusukamu
Bepcia 1.0 gofaeTbes.
MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyYHOCTI NoJaHHSA
PEerynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17867/01/01

BIH®IH

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKOI0, M0 5 Mr;
no 15 tabnetok y
6nicTepi; no 2
6nictepu y kopobu,i 3
KapToHy

leTepo /1a63
Nimiten

IHais

leTepo N1a63
Nimiteq

IHais

nepepeecTpauisi Ha HeobMexeHwi
TEPMIH
OHOB/IEHO iHGhopmaLito B IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHSA NIKapCbKOro
3acoby y posginax: "Ocob6amBocTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"Mo6iuHi peakuii" BigNOBIAHO A0
iHdbopMmauii Wwoao MegnyHoro
3aCTOCyBaHHs pehepeHTHOro

3a
peyenmom

He
nionsieae

UA/17517/01/01




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nikapcbkoro 3acoby (Proscar 5 mg film-
coated tablets) a Takox y po3gini
"Mo6ivHI peakui™ LWoA0 BaXKINBOCTI
3BiTyBaHHS NPO NOGIYHI peakLii.

MepioanyHICTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

BPIOHIT®

Kpansi O4Hi, po3ynH
no 5 mn 'y cnakoHi;
no 1 a6o 3 dpnakoHm
y nauuj

AT "®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHWIA
TEPMIH
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA /liKapCbKoro
3acoby y posginax "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHsA rpyaar”,
"Mepeno3yBaHHa", "Mo6Gi4HI peakuii™
BiANoOBIgHO A0 iHhopmawi
pedyepeHTHOr 0 JikapcbKoro 3acoby
(KombiraH®, kpanni o4Hi, po3uunH), a
TakoxX y posgini "Mo6iyuHi peakyii” woano
BaX/IMBOCTI 3BITYBaHHs Npo NobiyHi
peakuji.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
340pOB’A Ykpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKamMM,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/17935/01/01




Ymosu

Homep

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

Peknamys
aHHA

peecmpayitiHo2o
nocsioYeHHs1
UA/17949/01/03

3acoby
BYAIKCOH HEB

cycneHsis ons
po3nueHHs no 0,5
Mr/mMA; o 2 Mny
KOHTeliHepi; no 5
KOHTEliHepiB y
KOHBepTi; no 4
KOHBEPTW B
KapTOHHilA KOpooLi

AT "Apavep
dapma”

MonbLwa

BMPOGHMLTBO Ta
nakyBaHHsl,
KOHTPO/1b AKOCTI:
"lenetuk" C.MN.A,,
Itania ;
BMPOGHUK
BignoBiAabHWiA 3a
BUNYCK cepil:
AT «Apamvep,
Papma», MonbLua

ITanis/
MonbLa

nepepeecTpauis Ha HeobMexeHwi
TEePMiH.

OHOB/EHO iH(hopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby y posginax: "lMokasaHHs",
"B3aemogis 3 iHWMMK SliKapCbKMMu
3acob6amu Ta iHWi BUAy B3aEMogiii",
"Oco611MBOCTI 3aCTOCYBaHHSA",
"3paTtHICTb BNAMBATY Ha LUBWAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNopPTOM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHsA
Ta gosmn", "lMNo6iyHi peakuii BiANOBIAHO
[0 iHdhopmauii Wwoao MegnuyHoro
3acTocyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (MY/IbMIKOPT,
CYCMeH3iA AN PO3MNUEHHS), @ TakoxX y
po3aini "Mo6iyHi peakuii™ wWoao
B&X/IMBOCTi 3BITyBaHHS Npo MoGiyHi
peaxuii.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 1.2 goaaetbes.
MepioanyHICTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
hapmakoHarnagy, 3aTBepa)KeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

3a

He
nionsieae

He

UA/17949/01/02

BYAIKCOH HEB

cycneHsis gns
po3nuneHHs no 0,25
Mr/M/T; 0 2 MNY
KOHTeliHepi; no 5
KOHTEliHepiB Yy
KOHBepTI; No 4
KOHBEPTM B
KapTOHHI/ KopoobLi

AT "Apamep,
Papma”

MonbLa

BUPOGHMLTBO Ta
nakyBaHHs,
KOHTPO/b SKOCTI:
"T'eHeTuk" C.IN.A,,
ITanis;
BMPOGHUK
BiANOBiAabHMI 3a
BMNYCK Cepil:
AT «Apame[,
dapma», MNMonbLa

ITania/
MonbLla

nepepeecTpauis Ha HeobMexeHui
TEPMiH.

OHOB/EeHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA /liKapCbKoro
3acoby y posginax: "lNMokasaHHs",
"B3aemogis 3 iHWMMMU JliKkapCbKUMM
3aco6amu Ta iHWi BUAW B3aeMoSiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3paTHICTb BN/MBATU Ha LWBUAKICTb
peaxuii npun kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK

peyenmom

nionsieae




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

MexaHizmamu', "Cnoci6 3acTocyBaHHS
Ta gosun”, "MobivHi peakui™ BignNoBigHO
[0 iHhopmaLii Wwoao MegnyHoro
3acTocyBaHHA pethepeHTHOro
nikapcekoro 3aco6y (MY/IbMIKOPT,
CYyCneHsis 415 PO3NU/IEHHS), a TakoX Y
po3gaini "MobiuHi peaxuii" wono
BaX/IMBOCTI 3BITYBaHHS NpPo No6iyHi
peakuiji.

Pestome nnaHy ynpas/iiHHA pusnkamu
Bepcis 1.2 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/TIOBAHOrO 3BiTYy 3 6e3neku,
BiNOBIAHO A0 MOPsIAKY 3A4iACHEHHS
dhapmakoHarnsgy, 3aTsepKeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y peaaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neKu.

FEPITUHIB-
BICTA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 250
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI/ KopoobLi

Mictpan Kenitan
MeHeKMeHT
Nimiten

AHrNifA

OinbHUUSA, Wo
BignoBigae 3a
NOBHUIA LMK
BMPOGHMLTBA:
CiHTOH XicnaHis,
C.J1., IcnaHisi;
OinbHUUSA, Wo
BignoBigae 3a
KOHTPO/b SKOCTI
(hizmKO-XiMiuHWi):
KBiHTa - AHaniTika
C.p.0., Yecbka
Pecnyb6nika;
OinbHUUS, Wo
Bignosigae 3a
nakyBaHHS:
i |
dapmacbloTikasic,
Ntp, Bonrapis

Icnanis/
Yecbka
Pecny6nika/
Bonrapis

nepepeecTpauisi Ha HeOBMeXeHWi
TEPMiH.

OHOB/IEHO iH(hopMaLito B IHCTPYKUIT Ans
MeLMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginax "MNMepeno3yBaHHs",

"Mo6iyHi peakuii” BigNoBIgHO A0
iHdhopmauii pechepeHTHOro nikapcbKoro
3acoby (IRESSA 250 mg film-coated
tablets), a Takox y po3gini "Mo6iyHi
peaxuii” Lo40 BaXXMBOCTI 3BiTyBaHHS
npo NoGiyHi peakui.

Pestome nnaHy ynpasiHHA pusnkamu
Bepcia 1.2 gofaeTtbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
340pOB’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi locTuLii Ykpainu 29 ciuns

3a
peyernmom

He
nionsieae

UA/17956/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMM,
3a3HayYeHUMKM y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

FIHEHOPM

PO34UH BariHasIbHWIA
0,1 % no 100 mny
donakoHi; no 5
h1akoHiB y
KOMM/EKTI i3
CTEPUIBHO
KaHoseo B
KapTOHHIA ynakoBLi

Eckynaniyc
PapmachboTivi
C.p.n.

ITanis

XIMIYHO-
SAPMALIEBTUNYH
A NABOPATOPIA

"A. CENNA"

C.P..

ITanis

nepepeecTpauis Ha HeobMexeHwi
TEPMIH
OHOB/EHO iH(hopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby B po3ginax "®apmakonoriyHi
B/1ACTMBOCTI" (peparyBaHHs TEKCTY),
"Oco61BOCTI 3acTOCyBaHHS",
"3acTocyBaHHS B nepiof BariTHocTi abo
rogyBaHHs rpyaar” (pegaryBaHHs
TEKCTY Ta YTOUYHEHHS iHdhopmai),
"Cnoci6 3acTocyBaHHA Ta fo3un"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHchbopmawii), "MepenosysaHHsA", "IMoGiYHI
peakuii”, "3asaBHuUK" Ta
"MicuesHaxomKeHHs Ta agpeca micus
NPOBa)KEHHS NOro AisbHOCTI"
BiAMNOBIAHO [0 MaTepianis
peecTpauinHoro 4ochE.

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcia 0.1 gogaeTtbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHnu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17121/01/01

NEBETUPALEETA
M

MOPOLLIOK
(cy6eTaHuis) y
noagiiHMX
nonieTuIeHoBMX
naketax gns
chapmaLeBTUUHOTO
3acTocyBaHHs

Lisi'c
Na6opatopic
NimiTeq

IHais

[isi'c JTabopaTopic
Nimiteq

IHais

nepepeecTpaisi Ha HeobMeXxaHui
TEPMIH

He
nionsieae

UA/18143/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
9. | NOPAHIH PO34uH A1 pOTOBOI TOB YkpaiHa TOB YkpaiHa nepepeecTpauis Ha HeobMexeHwi 6e3 nionsizae UA/17765/01/01
NOPOXHUHM no 100 "TepHodhapm" "TepHodhapm" TEPMIH. peuenma
mn, 120 mny OHOB/EHO iHGhopMaLito y po3ginax
chnakoHi; no 1 "Oco6nmBOCTI 3acTocyBaHHs", "Cnoci6
donakoHy y nauyuj 3 3acTocyBaHHs Ta fo3u", "To6iuHi
KapToHy peakuii" IHCTPYKUii AN MegnMuHoro
3aCTOCyBaHHSA /iKapcbKoro 3acoby
BiANOBiAHO A0 pedhepeHTHOro
nikapcbkoro 3acoby MNBAJIEKC, po3uunH
[ON1A POTOBOI NOPOXHUHN, & TaKoX y
po3aini "Mo6iyHi peakuil™ woao
Ba&X/IMBOCTI 3BITYBaHHA NpPoO MNobGiyHi
peakuii.
Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 1.0 gogaeTtbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/TIOBAHOrO 3BiTYy 3 6e3neku,
BiANOBIAHO A0 MOPsIAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTsepkeHoro
Haka3zoM MiHicTepcTBa OXOpPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMM y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.
10. | MOKCU®PJ/IOKCA | nopowlok abo BE3 dapmaxem Xopsaris MCH dapmaxem IHais nepepeecTpauisi Ha He0BMeXeHWi - He UA/18030/01/01
LUUHY Kpuctanu 4.0.0. MpuBaT NimiTeq TEepMiH nionsizae
rigpoxnoruj (cybeTaHuis) y
noABINHNX
nonieTMIeHoBUxX
nakeTtax gns
hapMaLeBTUYHOTO
3acTOCyBaHHSA
11. | HANIBY®IH PO3YUH OJ151 iH'EKLLNA, [DKIBOXAPA IHais CTEPUN-OXKEH IHais nepepeecTpauisi Ha HeobMexeHwi 3a He UA/17533/01/01
10 mr/mn; no 1 mn B PAPMA NAN® TEPMIH peyenmom nionsieae
amnyni; no 5 amnyn MPAVBIT CAVEHCU3 (N)
Y KOHTYpHil NIMITEL nTa OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ans

YapyHKOBIl
ynakosui; no 1
KOHTYPHil
YapyHKOBIl yrnakoBLi
B KapTOHHIiA
ynakoBLii

MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y posginax
"®apmakoTepanesTnyHa rpyna. Kog,
ATX" (woao Ha3By 6e3 3MiHN Kogy
ATX), "®apmakosioriyHi BNacTmBocTi",
"Moka3aHHA" (YTOUHEHHS),
"MpoTunokasaHHs", "B3aemogis 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

IHLIMMK NikapCbKMK 3aco6amu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo roAyBaHHs rpyaar”,
"3paTHICTb BNIMBATU Ha LWBUAKICTb
peakuii npy KepyBaHHI
aBTOTpPaHCMoOpTOM abo iHWMMK
MexaHismamu”, "Cnocié 3acTocyBaHHs
Ta gosu", "Aitn", "MepenosysaHHsA",
"Mo6iuHi peakuyii”, "HecymicHicTb"
BignoBigHO A0 iHdhopmau;i
pediepeHTHOrO JliKapcbKoro 3acoby
(NALBUPHINE SERB 20 mg/2 ml,
solution injectable), a Takox y po3gini
"Mo6ivHI peakui™ LWoA0 BaXKINBOCTI
3BiTyBaHHSA NPO MOGiYHI peakuii.
Pestome nnaHy ynpasniHHA pusnkamu
Bepcis 1.1 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/TIOBAHOrO 3BiTYy 3 6e3neku,
BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

12.

OMENPA30N

Kancynv Teepai
KMLLKOBOPO3YMHHI N0
20 mr, no 7 kancyny
6nictepi; no 4
6nictepu B nayui

TOB
"APTEPIYM
nTa"

YkpaiHa

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHSl,
KOHTPO/Ib Ta
BUNYCK cepil:
Nabopatopioc
NikoHca, C.A.,
Icnanis;
AinsHka ans
a/IbTEPHATUBHOIO
BTOPWHHOTO
nakyBaHHS:
ATpic ®apwma,
C.J1., IcnaHis;
AinsHka ans

IcnaHis

nepepeecTpadisi Ha 5 pokis
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro
3acoby y posginax: "Bsaemogis 3
iHLIMMK NikapcbKMK 3acob6amu Ta iHLWi
BMAM B3aemogiit”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"MepeposysaHHA", "T06GIYHI peakui™
BiANOBIAHO A0 iHthopMma,ii Wwoao
MeANYHOro 3acTOCYBaHHs
pedyepeHTHOro JlikapcbKoro 3acoby
(Losec, hard gastro-resistant capsules).

Pestome nnaHy ynpasniHHA pusnkamu
Bepcis 1.1 nogaetbes.

3a
peyernmom

He
nionsieae

UA/17985/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

anbTepHaTUBHOIO
KOHTPOJIH0 3a
nokasHvkom MbUY:
NabopaTtopio
EuyeBapHe, C.A.,
IcnaHis;
ninsHka ansa
anbTepHaTUBHOIO
BTOPVHHOTO
naKyBaHHs:
MaHaHTian
IHTerpa, C.J1.Y,
IcnaHis

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/TIOBAHOrO 3BiTYy 3 6e3neku,
BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTsepkeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

13.

MPECAPTAH®-
50

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, N0 50
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI kopo6Lyj;
no 14 tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHIA KOpoo6Li

Inka
JNlabopaTopis
NimiTen

IHais

Inka Nabopatopi3
NimiTen

IHais

nepepeecTpaisi Ha HeOBMeXeHW
TEepMiH
OHOB/1EeHO iHghopmaLito B IHCTpyKLi ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginax "B3aemogis 3 iHW1Mm
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobamBocTi
3acTocyBaHHsa", "lMepefo3yBaHHA",
"Mo6iyHi peakuii" BigNoBigHO A0
iHchbopmawii 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acooby.

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcis 2.0 foaaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3NeKn,
BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oMm MiHicTepcTBa OXOPOHHM
340pOB’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMM,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.

3a
peyernmom

He
nionsieae

UA/8575/01/02

14.

CEBIKAP

TabneTku, BKpUTI
NNiBKOBOO
o60noHkoto, no 40
Mmr/10 mr; no 14
Tabnetok y 6nictepi;
no 2 6nictepay

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aivi CaHkio
KOpoyn MmM6X

HimeyunHa

nepepeecTpauist Ha HeobMexeHwi
TepMIH
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA /likapCbKoro
3acoby B po3ginax
"GapmMakoTepanesTMyHa rpyna. Kog

3a
peyenmom

He
nionsieae

UA/17647/01/03
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n/n

Hasga

JliKapcbKo20

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KapTOHHIM navi

ATX" (pegaroBaHo TeKCT po3giny 6e3
haKTUYHOT 3MiHU Kogy ATX),
"apmakosorivyHi BnactmBocTi"
(peparyBaHHA TEKCTY Ta YTOUHEHHS
iHchopMmauit), "MokasaHHA" (pefaryBaHHs
TEKCTY Ta YTOUYHEHHS iHdhopmauii),
"B3aemogisl 3 iHWMMM JliKapCbKUMM
3aco6amu Ta iHWi BUAM B3aeMoSiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyan” (pegaryBaHHs
TEKCTY Ta YTOYHEHHS iHdopmadii),
"3paTHICTb BNMBATU Ha LWBUAKICTb
peaxuii npun kepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMK
mMexaHizmamun" (pegaryBaHHsi TEKCTY Ta
YTOUYHEeHHS iHdhopmadii), "Cnocib
3acToCyBaHHA Ta [031" (pefaryBaHHs
TEKCTy Ta YTOYHeHHs iHchopmawii) ,"ditn"
(peparyBaHHA TEKCTY Ta YTOUHEHHS
iHdhopmadii), "MepenosyBaHHs", "MOGIYHI
peakuii" BignoBigHoO A0 MaTepianis
peecTpauiiHoro Aocbe.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 2.0 foJaeTbes.
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBep)KeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

15.

CEBIKAP

TabneTtku, BKPUTI
NNiBKOBOIO
o60onoHkoto, no 20
Mmr/5 mr; no 14
TabneTtok y bnictepi;
no 2 6nictepa y
KapTOHHI navui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aiui CaHkio
tOpoyn Mm6X

HimeyunHa

nepepeecTpauis Ha HeobMexeHui
TEPMIH
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA /liKkapCbKoro
3acoby B po3ginax
"PapmakoTepanesTnyHa rpyna. Kog,
ATX" (pegaroBaHo TEKCT po3giny 6e3
dhakTyHoi 3MiHK Kogy ATX),

3a
peyenmom

He
nidnsieae

UA/17647/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

"apmakonoriyHi BnactmeocTi”
(peparyBaHHA TEKCTY Ta YTOUHEHHS
iHdpopmauii), "MokasaHHa" (pegaryBaHHs
TEKCTYy Ta YTOUYHEHHS iHdhopmaui),
"B3aemopis 3 iHLWMMKW NiKapCbKUMu
3acob6amu Ta iHLi BUAY B3aEMOgR",
"Oco611BOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaa” (pegaryBaHHs
TEKCTYy Ta YTOUYHEHHS iHdhopmaui),
"3paTHICTb BNIMBATU Ha LWBUAKICTb
peakLii npy KepyBaHHI
aBTOTpPaHCMopTOM abo iHWMMK
mMexaHiamamun" (pegaryBaHHsi TEKCTy Ta
YyTOUYHeHHs iHchopmauii), "Cnoci6
3aCToCyBaHHA Ta A03n" (pegaryBaHHs
TEKCTYy Ta YyTOUYHeHHs iHdopmauii) ,"ditn"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHchopmawi), "MepenosysaHHsA", "Mo6iYHI
peakui™ BignoBigHoO A0 matepianis
peecTpauiiHoro foche.

Pestome nnaHy ynpas/iiHHA pusnkamu
Bepcia 2.0 gofaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/TIOBAHOrO 3BiTY 3 6e3neku,
BiANOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoM MiHicTepcTBa OXOpPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMK y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

16.

CEBIKAP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40
mr/5 mr; no 14
Tabnetok y 6nictepi;
no 2 6nictepay
KapTOHHIM nayu,i

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aiuvi CaHkio
tOpoyn Mm6X

HimeyunHa

nepepeecTpaisi Ha HeOBMeXeHWi
TEepMiH
OHOB/IEHO iH(hopMaLLito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby B posginax
"®apmakoTepanesTnyHa rpyna. Kog,
ATX" (pegaroBaHo TEKCT po3giny 6e3
hakTuyHoi 3MiHu Kogy ATX),
"apmMakosorivyHi BnactuBocTi"
(pefaryBaHHs TEKCTY Ta YTOYHEHHS

3a
peyernmom

He
nionsieae

UA/17647/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

iHdpopmawuii), "MokasaHHs" (pegaryBaHHs
TEKCTY Ta YTOYHEHHS iHdhopMmaLir),
"B3aemogis 3 iHWMMW SliKapCbKuMu
3acob6amu Ta iHWi BUAy B3aEMogiii",
"Oco611MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiof BariTHocTi abo
rofyBaHHs rpyagr” (pegaryBaHHs
TEKCTY Ta YTOYHEHHS iHdhopMmaLir),
"3paTtHICTb BNAMBATY Ha LUBWAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNopPTOM abo iHWKMK
MexaHismamu'" (pegaryBaHHs TEKCTY Ta
YyTOUYHeHHs iHchopmawii), "Cnoci6
3aCcToCcyBaHHA Ta Ao3un" (pegaryBaHHs
TEKCTy Ta YTOYHeHHs iHchopmaii) ,"ditn"
(peparyBaHHA TEKCTY Ta YTOUHEHHS
iHchbopmawii), "MepenosysaHHsA", "M0OGIYHI
peakuii" BignoBigHoO Ao mMaTtepianis
peecTpauiiHoro J0CbeE.

Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcis 2.0 foaaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

17.

CKAIPI3I

PO34UH A8 iH'EKLLNA
no 150 mr/1 mn; 1
nonepeaHL0
HarnoBHeHW
CKMSIHWIA INpuL,
BMOHTOBaHWI y
aBTOIHXEKTOp; No
ofiHOMY
aBTOIHXEKTOpY Y
KapTOHHIA KOpoo6Li

E66BI
BiochapmacbHoTik
an3 rméx

LLiBefiuapi
El

TeCTyBaHHS:
E66Bi Biopicepu
CeHrtep IHK, CLUA;
BMPOGHMLTBO
nikapcbKoro
3acoby,
TeCcTyBaHHS,
nepBuHHe
nakyBaHHs:
E66BI
BioTekHonoaxi
NT4, CWA;

CLlA/
HimeyunHa

nepepeecTpauis Ha 5 pokis

OHOB/EHO iHhopMaLLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro
3acoby y posgini "MobivHi peaxuii”, B
KOPOTKili XapakTepucTuL, NikapCbKoro
3acoby B po3gini "4.9. MNo6ivHi peakuii."
BIANOBIAHO A0 iHhopMaLii CTOCOBHO
6e3neku, sika 3a3HaveHa B MaTepianax
peecTpauiiHoro [0CbE.

Pestome nnaHy ynpas/iiHHA pusmkamu

3a
peyenmom

He
nionsieae

UA/17970/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BTOPWHHE Bepcisa 4.6 fofaeTbCs.
nakyBaHHsl, MepiognyHICTb NOAAHHS PerynsipHo
TeCcTyBaHHs, OHOB/IOBAHOIO 3BITY 3 6e3neky,
BMNYCK Cepil: BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
E66Bi JoituneHs hapmakoHarnsgy, 3aTBepKeHoro
v6X i Ko. KT, Haka3oM MiHicTepcTBa OXOPOHHM
HimeuuunHa; 300pOoB’s YKpaiHu Big, 27 rpyaHsa 2006
TECTYBaHHS: poky Ne 898, 3apeecTpoBaHoro B
Yapnb3 Pisep MiHicTepcTBi tocTuLii YkpaiHu 29 ciuna
Na6opatopis 2007 poky 3a Ne 73/13340 (y pegaxuii
[bxepmaHi FTM6X, Haka3y MiHicTepcTBa OXOPOHY 34,0pP0B's
HimeuunHa Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
18. | ®EPPO/IEK- Kancysm m'ski no 10 TOBAPUCTBO YkpaiHa KOHTPO/Ib AKOCTI, YkpaiHa nepepeecTpauis Ha HeobMexeHwi 3a He UA/17772/01/01
340POB'A Kancyn y énictepi; 3 BUNYCK cepil: TEPMIH peyenmom niosnsieae
no 2 abo no 3, abo OBMEXXEHOO ToBapucTBO 3 OHOB/EHO iHGhopMaLito y po3ginax
no 6 6nictepiB y BIAMOBIJANBH obmexeHor "MpoTunokasaHHs", "OcobmBoCTi
KopobLi 3 KapTOHY ICTHO BiANoBiAa/IbHICTIO 3acTocyBaHHs", "Mepeno3yBaHHA",
«KOPIMOPALIA "papmMmaLeBTUYHa "Mo6iuHi peakyji" iIHCTPYKUiT Ans
«300POB'A» KOMMaHis MeJMYHOro 3aCTOCYBaHHS NiKapCbKOro
"3popos'a" 3aco0by BiANOBIAHO A0 6e3neku
YKpaiHa; 3aCTOCYBaHHS Ajil04MX PEeYOBUH, Ta A0
BCi cTagii po3gainy "Mo6iuHi peakwji"* cTOCOBHO
BUPOGHMLTBA, BaX/IMBOCTIi NOBIAOMJIEHHS NPO NOBIYHI
BMNYCK Cepil: peakLii, a TakoXx A0 po3giny "Ynakoska"
ToBapucTBo 3 (peparyBaHHs).
obMexeHoto
Bi4NOBiAA/IbHICTIO Pestome nnaHy ynpaBniHHA pyu3nkamu
"PapmaueBTuyHa Bepcis 1.1 gopaetbes.
KOMNaHis MepioAnYHICTb NOAAHHSA PErynsapHO
"3popos's", OHOBJ/IOBAHOIO 3BiTYy 3 6e3neky,
YkpaiHa; BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS

KOHTPO/1b AKOCTI:
ToBapucTeo 3
obmexeHor
BiANoBiAa/IbHICTIO
"®APMEKC
reyn"
YkpaiHa

dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
340pOB’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Big 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMM,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
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B.o. HauanbHUKa
dapMaineBTUYHOT0 yIIPaB/JIiHHA Onekcanap I'PIHEHKO



Joparok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Biz 08 >xoBTHA 2024 poky Ne 1714

IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHU IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECSA 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX

3ACOBIB YKPAIHUA

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
1. | AEPTAN® kpem, 15 mr/1 r no BAT "lTegeoH | YropwwmHa BAT "l'epeoH YroplmHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/13910/01/01
60 ry Ty6i; no 1 Ty6i PixTep" PixTep" 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenma
B KAPTOHHIl Ta hapmakoHarnsgy. 3miHa y KopoTkili
ynakoBLi XapaKTepucTmLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mnekn NiKapCbKoro
3aco6by, abo gocnimkeHb 3 6e3neKky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigxeds (PIP) (iHwi 3MiHM). 3MiHM BHECEHO A0
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"MpoTunoka3aHHA" Ta "3acTocyBaHHA Y Nepiog,
BariTHOCTi abo rogyBaHHs rpyaato" (BHECEHHS
[04aTKOBUX 3aCTepexeHb) BignoBigHoO [0
pekomeHaauiii PRAC. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB Mic/si 3aTBEPAKEHHS.
2. | ASAUNTNAN | niodhinizat gns Lvnna IHais NOBHUIA LWKN IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/18595/01/01
H WANA PO34unHY 4118 Megikea BMPOBHMYOrO 3MiHu | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nionsieae
iH ekuili mo 100 wmr; Nimiteq npouecy: Wnnna Ta chapmakoHarnsgy. 3miHa y KopoTkili
no 1 cpnakony y Megikea Nimiten, XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KapTOHHI Kopoobui IHAiA; KOHTPONb MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
AKOCTI | 3acTocyBaHHS Ha MigcTaBi perynspHo
BMNPO6YBaHHA OHOBJ/1OBAHOTO 3BITY 3 6e3neKn NikapcbKoro
cTabinbHOCTI 3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
(dpi3nyHi i XimiyHi nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
TecTn): ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIIKEHD,
LLinnna Megikea npoBefeHNX BiAMNOBIAHO A0 NaaHy negiaTpuydHmMX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Nimiteq, IHAisa pocnigxeHb (PIP) (iHwi 3MiHW). 3MiHM BHECEHO A0
IHCTPYKLUT 4719 MEeANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "MobivHi peakuii”
BiANOBIAHO [0 OHOBEHOI iHGhOpMaL,i 3 6e3nekn
Liro40i pevyoBuHU
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpPKEHHSA
3. | ASIJIEKT Tabnetkn no 1 mr no TOB «TeBa YkpaiHa BUPOBHUKM, SAK I13pains/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/13573/01/01
10 TabneTok y YkpaiHa» BiANoBigaTb 3a XopsarTisi/ 3MiHW | TRy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii peyenmom | nidsis2ae
6nicTepi; no 3 BMPOGHMLTBO Higepnangm 3aci6. 3MiHN y BUpo6HMLTBI. 3amiHa abo
6nictepu B Hepo3chacoBaHOro BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
KapTOHHI KOpoobLyi NpoAyKTYy, YyacTuHM abo BCbOro BUPOBHNYOrO NpoLecy
nepBuHHE roTOBOrO JliKapcbKoro 3acoby (AinbHuUsa Ans
nakyBaHHs, BTOPWHHOTO NakKyBaHHS) BBEAEHHS BUPOGHUKA
BTOPVHHE MNIBA Xpsartcka 4.0.0., XopBaris,
nakyBaHHs, BifjNOBIAA/IbHOTO 3a BTOPVHHE NakyBaHHA J13.
KOHTPONb cepil, 3MiHM BHECEHO B IHCTPYKLiIO AN MeAU4HOro
BWMNYCK Cepil: 3acTOCyBaHHS y po3ainun "BupobHmkn" Ta
TeBa "MicLe3HaxomkeHHS BUPOGHWKIB Ta agpecu Micus

dapmaueBTikan
IHpacTpis N14.,
13pains;
MNIBA XpBarcka
0.0.0., XopBarisi;
Bupo6HuK, sKuii
Bignosigae 3a
KOHTpPOb cepii:
dapmaxewmi B.B.,
HigepnaHamn

NPOBaPKEHHS iX AiANIbHOCTI" Y 3B'A3KY 3
BBEAEHHAM [0AATKOBOrO BUPOOHMKA Ta SK
HacnigokK - BiANOBiAHI 3MiHN BHECEHO B TEKCT
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[0TOBWIA NikapcbkuMii 3aci6. 3MiHM Y BUPOOHULITBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A1 YACTWUHN ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3ac06y (AinbHWLA AN NEPBUHHOTO NaKkyBaHHS)
BBeAeHHs BUpobHuka MN/1IBA XpBarcka 4.0.0.,
Xopsarisi, BignosigasbHOro 3a nepBuHHe
nakyBaHHs J13. 3MiHN BHECEHO B IHCTPYKLit0 4715
MeJMNYHOro 3aCTOCYBaHHS y po34invn "BUpo6GHMKM
Ta "Micue3HaxoMpKeHHs1 BUPOOHWKIB Ta afapecu
MiCLil MPOBAaKEHHS X AiANbHOCTI" y 3B'A3KY 3
BBEJEHHAM [,0[aTKOBOro BUPOGHMKA Ta 5K
Hacnigok - BiANOBIAHI 3MiHW BHECEHO B TEKCT
MapKyBaHHS yMakoBKMN NMiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPKEHHS. 3MiHU | TUnY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMLITBA A/151 YACTWMHM abo BCbOro
BMPOGHNYOro MPOLEeCy roTOBOro NiKapCbKoro
3aco6y (AinbHMLSA, Ha ki NPoBOAATLCA By Ab-SKi
BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/IH0 SKOCTi, NEPBUHHOIO Ta BTOPUHHOIO

"




21

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakyBaHHS, 4151 HECTEPUSIbHUX NIKAPCbKNX
3ac06iB) AofasaHHsA AinbHuli M/1IBA XpBaTcka

[.0.0., XOpBaTisl B AKOCTi BUPOGHMKa
Hepo3dacosaHoro NpoaykTy J/13. 3MiHN BHECEHO B
IHCTPYKL,it0 415 MEeANYHOro 3aCTOCyBaHHA Y
po3ainu "BupobHukmn" Ta "MicLe3HaxomKeHHs
BMPOGHUKIB Ta aapecy MicLA NPOBaMKEHHS 1X
OiSNbHOCTI" y 3B'A3KY 3 BBEAEHHAM 4,04aTKOBOro
BMPOOHMKA Ta K HACNIAOK - BiANOBIAHI 3MiHW
BHECEHO B TEKCT MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. BeefeHHs1 3MiH NpoTAromM 6-
TN MicALiB NicNa 3aTBEPMKEHHS. 3MiHW | Tuny -
3MiHu 3 AKOCTi. FO0TOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHn, LWwo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJ/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BMPOOHMKA, L0 Bignosigae 3a
BBE3€EHHs Ta/abo Bunyck cepii) - Bkovatoun
KOHTPO/b/BMNpPOGYBaHHSA cepii. BBeAeHHS
BMPOGHMKa, BiANOBIA&/IbLHOIO 3a KOHTPO/Ib Ta
Bunyck cepii M/1IBA XpeaTcka f.0.0., XopsaTis.
3MiHN BHECEHO B iIHCTPYKL,iIO 415 MeNYHOro
3acToCyBaHHA y po3ainun "BUpo6HUKN" Ta
"Micue3HaxomkeHHs BUPOGHWKIB Ta afgpecu micus
NPOBaPKEHHS X AiANbHOCTI" y 3B'A3KY 3
BBEJEHHAM [,0[aTKOBOr0 BUPOGHMKA Ta K
HacnifokK - BiANOBIAHI 3MIHN BHECEHO B TEKCT
MapKyBaHHS YNakoBKW NiKapcbkoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y npoueci BUPOOHULTBA FOTOBOIO
NiKapcbKoro 3acoby, BKIKUAKUMN NPOMKHUIA
MPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npoueci BUPOOHULITBA) HE3HAYHI 3MiHW B NpoLeci
BMPOGHLUTBA /13 yepes3 BBeAEHHS AiNbHUL
MNIBA XpBartcka 4.0.0., XopBarTisi, a came
3MEHLUEHHS WBUAKOCTI 3MillyBaHHS, 36iMbLUEHHSA
yacy 3miwyBaHHsa 3 30 ¢ 4o 1 XBUMHK Ta
BW/TYYEHHS a/IbTEPHATUBHOI MOAE/i KOMMpPECIAHOT
MawvHu Perfecta 2100. BBefieHHs1 3MiH NPOTArom
6-TV MicALIB MiC/1A 3aTBepMXEHHSA. 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA
roTOBOIO /1iKapCbKOro 3acoby, BK/I0Yaoun

NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
(He3HayHa 3miHa y npoLeci BUpO6GHMLTBA)

He3Ha4Hi yTOYHEHHS B ONuCi BUPOBHMYOro
npouecy BHacnifok BBeAeHHs AinbHuui M1IBA
XpsaTtcka 4.0.0., XopBartis. OHOB/IEHO 6/10K-Cxemy
B n.3.2.P.3.3.0nuc Bupo6H1Yoro npotiecy Ta
KOHTPOJI0 MPOLLeCy, a TakoX B po34ini
3.2.P.3.4.KOHTPONb KPUTUYHUX CTafii i NPOMKHOI
NpoAyKLUii, AONYyCTUMI MeXi napameTpis Ans
KOHTPO/I0 B NPOLIECi BUPOGHMLTBA (4115
BUNPOOYBaHHA Ha TBEPAICTb AOAAHO OAVNHULIIO
BUMIiptoBaHHsA «N» 6e3 3MiHWU camoi MeXi).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
noctayasibHvKa nakyBasibHUX MaTepiasliB abo
KOMMNEKTYUNX (AKLWO 3a3Ha4YeHO B JOCHE)
(3amiHa abo AofaBaHHA NOCTaYasIbHMKA)
nopasaHHsa BUpobHuka Constantia Patz
Ges.m.b.H, Ak anbTepHaTUBHOrO BUPOBGHMKA
atOMiHIEBOT dDO/bIM 418 6NICTEPHUX YNAKOBOK.
FAKICTb aIOMIHIEBOT (PONIbIV 3aMLLIAETChSA
He3MiHHOLo, aslloMiHieBa hosbra Bignosigae
YNHHMM BUMOram HacTtaHoB Ta Hopm €C, CLLA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWI1 Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWi 3aci6. 3MiHa chopmm
ab0 po3mipy KoHTeliHepa 41 3aKynopBasIbHOro
3aco6by (NepBMHHOT yNnakoBkK) (HecTepubHi
nikapcbki 3acobu) 3mMiHa po3mipiB 6AiCTepHOI
yNaKoBKMK, LLIO BUKOPUCTOBYETLCSH BUPOGHNKOM
MNIBA Xpatcka f,.0.0., XopBaTisi. AkicHuiA abo
KiNIbKICHWI CKNag NepBNHHOMO NaKyBaHHS He
3MiHIETLCA. [ns 6nicTepis no 10 TabneTok y
6nicTepi 3MiHeHO po3mipu 6nicTepa 3 121 x50 Mm
Ha 125 x 61 mm. [itoua pegakuis: Po3mipun
BEPXHbOI 3aKynoproBasibHOT honbrn: 20 MkM X 250
MM ; PO3MipW a/THOMIHIEBOI )ONbIV OCHOBU: 45 MKM
X 260 mm. MponoHoBaHa pefakuis: Po3mipu
BEPXHbOI 3aKynopoBasibHOT honbrn: 20 MkM X 250
MM; 20 MKM X 134 MM. po3Mipy antoMiHieBOT
obrv ocHOoBM:45 MkM X 260 MM; 45 MkM X 141
MM. BBeAEHHS 3MiH NpoTAroM 6-Tm micAuiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa

napameTpiB creuudikauii Ta/abo AonycTUMMX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MeX NepBUHHOI YNakoBKy rOTOBOrO NiKapCbKoro

3aco0y (BM/Ty4YEHHS HE3HAYHOTO NOKa3HUKa
(Hanpuknag, 3acTapinoro NokasHyka)) BUIyYeHHs
HEeCyTTEBUX NOKA3HUKIB 3i cneuudikauii
NnepBMHHOIO NakyBasibHOro MaTepiany 13, a
came «Vendor CoA Review», «Foil wrapping»,
«Foil width», «Area weight», «Coating weight»,
«Colour» Ta «Foil thickness». BBefieHHs 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM BUNpO6yBaHb
ab0o fonycTMMMUX MeX, BCTAHOB/IEHNX Y
cneundikauisix, Mg yac BMpoOHMLTBA rOTOBOrO
nikapcbKkoro 3acoby (iHLi 3MiHM) BUPOGHKKOM 13
[043aHO0 KOPOTKWIA ONMUC METOAY BU3HAYEHHS
O[HOPIAHOCTI CyMiLLi B NpoLieci BUPO6HMLTBA A1
ninbHUUi TeBa Kcpap-Caba ansa 3aMiHM YUHHOTO
mMeTogy «OAHOPIAHICTb BMICTY B CyMiLi» (SI-
14327, edition 02) pa3om 3 He3HaYHMU
pepakuiiHUMK 3MiHaMK Ta 3MiHaMun y
dopmaTyBaHHi. BBeeHHA 3MiH NpoTAarom 6-Tu
MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
BMPOOHULTBI. 3MiHN BUNpobOyBaHb abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
nig, yac BUPOGHULITBA rOTOBOTO JTiKapCbKOro
3aco6y (iHwWi 3MiHK) BUpo6HKKoM 13 gogaHo
KOPOTKUIA OMUC MeTOAY BU3HAYEHHS OAHOPIAHOCTI
CyMiLLi B npoLeci BUpO6HULTBA 415 AiTbHUL
MNIBA Xpsartcka f.0.0. 4151 3aMiHW YUHHOTO
meToay «OAHOPIAHICTb BMICTY B CyMiLLi»
(QDP0004449, version 2.0) pa3oM 3 He3HaYHUMUN
pefakuiiHiMK 3MiHamu Ta 3MiHaMKn y
dhopmaTyBaHHi. BBeAE€HHS 3MiH NpOTArom 6-Tu
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo
L0ONyCTUMUX MeX, BCTAHOB/IEHNX Y creundikaLisx,
nif Yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHX) HE3HAYHI 3MiHW B ONWUCI
MeTOAY BU3HAYEHHSI OO4HOPIAHOCTI CyMiLLli
(MPC013114/3) ansa ginbHnui NMNIBA Xpsatcka
£.0.0. B onuc meTody BHECEHI 3MiHW LWOoA0
NpUroTyBaHHs BUMPO60BYBAHOIO PO34MHY, Yac
XpomaTtorpadyBaHHs 3MIHEHO Ta YTOYHEHO.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.

oTOBWI1 NNiKapCbKMii 3aci6. KOHTpob roToBOrO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

nikapcbKkoro 3acoby. 3miHa y MeToAax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHX MeTofax
BMNPOBYBaHHS) HE3HAYHI 3MiHW Y MeTOopj
«KinbkicHe BU3HaYeHHs, ineHTudikauis
[LOMILLOK/MPOAYKTIB pO3K1agy», Ha OCHOBI 3MiH,
BHeceHux ginbHuusamu Tesa Kdpap-Caba Ta
MIBA XpBartcka f4.0.0., a came BU/ly4eHo
fAerasauito pyxomoi hasu, BU1ydeHo
pekomeHAauito Wwoao cinbTpauii 6ydepa, gogaHo
anbTepHaTUBHE NPUrOTyBaHHSA PO3YUHY A/1A
aHanizy 3 BUKOPUCTaHHAM LiNnx TabneTok,
[oaaHo iHhopMaLito LWoAo cTabiNibHOCTI PO3UMHIB.
Mopi6HicTb KoedilieHTIB BIATyKy Ta BigHOCHe
CTaHAapTHE BigXWIEeHHS f04aHOo A0 onucy MeToay
AK BUMOTV A0 NPUAATHOCTI cuctemun. BeegeHHA
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTofax BUNpobyBaHHs) He3HauHI
3MiHM B METOAi BU3HAYEHHS O4HOPIAHOCTI BMICTY
"3 Ha OCHOBI 3MiH, BHECEHUX AiNbHULAMU TeBa
Kcpap-Caba ta MNIBA XpBaTtcka 4.0.0., a came
BU/TyYEHO AerasaLllito pyxomMoi chasu,
LeHTpUDyryBaHHA 40AaHO SK anlbTepHaTUBHWIA
eTan nigroToBky BUNPO60BYBAHOIO PO3ynHy. B
OLiHKY NpuAaTHOCTI XpoMaTorpadiyHol cuctemmn
[04aHo NoAibHICTb KoedilieHTIB Bigryky Ta
BifJHOCHE CTaHfapTHe BifXWEHHS, [0AaHO
iHbopmaito Wwoao cTabifibHOCTI PO3UMHIB, Yac
XpomatorpadyBaHHs 3MIHEHO 3 «20 XBUUH» Ha
«lLloHaliMeHLle 10 XBWUInH». BBegeHHS 3MiH
NPOTArom 6-Tv MiCALiB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOOyBaHHS) He3HauHa
3MiHa y MeTogi BunpobyBaHHsA /13 3a NOKa3HUKOM
«P0O34YMHEHHS», HA OCHOBI 3MiH, BHECEHMX
ainbHuusamn Tesa Kdpap-Caba Ta IMN/1IBA XpBatcka
[.0.0., @ came BUJTy4YeHO ferasauito pyxomoil
thasn, BBe,EHO [0AaTKOBI a/lbTepHATUBHI hiNbTpK
ANA NiAroTOBKM BUNPO6GOBYBAHOTO PO3UUHY,
[0AaHO LeHTPUAIYryBaHHS K asibTePaHTUBHUI
eTan niarotToskv BUNPO6GOBYBAHOIO PO3UMHY,




25

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

[0aaHo cTabinbHICTh 3paska. B ouiHky
npuaaTHOCTI XpoMaTorpadiyHoi cucTeMm 4o4aHo
noAibHiCTb KoedilieHTIB BiAryKy Ta BigHOCHe
CTaHfapTHe BigxuneHHs. BuganeHo dopmynu, Wwo
CTOCYHOTbCA NPOINiB PO3YNHEHHS, 3MIHEHO Yac
XpomatorpacdysaHHs 3 18-20 xBunvH Ha ~15
XBW/IMH. BBEEHHS 3MiH NpoTArom 6-Tn MicsauiB
nicnsa 3aTBepikKeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa y MeTogax
BUNPOOYBaHHA rOTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHX MeTofax
BMNPOOYBaHHA) He3HAYHI 3MiHV B METOSI
iaeHTudikauii TLUX, a came BBeeHO MexaHiuHe
CTPYLUYBaHHA NPOTATOM 1 rof ik aflbTepHATUBHUIA
eTan niAroToBk1 BUNPO6OBYBAHOIO PO3UMHY Ha
OCHOBI JaHNX NonepegHbLOro aHanisy. Ans
Hacu4eHHs1 Kamepu 3a A0nomMoror 25% po3unHy
amiaky BBeIeHO a/lbTEPHATUBHE PO3MILLLEHHSA
amiaky B Apyriii KOMipLi kamep. BBeieHHS 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
3MiHW Y MeTogi BU3HaveHHs N-(2-xnopanin)-1(R) —
amiHoiHaaHy (2-Cl-AAl) metogom M'X-MC, a cave
3MiHEHO Mofenb AeTeKkTopa BiAMNoBiAHO [0
iCHyro4OT KOHADIrypauii npunagy Ta perynsTopHmx
BUMOTr. [lofAaHO MOX/IMBICTb BUKOPUCTAHHS iHLLOIO
npuaaTHoOro aetektopa. BBefeHHA 3MiH NpoTArom
6-TV MicALIB MicNA 3aTBEPMKEHHSA. 3MiHK | Tvny -
3MiHu 3 sKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS FOTOBOIO JliKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeTofax BUNpPoOyBaHHA) He3HAUHi 3MiHW B MeTofi
onucy 30BHiLLHBOrO BUrnsaay M3, - eBefeHo
aflbTepHaTMBHE BUNPOOYBaHHS 30BHILLHLOIO
Burnagy ta onucy '3 npu geHHOMY CBIT/I.
[logaHo BMBYEHHS 30BHILLHLOrO BUM/IAAY NOBEPXHi
B SKOCTi [OaTKOBOr0O napameTpa, AKui
nepeBipsAeTbCA BiANOBIAHO A0 npoueaypu MNIBA.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
['oTOBWIA Nnikapcbkunii 3aci6. KOHTPOb roToBOro
NiKapcbKoro 3acoby. 3miHa y MeToaax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMNPOOYBaHHA rOTOBOrO MiKApCbKOro 3acoby (iHLwi
3MiHM) 3aMiHa 3aTBepxeHnx metoais BEPX
AinbHuui Teea Kdhap-Caba ans igeHTudikauii,
KiNIbKICHOrO BU3HAYEHHS, BU3HAYEHHS
[oMmilok/npoaykTiB posknagy (QDP0004449,
version 2,0) Ta O4HOPIAHOCTI [O30BaHNX OAUHULb
MeTogom BEPX (QDP0004454, Bepcia 1.0) Ha
MeTog BEPX ans igeHTudpikauii, KinbkicHoro
BM3HAYEHHS, BU3HAYEHHS AOMILLOK/NPOAYKTIB
po3knagy Ta OAHOPIAHOCTI BMICTy. BBeAEeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHA roOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM) 3amiHa
3aTBEPAKEHOr0 METOAY BUMPOOYBaHHSA
«Po3unHeHHs» ainbHuLi Khap-Caba
(QDP0004452, Bepcist 1.0) Ha OHOBNEHWIT METOS,
BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepXKEHHSA. 3MiHU | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbkunii 3aci6. KOHTPOb TOTOBOrO
nikapcbKkoro 3acoby. 3miHa y MeToAax
BMNPOOYBaHHA rOTOBOrO /liKapCbKOro 3acoby (iHLWi
3MiHM) 3aMiHa 3aTBEPKEHOrO MeToAyY
ineHTudpikauii TWWX ginbHuui Kdap-Caba
(QDP0004462, Bepcis 1.0) Ha OHOBNEHY
MeToAVKY. BBefleHHs1 3MiH NpoTArom 6-Tn MicAuis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Mikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHA rOTOBOrO MiKApCbKOro 3acoby (iHLwi
3MiHK1) 3aMiHa 3aTBep)KEHOro MeToay
BM3HayeHHa N-(2-xnopanin)-1(R) —amiHoiHfaHy (2-
CI-AAl) meTtogom MX-MC ginbHuui Teea Kcap-
Caba (QDP0004451, Bepcis 1.0) Ha HOBWi1 meToA,
Y3rofPKEHUIA i3 3aTBEpAKEHUM MeTogoMm M1IBA
BK/TIOYHO 3 HE3HAYHVMW pedakLiiHMK 3MiHamu Ta
3MiHamu chopMaTyBaHHSA. BBeAeHHS 3MiH
NpOTArom 6-T1 MICALIB NiCNA 3aTBEPMKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM) 3amiHa
3aTBEPAKEHOrO METOAY ONMCY Ta 30BHILLIHLOMO
Burnaay ginbHuui Tesa Kgpap-Caba (QGM000007)
Ha 3arasibHuii Pi3nYHUIA MeToa nepesipkn
30BHILUHLOrO BUINAAY Ta onucy 13, y3rompkeHuit
i3 3aTBEpMKEHMM MeTog0M MJTIBA BKIOYHO 3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

He3HaYHVMU pefakuiiHIMK 3MiHamy Ta 3MiHamu
chopmaTyBaHHs. BBeeHHs 3MiH NpoTArom 6-Tu
MicsALiB Micns 3aTBepKEHHSA. 3MiHU | TUMY - 3MiHK
3 AKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby (iHLWi
3MiHM) 3aMiHa 3aTBEPKEHOrO METOAY
BM3HAYEHHs1 MiKPOGIONOrYHOI YACTOTU AiNTbHUL
Kcpap-Caba (QDP000636, version 4.0) Ha
OHOBJIEHUIA MeToA. BBeaeHHs 3MiH NpoTArom 6-tm
MicaLiB nicns 3aTBepoKeHHs. 3MiHun | Tuny -
ALMIHICTPaTUBHI 3MiHWN. BunyyeHHs1 BUPO6HUYOT
OiNbHWLI (BKAOYaouM ginbHULi ans Adl,
NPOMIKHOro NPoAyKTY abo roToBOro NikapcbKoro
3aco6y, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPO6HMKA, BiAMOBiga/TbHOMO 3a BUMYCK Cepil,
MicLle NpoBefeHHS KOHTPOsO cepii) abo
nocTavasibHVKa BUXIGHOTO martepiasny, peareHty
a60 [OMNOMIXXHOT PeUOBUHM (SKLO 3a3HAYEHO y
[0CbE) BUMYYEHHS BUPOOHWYOT AinbHUL Teva
Pharmaceutical Industries Ltd., po3milieHo 3a
appecoto Jerusalem OSD Form Production Plant
20, Kiryat HaMada Street, Industrial Zone, Har
Hotzvim, Jerusalem 9777600 Israel,
BiZiNOBIfa/IbHOT 3@ BUNYCK Ta KOHTPO/Tb
cTabinbHocTi A®Il. BBeAeHHst 3MiH NpoTsArom 6-Tu
MiCALIB MICNA 3aTBEPLYKEHHS.

A30MNT®

Kpanni ouHi, 10
mr/mn; no 5 mny
chnakoHi-
KpanenbHuyj; no 1
onakoHy-
KpanenbHuui y
Kopo6Li 3 KapTOHY

Hosapric
Papma Al

LLBeiiuapi
2

ANKoH KyBpbop

Benbrisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
npo cuctemy chapmakoHarnsgy, amiHa
YMNOBHOB&XEHOT 0C06M, BigNoBiganLHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa gns 34iicCHeHHA
hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaina cuctemm papmakoHarnsgy) 3miHa
YMNOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBiganibHOT
3a hapmakoHarnag,.

[itoua pepakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa pegakuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTHUX faHuX YNOBHOBaXEHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a

3a
peyenmom

UA/2300/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnsg,. 3miHa MicLe3HaxooKeHHs
MacTep-aiina cuctemu hapmakoHarnisgy. 3MiHa
MicLs 34iiCHEHHA OCHOBHOI AisSNIbHOCTI 3
dhapmakoHarnsgy.
5. | AKTEMPA® KOHUeHTpaT ans TOB «Pou YkpaiHa Bupo6bHuuTBO AnoHisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/13909/01/01
PO3YuHy AN YkpaiHa» Hepo3chacosaHol CLuA/ 3MiHW | TRy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii peyenmom | nidsis2ae
iHcpy3iiA, 20 mr/mm; npoaykKuii, LLiBeiuapis 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
no 80 mr/4 mn a6bo nepBuHHE npuaatHocTi abo ymoBax 36epiraHHs roTOBOro
200 mr/10 mn a6o nakyBaHHs: NikapcbKoro 3acoby (36iNbLIEeHHS TEPMiHY
400 mr/20 mny Uyraii dapma npuaaTHOCTI TOTOBOTO JliKapcbKoro 3acoby) -
dhnakoHi; no 1 abo 4 MaHyheKkTypuHr 36iNbLUEHHA TEPMiHY NPUAATHOCTI NikapCbKoro
hnakoHn y Ko. NlTa, AnoHis; 3ac06y 6i0/10riYHOr0/iMyHO/I0TIYHOIO NOXOMXKEHHS
KapTOHHIA Kopoo6Li Brpo6HMLUTBO Ha OCHOBI pe3ynbTaTiB AOC/igpKeHb cTabiflbHOCTI,
Hepo3dhacoBaHoI npoBeeHUX BiANOBIAHO A0 3aTBEPAXKEHOIO
npoaykuii (ans npoTokony. 36iNblUEHHS TePMiHY npugaTHocTi /13
ynakoBku rno 400 npw Temnepartypi 36epiraHHs Big 2 Ao 8°C Ha
Mr/20 mn), OCHOBI pe3y/ibTaTiB A0C/iAXeHb CTabiIbHOCTI,
BMNPOOYBaHHSA nNpoBeAEeHNX BifNOBIAHO 40 3aTBEPAKEHOrO
KOHTPO/O SKOCTI npoTtokony. [liloya pefakuis:
(oNns ynakosku no TepMiH NpuaaTHOCTI. 2 pokn | 6 MicaliB.
400 mr/20 mn): MponoHoBaHa pegakuis: TepmiH npugaTHocTi. 3
[DKeHeHTek IHK., POKU. 3MiHN BHECEHO B iHCTPYKLiIO 415 MEeANYHOrO
CUA; 3aCcTOCYBaHHSA Nikapcbkoro 3acoby y po3gain
BunpobyBaHHs «TepMiH NpuAaTHOCTI». BBeAEHHS 3MiH MPOTAroM
KOHTPO/O SKOCTI 6-TV MicALIB NiCNsA 3aTBEPKEHHS
(oNns ynakosku no
400 mr/20 mn):
[KeHeHTeK IHK.,
CLA
BtopuHe
nakyBaHHs,
BMNPO6YBaHHA
KOHTPOSIO SIKOCTI,
BWMYCK Cepii:
. XodhpmaHH-/15
Pow ltg,
LLiseiiuapis
6. | AKTEMPA® pO34nH N8 iH'eKujin, TOB «Pouw YkpaiHa Brpo6HMLUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/13909/02/01
162 mr/0,9 mn; 4 YkpaiHa» Hepo3dhacoBaHO| LLiBeiuapis 3MiHY | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenmom | niosis2ae
nonepegHsL0 nNpoAYyKLUiT, 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
HarnoBHEHMNX nepBuUHHE npugaTtHocTi abo ymoBax 36epiraHHs roTOBOro
Lwnpumua (KoxeH nakyBaHHs, nikapcbKoro 3acoby (36i/bLIeHHS TeEpMiHY
o6'emom 1 mn) y KOHTPO/Nb B NPUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby) -
KapTOHHI KopoobLi npoueci 36inbLUEHHS TEPMiHY NPUMAATHOCTI NiKapCbKoro
BMPOGHMLITBA, 3ac06y 6i0/10riYHOro/iMyHO/I0TIYHOTO NMOXOAXKEHHS

BUNPOBYBaHHS Ha
CTepUSIbHICTb Ta

Ha OCHOBI pe3y/bTaTiB AOC/iLKeHb CTabiNbHOCTI,
npoBefeHnX BifNOBIAHO [0 3aTBEPAKEHOr0
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6akTepianbHi
€HA0TOKCUHM:
BetTep ®apma-
®epTuryHr MMoX i
Ko KT, HimeuunHa
BunpobysaHHsA Ha
CTepUbHICTb Ta
6akTepiasibHi
€HA,0TOKCUHM,
Bi3yasibHUiA
KOHTpONb B
npoveci
BMPOGHMLTBA:
BetTep ®apma-
®epTuryHr Frm6X i
Ko KI, HimewunHa
BetTep ®apma-
®epTuryHr FrméX i
Ko KI, HimewunHa
BizyanbHuii
KOHTPO/b B
npoueci
BUpOGHMLTBA:
Bettep ®apma-
PepTuryHr MrMoX i
Ko KI', Himeuuunna
BTopuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kpim
BUNPOOYBaHHSA Ha
CTEpPUSIbHICTb Ta
6akTepianbHi
€HO0TOKCUHN),
BUMNYCK Cepil:
®.XochbdmaHH-/15
Pow NTpA,
LLeliLapis

NpoTOKO/y. 36iNbLUEHHA TEPMiHY nNpuaaTHocTi /13
npv TemnepaTtypi 36epiraHHa Big 2 Ao 8°C, Ha
OCHOBI pe3y/ibTaTiB A0C/iAXeHb CTabiIbHOCTI,
npoBefeHnX BiANOBIAHO A0 3aTBEPMAKEHOIO
npoTokony. [Aitoya pegakuis: TepmiH npuaaTHoCTi.
24 wmicaui. MponoHoBaHa pegakuis: TepMiH
npugaTHocTi. 36 micsAuiB. 3MiHM BHECEHO B
IHCTPYKLU,i0 ANS1 MeANYHOr0 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ain «TepMiH
NpVAATHOCTI». BBEAEHHS 3MiH NpoTAarom 6-Tn
MicALiB nicna 3aTBepaKeHHs

AN3ENIN

TabneTtku, BKPUTI
060/10HKO, NO 5 M,
no 14 tabnetok y
6nictepi; no 2 abo
no 4 6nictepn y
KapTOHHIA Kopoo6Li

3AT
PapmaneBTny
HWIA 3aBOg
EriC

YropLmHa

3AT
dapmaueBTUYHN
3aBog ElC

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynsapHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo gocaimKeHb 3 6e3nekn 3acToCcyBaHHs

3a
peyenmom

He
nionsieae

UA/10701/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepioa,
ab0 AK pe3ynbTar OUiHKM 3BIiTY 3 AOCAIIKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHoM).
3MiHN BHECEHO B IHCTPYKLtO 4719 MEAWNYHOIO
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Cnoci6 3acTocyBaHHA Ta fo3mn", "INo6iuHi peakuii”
BiANOBIAHO A0 iHhopMaL,i Wwoao 6e3neku
3aCTOCYBaHHS 4iH04O0T PeYOBUHY 3TiHO 3
pekomeHaauieto PRAC. BBeieHHs 3MiH NpOTArom
6-TV MicALIB MicNsA 3aTBEPKEHHSA. 3MiHK | Tvny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHN BHECEHO B IHCTPYKLHO 4719 MEANYHOIO
3acToCyBaHHA NikapcbKoro 3acoby A0 po3giny
"Mo6ivHI peakui’™ WoA0 3BiTYBaHHA NPO NOBIYHI
peakujii. BBeeHHs 3MiH NpOTArom 6-Tn micsuis
nicns 3aTBepyKeHHs

AN3ENIN

TabneTtku, BKPUTI
060/10HKOI0, MO 10
Mr, no 14 tabnetok
y 6nictepi; no 2 abo
no 4 6nictepn y
KapTOHHIA KopoobLi

3AT
PapmaneBTny
HWIA 3aBOg
EriC

YropLmHa

3AT
dapmaueBTUYHN
3aBog ElC

YropwmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo gocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIIKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHoM).
3MiHN BHECEHO B |HCTPYKLO 4719 MEAWNYHOIO
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Cnoci6 3acTtocyBaHHs Ta fo3n", "Mo6iuHi peakwi”
BiANOBIAHO A0 iHhopMmaL,i Wwoao 6e3neku
3aCTOCYBaHHSA AiH04O0T PeYOBUHY 3riHO 3
pekomeHaauieto PRAC. BBeieHHs 3MiH NpOTArom
6-TV MicALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | TNy -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHK).
3MiHN BHECEHO B |HCTPYKLO 4719 MEAWNYHOIO
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6ivHI peakui™ WoA0 3BiTYBaHHA NPO NOGIYHI
peakujii. BBeeHHs 3MiH NpOTArom 6-Tn micsuis
nicns 3aTBepyKeHHs

3a
peyenmom

He
nionsieae

UA/10701/01/02

ANNb®A-
NinoH

TabneTtku, BKPUTI
n1iBKOBOO

AT
"KMIBCBKWIN

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHWIA

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKuii

3a
peyenmom

UA/4766/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
o6onoHkoto, no 300 BITAMIHHA 3ABOA" 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y MpoLeci
Mmr; no 10 TabneTok 3ABOL" BMPOGHMULITBA rOTOBOTO J1ikapCbKOro 3acoby,
y 6nicTepi; no 3 BK/TOYAKOUM MPOMIXHWIA NPOAYKT, L0
6nicTepy B navuj; no 3aCTOCOBYETLCSA NPV BUPOOHULITBI TOTOBOrO
10 TabneTok y nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
6nicTepi; no 6 BMPOGHMLITBA), 3MiHA TEPMiHY NPUAATHOCTI B
6nicTepiB y navui cneumdikauii Ha NPOMHY Ta Hepo3dacoBaHy
npoayKLito
3aTBepakeHo:
TepMmiH NpuaaTHOCTI rpaHy ATy — 3 4obu
TepMiH NpuaaTHoCTi Macu ana TabneTtyBaHHs — 3
no6bu
TepmiH npugaTtHocTi TabneTku-agpa — 3 fobu
TepMiH NpuaaTHOCTI Hepo3dhacoBaHOi NPOAYKLIT —
10 pi6 3anponoHoBaHo:
TepmiH NpugaTHOCTI rpaHynaTy — 5 A6
TepMmiH NpugaTHOCTI Macu Anst TabneTtyBaHHs — 10
ni6
TepmiH npugaTHocTi TabneTtkm-agpa — 15 g6
TepMiH NpuaaTHOCTI Hepo3dhacoBaHOi NPOAYKLIT —
30 fi6
10. | A/Ib®A- TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/4766/01/02
NiNoH nNiBKOBOIO "KNIBCbKWM BITAMIHHW 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuenmom
06010HKOt0, N0 600 BITAMIHHNIA 3ABOJ" 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
mr; no 10 Tabnetok 3ABOA" BMPOGHMLITBA rOTOBOTO J1ikapCbKoro 3acoby,
y 6nictepi; no 3 BK/1HOUAKUY NPOMIXHUI NPOAYKT, L0
6nicTepy B nayuj; no 3aCTOCOBYETLCSA MNPV BUPOOHULITBI TOTOBOrO
10 TabneTtok y nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
6nictepi; no 6 BMPOOHULTBA), 3MiHA TEPMiHY NPUAATHOCTI B
6nicTepiB y nauui cneumdikauii Ha NPOMiXHY Ta Hepo3dacoBaHy
npoayKLito
3arBepaKeHo:
TepmiH NpuaaTHOCTI rpaHynaTy — 3 Ao6u
TepmiH NnpugaTHOCTI Macy ANs TabneTyBaHHA — 3
nobu
TepmiH npugaTtHocTi TabneTku-agpa — 3 fobu
TepMmiH NnpuaaTHOCTI Hepo3dhacoBaHOi NPoAyKLi —
10 ni6 3anponoHoBaHo:
TepmiH NpugaTHOCTI rpaHynaTy — 5 fi6
TepmiH NnpugaTHOCTI Macy Ans TabneTtyBaHHs — 10
ni6
TepmiH npugaTHocTi TabneTtkm-agpa — 15 a6
TepMmiH NnpuaaTHOCTI Hepo3dhacoBaHOi NPoAyKLi —
30 fi6
11. | AMIHOCTEP PO34nH ANA iHdysii PpeseHiyc HimeuunH ®peseHiyc Kabi AscTpist BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/0948/01/01
NN H-reENA no 500 mny Kabi a ABcTpif FTM6X 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom
donakoHi; no 10 [oiunang Ta hapmakoHarnsagy (iHwi 3miHu). 3mMiHU BHECEHO
h1aKoHIB y v6X B TEKCT MapKyBaHHA NEePBUHHOI Ta BTOPUHHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI KopoobLi yMakoBOK flikapcbKoro 3acoby y posginu: 10.
OCOB/IBI BKA3IBKW LLLOJO
HEBUKOPUCTAHWX NIKAPCbK/X 3ACOBIB
ABO BIAXOAIB, SKI SAJIMILAKOTLCA NICNA 1X
BVKOPUCTAHHSA. 12. HOMEP
PEECTPALIINHOIO MOCBIAYEHHS. 13.
HOMEP CEPII NIKAPCbKOIO 3ACOBY. 15. 114
NIKAPCBKW/X 3ACOBIB, AKI MPU3HAYEHI 014
CAMOCTINHOIO JIIKYBAHHSA — IHOOPMALIIS
LOA0 3ACTOCYBAHHA. 16. IHGPOPMALLIA,
AKA HAHOCUTBCS LWPVUOTOM BEPAVNS. 17.
IHWE
12. | AMIOAUNIH- | TabneTkn no 5 wr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/7940/01/01
AAPHUUSA no 10 TabneTtok y "papmaneBTn "®apMaueBTUYHA 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuenmom
KOHTYPHIi YyHa hipma ipma "AapHuug" BignosigHocTi/lE-cepTudpikar BignosigHoOCTI
YapyHKOBIl "NapHnus” €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
ynakosLi; no 2, no 3 NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
a60 No 9 KOHTYPHUX BiANOBIAHICTb A0 MOHorpadii APY abo
YapyHKOBUX €Bponelicbkoi thapmakonei, abo iHwoi
yNakoBOK y nauyuj HauioHanbHOT hapmakonel aepxasun €C (iHLWi
3MiHM) BHECEHHSA 3MiH 0 cneuudikaLii Ta MeToais
KOHTPOJI0 SIKOCTi LOMOMDKHOI pe4oBUHM MarHito
cTeapart 415 NPpUBEAEHHS Y BiANOBIAHICTL A0
pekomeHAauili Ta CTUNICTUKX 4iloYoi peaakuii
MOHorpagii E® «Magnesium stearate» Ta JPY.
13. | AMIOAUNIH- | TabneTkn no 10 mr; MpAT YkpaiHa MpAT Ykpaiva BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/7940/01/02
AAPHNLA no 10 TabneTok y "papmaneBTn "®apmMaueBTNYHa 3Mminu | TUny - 3MiHn 3 axkocTi. CepTudikar peyenmom
KOHTYPHIi YyHa thipma hipma "OapHuus” BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
YapyHKoBIl "AapHuus" €Bponelicbkiit hapmakonei/MmoHorpadii. 3miHu,
ynakosLi; no 2, no 3 MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
a60 No 9 KOHTYpHUX BiANOBIAHICTb 40 MoHorpadii 4dY a6o
YapyHKOBMX €Bponeiicbkoi thapmakonei, abo iHwol
ynakoBOK y nauui HaLjioHasbHOI thapmakonei aepxasu EC (iHwWi
3MiHW) BHECEHHSA 3MiH [0 cneundikauii Ta MeToaiB
KOHTPO/HO0 SIKOCTi AONOMIXKHOI pevyoBuHY MarHito
cTeapaT 4519 NPMBEAEHHS Y BIAMNOBIAHICTb A0
pekomMeHAaLili Ta CTUNICTUKN Aitoyoi pegakuil
MoHorpagii EP «Magnesium stearate» Ta PY.
14. | AHANbIIH- Tabnetku no 500 mr MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/3222/01/01
AAPHUUA no 10 Tabnetok y "papmaneBTn "®apMaueBTUYHaA 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peyenma
KOHTYpHIlA YHa hipma tipma "AapHuua" BignosigHocTi/lE-cepTudikar BignosigHoCTI
YapyHKOBIW "NapHuus” €Bponelicbkili thapmakonei/moHorpadii. 3miHu,
ynakosLi; no 1 NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTYpHIlA BiANOBIAHICTL A0 MOHOrpadii APY abo

YapyHKOBIl yrnakoBL,i
B nauuj; no 10
Tabnetok y
KOHTYPHUX

€Bponelicbkoi hapmakonei, abo iHWOi
HauioHanbHOT hapmakornel gepxasun €C (iHLWi
3MiHW), BHECEHHS 3MiH A0 cnevumdikayii Ta
MeTOZiB KOHTPOJIH0 SIKOCTi AOMOMIXKHOI pEYOBUHU
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
YapyHKOBWX Tanbk 4518 NpuBeAEHHS Y BiAMNOBIAHICTb A0 BUMOT i
ynakoBkax pekomeHAaLili ailoumx pegakuii MoHorpadii €D
«Talc» Ta APY.
15. | AHrIO- pO34uH N8 iHQy3il, TOB YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/15912/01/01
BETAPIIH 42 mr/mn no 100 mn "BOPBAPTC akuioHepHe 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHWU. BunyyeHHs peuenmom
y naswuj, no 1 PAPMA" TOBapuCTBO BVMPOGHWYOI AinbHNL (BKIHOYAKOUN AiNnbHALI ANS
NAAWLUi y KOpooLi 3 «IHdy3is» A®I, npomi>HOro NpPoAyKTy abo rotoBoro
KapToHy niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
BWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOSO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMNOMKHOI PEYOBUHY (SIKLLO
3a3HauveHo y gocke) (A.7. 1A)
BWU/TyYEHHSI BUPOOHMYOT AinbHNULT AP ApriHiHy
rigpoxnopug-Kyowa Hakko Bio Co., Ltd., AnoHis.
3annwaloTbCs 3aTBEPAKEHI BUPOOHWYI fibHNL
A®| ApriHiny rigpoxnopug: Shanghai Kyowa
Amino Acid Co., Ltd., Kutai1; Ajinomoto Co., Inc.,
AnNoHis.
16. | ACNAHIH PO34uH ANs iHdy3iit MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/16364/01/01
no 100 mn, 200 mn akuioHepHe akuioHepHe 3MiHW | TURy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii peyenmom | nidssi2ae
a6o 400 mny TOBapucTBO TOBapuCTBO 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
nnswuyi, no 1 "IHdoy3ia" "IHdpy3isn” npuaatHocTi abo ymoBax 36epiraHHs roTOBOro
nAsWLi y nayyj NikapcbKoro 3acoby (36iNbLIeHHS TeEPMiHY
npuaaTHOCTI TOTOBOrO Mikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (NiATBEPLKYETLCA AaHUMU
peasibHOro yacy) 36iNbLUeHHS TEPMIHY
NpUAATHOCTI FOTOBOTO NiKAPCbKOro 3acoby Ha
OCHOBI NO3VUTMBHWX Pe3ybTaTiB AOBrOCTPOKOBUX
AocnigpKeHb CcTabinbHOCTI y peanibHOMY Yaci:
3arBepmkeHo: TepMiH NpuAaTHoOCTI. 3 POKW.
3anponoHoBaHo: TepMiH npuaaTHocTi. 5 poki..
3MiHU BHeceHi B po3gin "TepMiH npuaatHocTi" B
IHCTPYKLUi0 fN151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeBefeHHs1 3MiH NpoTArom 6-
U MicALIB NicNa 3aTBEPMAKEHHS
17. | ATOPBACTA | TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLITBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/14301/01/02
TUH KPKA nNiBKOBOIO HoBso mecTo bulk", nepsuHHe 3MiHKM | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom nionsieae

o6onoHkoto, no 20
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 9 6nictepis y
KapTOHHIlA KopooLi

Ta BTOPVIHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
Kewminab g.0.0.,

Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHM BHECEHO
B IHCTPYKL,t0 A1 MEANYHOIO 3aCTOCYBaHHS
niKapcbKoro 3acoby Ao po3ainis "OcobnnBocTi
3acTocyBaHHA" Ta "MMo6GiYHI peakuii” BignoBigHO 40
OHOBJ/IEHOT iHdhopMaLii Wwoao 6e3nekn
3acToCyBaHHSA Aito4oi pevoBUHY 3rigHO 3
pekomeHpauieto PRAC. BBeeHHs1 3MiH MPOTArom
6-TN MicALIB NicNA 3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CnoseHis
18. | ATOPBACTA | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOBHUUTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/14301/01/03
TUH KPKA nNiBKOBOIO Hoso mecTo bulk", nepsuHHe 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom nionsieae
obonoHkoto, no 40 Ta BTOpVHHE Ta chapmakoHarnsagy (iHwi 3miHun). 3MiHU BHeCEeHO
mr, no 10 TabneTtok nakyBaHHs, B IHCTPYKLit0 4719 MeANYHOro 3aCTOCYBaHHSA
y 6nicTepi; no 3 abo KOHTPO/b cepii Ta nikapcbKoro 3acoby Ao posginis "OcobmsocTi
no 9 6nictepiB y BWMYCK Cepii: 3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHoO 40
KapTOHHIlA KOpooLi KPKA, a.4., Hoso OHOBJEHOT iH(hopmaLi Wwoao 6e3neku
mecTo, C/oBeHis; 3aCcTOCyBaHHS Aitl040i pevoBUHY 3rigHO 3
KOHTpO~b cepii: pekomeHaaujieto PRAC. BBefieHHS 3MiH NpOTArom
KPKA, a.4., Hoso 6-TN MicALIB NiCNA 3aTBEPLKEHHS.
mecTo, C/oBeHis;
Kemina6 g.0.0.,
CrnoseHis
19. | ATOPBACTA | Tabnetku, BKpuUTI KPKA, 4.4., CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/14301/01/01
TUH KPKA NNiBKOBOO HoBo mecTO bulk”, nepsuHHe 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom | niosnsizae
060/10HKO10, Mo 10 Ta BTOPVHHE Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHECEHO
mr, no 10 TabneTok nakyBaHHs, B |HCTPYKLitO AN MEANYHOrO 3aCTOCYBaHHS
y 6nicTepi; no 3 abo KOHTpO/b cepii Ta nikapcbKoro 3acoby Ao po3zinis "OcobmBocTi
no 9 6nictepis y BUNYCK cepil: 3acTocyBaHHA" Ta "MMo6iyHI peakuii" Bi4NOBIgHO A0
KapTOHHI KopoobLi KPKA, 4.4., Hoso OHOB/IEHOT iHdhopMaLii Wwoao 6esneku
mMecTo, C/oBeHis; 3acTocyBaHHSA Aito40i pevoBUHY 3rigHO 3
KOHTPONb cepii: pekomeHaauieto PRAC. BBeieHHs 3MiH NPOTArom
KPKA, 4.4., Hoso 6-TV MiCALIB MiCNSA 3aTBEPKEHHS.
mecTo, CrioBeHis;
Kemina6 g.0.0.,
CnoBeHis
20. | ATOPBACTA | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLITBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/14301/01/05
TUH KPKA nNiBKOBOIO HoBso mecTo bulk", nepsuHHe 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nionsieae
060/10HKOH0, M0 60 Ta BTOPVIHHE Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHM BHECEHO
mr, no 10 TabneTtok nakyBaHHS, B IHCTPYKLit0 4719 MeANYHOro 3acTOCYBaHHSA
y 6nictepi; no 3 abo KOHTpO/b cepii Ta niKapcbKoro 3acoby Ao po3ainis "OcobnnBocTi
no 9 6nictepis y BUNYCK cepil: 3acTocyBaHHA" Ta "MMo6GiYHI peakuii” BignoBigHO 40
KapTOHHIlA KopooLi KPKA, a.4., Hoso OHOBJ/IEHOT iHdhopMaLii Wwoao 6e3nekn
mMecTo, CroBeHis; 3acToCyBaHHSA Aito4oi pevyoBUHY 3rigHO 3
KOHTPO/b Cepil: pekomeHpauieto PRAC. BBeeHHs1 3MiH MPOTArom
KPKA, a.4., Hoso 6-TN MicALIB NicNA 3aTBEPKEHHS.
mecTto, CroBeHis;
Kemina6 g.0.0.,
CrnoBeHis
21. | ATOPBACTA | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a He UA/14301/01/06
TUH KPKA N/1iBKOBOO HoBo mecTo bulk", nepBuHHe 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom | midssi2ae

0600HKo0, No 80
Mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHilA KOpO6L

Ta BTOpPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis;

Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHeCeHOo
B IHCTPYKLIitO 418 MEANYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao posgainis "OcobmBocTi
3actocyBaHHs" Ta "Mo6iuHi peakuii” BignosigHoO 4o
OHOB/IEHOT iHdopMaLii Wwoo 6e3neku
3aCTOCYBaHHSA fi040T PEYOBWHW 3TiJHO 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTpO/b cepii: pekomeHaaujieto PRAC. BBefieHHS 3MiH NpOTArom
KPKA, a.4., Hoso 6-TN MicALIB NiCNA 3aTBEPAXKEHHS.
mecTo, C/loBeHis;
Kemina6 g.0.0.,
CrnoseHis
22. | ATOPBACTA | Tabnetku, BKpUTI KPKA, g.4., CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/14301/01/04
TUH KPKA N1iBKOBOIO HoBo mecTo bulk", nepBuHHe 3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom | mniossi2ae
060/10HKO10, Mo 30 Ta BTOPVHHE Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHECEHO
mr, no 10 TabneTok nakyBaHHs, B |HCTPYKLIitO A1 MEANYHOIO 3aCTOCYBaHHSA
y 6nicTepi; no 3 abo KOHTpO/b cepii Ta nikapcbKoro 3acoby Ao po3gainis "OcobmBocTi
no 9 6nictepis y BUNYCK cepil: 3acTocyBaHHA" Ta "MMo6iyHI peakuii” Bi4NOBIgHO A0
KapTOHHI Kopoobui KPKA, 4.4., Hoso OHOB/IEHOT iHdhopMaLii Wwoao 6e3neku
mecTo, CroBeHis; 3aCTOCYBaHHS AiH04O0T PeYOBUHY 3riHO 3
KOHTPO/b cepii: pekomeHaauieto PRAC. BBeieHHs 3MiH NpOTArom
KPKA, 4.4., Hoso 6-TV MICALIB MICNSA 3aTBEPLKEHHS.
mecTo, CrioBeHis;
Keminab g.0.0.,
CnoBeHis
23. | ADIHITOP Tabnetku no 2,5 wr; Hosapric LLiBeuapi BMPOGHULITBO 3a LLiBeiiuapis/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a He UA/11439/01/03
no 10 TabneTtok y dapma Al a NOBHUM LMK/IOM: PymyHis 3MiHu | TUny - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI. peuyenmom | nidssizae

6nictepi; no 3
6nictepu B
KapTOHHIlA KopooLi

HoBapTic ®apma
LTeiH AT,
LLiseiiuapis

KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
MikpobiosnoriyHa
yncToTa):
dapmaHanituka
CA, Weeliyapis

BMPOGHULITBO 3a

NMOBHUM LMK/TOM:

CaHpgo3 C.P.J.,
PymyHis

3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MeX, BU3HAYEHMX Y cneumdikalisax
Ha A®I|, abo BUXiZHWNIA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTea A®I (iHWi 3MiHM) -
OHoBeHHSA cneyndikaii Ha cuposuHy Petroleum
ether (BMKOPMCTOBYETLCA B MpoLeci BUpoOHMLTBA
A®| (EBOpONIMYC) ANA TECTY Ha LWNbHICTb Y
3B’A3KY 3 OHOB/IEHHSIM MpoLieAypy BUNPOBYyBaHHA
3 BiHOCHOI WjinbHOCTi 0.680 - 0.705 r/cm® npm
200C fo wjinbHocTi 0.675 - 0.725 r/cm® npmn 15°C.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHM 3 SKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3amiHa abo BBeeHHA [0AAaTKOBOI Ai/bHULL
BMPOGHULITBA A1 YAaCTUHU abo BCbOTO
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (AinbHMLSA, Ha Skl NPoBOAATLCSA BYAb-siKi
BMPOGHUUI CTagji, 3a BUHATKOM BUNYCKY Cepii,
KOHTPOJI0 SIKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS1, 4151 HECTePUSIbHUX NIKAPCbKNX
3aco06iB) - /loAaBaHHs aNbTEPHATUBHOIO
BMPOGHMKA BiANOBIfaIbHOIO 32 NOBHWI LKA
BUPOGHMLUTBA(BMPOOHULTBO 38 MOBHUM LIMK/I0M)
Cangos C.P.J1., PymyHisi. BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A/15
4acTuHM abo BCbOro BUPOBHNYOro npoecy
roTOBOrO /liKapcbKoro 3acoby (AinbHuua aAns

NepPBUHHOTO NakyBaHHs) - [lofasaHHs
albTepPHATUBHOIO BUPOGHMKa 4151 NEPBUHHOIO
nakyeaHHs CaHpo3 C.P.J1., PymyHia. BBefeHHs

3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpPO6HMLTBI. 3amiHa abo

BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
YacTuHM abo BCbOro BUPOBHNYOro npoecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuuA Ans

BTOPWHHOTO NakyBaHHS) - [lofaBaHHs
albTepHATUBHOIO BUPOOHYKA A/ BTOPUHHOTO
nakyeaHHa CaHpgo3 C.P.J1., PymyHis. BBefeHHsA

3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHN Yy BUPO6HULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTbCSA BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo foaaBaHHsA fiNbHUL, Ha Akl
3[JICHIOETBLCS KOHTPOL/BUNPOBYBaHHS cepii) -
[opaBaHHs CaHpo3 C.P.J1., PymyHis, siK
aflbTEPHATUBHOTO BUPOOHWKA, A/151 KOHTPOSIO
cepii. BBeieHHs1 3MiH NpoTArom 6-Tm MicAUIB micas
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCcbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJt0 AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
BiANOBigae 3a BBe3€HHSA Ta/abo Bunyck cepii) -
Bk1toyaroum KOHTposb/BUNPOBYBaHHA cepii -
NopasaHHa Canpgos C.P.J1., PymyHis, sk
a/lbTEPHATUBHOIO BUPOBHWKA, /15 BUNYCKY Cepil.
3MiHV BHECEHO B iHCTPYKLiI0 AN MegU4HOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
«Burpo6HMK» Ta «MicLe3HaxomKeHHs BUPOGHMKa

Ta agpeca Micua NPoBaKeHHA oro Ais/ibHOCTi» 3

BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby (4ofaBaHHs
BUPOGHMKA). BBEAEHHSA 3MiH NPOTArom 6-Tu

MicALiB Micns 3aTBepKeHHS. 3MiHu | TUny - 3MiHK

3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMUTBI. 3MiHa po3Mmipy cepii (BkIovarum
Aiana3oH po3mipy cepii) roToBOro Nikapcbkoro

3aco6y (3mMeHLweHHs fo 10 pasiB) - (3MeHLIeHHS

00 10 pasiB po3Mmipy cepii). 3aTBepaxeHo: 2,5 mr,

136 kr, 1088 000 Tabn. Ta 2,5 mr, 16 kr, 128 000
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Tabn. 3anponoHosaHo: 2,5 mr, 136 kr, 1088 000
Tabn. Ta 2,5 mr, 16 kr, 128 000 Tabn. Ta 2,5 mr, 12
Kr, 96 000 Tabn. BBeAeHHS 3MiH NPOTArom 6-Tu
MicsLiB MicnsA 3aTBepAKEHHS. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbkoro 3aco6y (iHwWi 3MiHW) - PO3LWIMPEHHs
MeX ToBLHK donbrn (PA/AL/PVC) 3 120-155
MKM [0 114-155 MKM AN NepBUHHOT YNakoBKU 3
METOH rapMoHi3aLii LLboro napameTpy 3
BHYTpIiWHiM cTaHgapToM Novartis A4ns uboro tuny
onbrn. BBeAeHHS 3MiH NPOTArom 6-Tu MicaLiB
nicna 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHW) - 3MiHV/ BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI YNaKOBKW liKapCbKOro
3ac00y WoA0 BUTyYeHHs iHhopMauii, 3a3HaveHol
POCIiCbKO0 MOBOIO, T BHECEHHS HE3HAYHUX
pefakLiiHiX NpaBoK N0 TEKCTy. BBeAEHHA 3MiH
NpoTSArom 6-Tv MicsLiB MicAsi 3aTBEPAKEHHS.

24,

ADIHITOP

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

Hosapric
Papma Al

LLseiiuapi
2

BMPOBHULTBO 3a

NMOBHWM LMK/IOM:

HoapTic ®apma
LTeiiH AT,
LLiseiuapis

KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
Mikpo6iosnoriyHa
yncToTa):
dapmaHaniTuka
CA, Weeliyapis

BMPOGHULITBO 3a

NOBHUM LIK/IOM:

CaHpgos C.P.J.,
PymyHis

LLieiiuapisi/
PymyHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisax
Ha A®|, abo BYXigHWA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCSA Y
npoueci BupobHULTBa AP (iHLWi 3MiHK) -
OHoBMeHHSA cneundikauii Ha cMposuHy Petroleum
ether (BMKOPMCTOBYETLCSA B MpoLeci BUpOOHNLTBA
A®| (EBOpOAiMYC) ANA TECTY Ha LWNbHICTb Y
3B'513Ky 3 OHOBJ/IEHHAM NPOLLeAypy BUNPOGYBaHHS
3 BifHOCHOT LWinbHOCTi 0.680 - 0.705 r/cm® npu
200C pgo winbHocTi 0.675 - 0.725 r/cm® npn 15°C.
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBepMKEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3amiHa abo BBeAEeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A/151 YACTWUHN ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3ac06y (AinbHYLA, Ha K NPoBOAATLCA Oy Ab-SKi
BMPOGHWUI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJIIO0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS1, 4151 HECTEPUSIbHUX NIKAPCbKNX
3aco6iB) - [logaBaHHsA anbTepHaTUBHOIO
BMPOGHMKA BifMNOBifa/IbHOTO 32 NOBHUI LMK
BMPOGHMLTBA(BMPOBGHMLTBO 38 NOBHUM LIMK/IOM)

3a
peyenmom

He
nionsieae

UA/11439/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

Cangos C.P.J1., PymyHisi. BBefeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpo6bHMLTBI. 3amiHa abo
BBE/leHHs A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHM abo BCbOro BUPOGHNYOro npotecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuusa ans
NepBUHHOTO NakyBaHHs) - [logaBaHHA
aNbTePHATUBHOIO BUPOGHMKA A/151 NEPBUHHOMO
nakyBaHHs Canpgo3 C.P.J1., PymyHis. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHM abo BCbOro BUPOGHNYOro npotecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUsa Ans
BTOPWHHOTO NakyBaHHS) - lofaBaHHs
aNbTEPHATUBHOIO BUPOGHMKA A1 BTOPUHHOTO
nakyBaHHsa CaHpo3 C.P.J1., PymyHis. BBeaeHHS
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO MikapCbKoro 3acoby
(3amiHa abo godaBaHHS AiNbHWLI, Ha AKil
3[iICHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
NopasaHHa Canpgos C.P.J1., PymyHis, sk
a/IbTEPHATUBHOIO BUPOOHWKA, A1 KOHTPOSIO
cepii. BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB nmicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY
cepii Ta KOHTPOJIt0 SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo JofaBaHHSA BUPOGHKKA, Lo
BignoBigae 3a BBe3eHHA Ta/abo BUnyck cepii) -
Bkntoyaroun KoHTposb/BUNpobyBaHHA cepii -
NopasaHHa Canpgos C.P.J1., PymyHis, sk
afbTepHaTUBHOIO BUPOGHWKA, 415 BUMYCKY Cepil.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
«Bupo6HMK» Ta «MicLe3HaxomKeHHs BUPOBHYMKa
Ta agpeca Micls NPOBaKeHHS Oro Ais/ibHOCTi» 3
BIANOBIAHUMYW 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby (foaaBaHHS
BMPOGHMKa). BBEAEHHS 3MiH NPOTArom 6-Tn
MicAUIB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIYaun
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Jiana3oH po3Mipy cepii) roToBOro JlikapCbkoro
3aco6by (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPAKEHUM PO3MIPOM) - 36inblUeHHS o 10

pasis. 3arBepmxeHo: 10 mr, 136 kr, 272 000 Ta6n.

Ta 10 mr, 120 kr, 240 000 Ta61. 3anponoHOBaHO:
10 wmr, 136 kr, 272 000 Ta 10 mr, 120 kr, 240 000
Ta 10 wmr, 124 kr, 248 000. BBegeHHS 3MiH
NPOTArom 6-Tv MiCALiB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKkynoproBabHuWi
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[ONYCTUMUX MEX NEPBUHHOI YNaKOBKMN rOTOBOIO
niKapcbKoro 3acoby (iHLWi 3MiHK) - Po3WwrpeHHs
MexX ToBwmHU honbrn (PA/AL/PVC) 3 120-155
MKM 0 114-155 MKM A/19 NepBUHHOI YNakoBKu 3
MeTO0 rapMOHi3aLlii Loro napameTpy 3
BHYTPILLHIM cTaHAapTom Novartis 4na uboro Tuny
onbrn. BeefeHHs 3MiH NPOTArom 6-Tu Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) - 3MiHW BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI YNaKOBKM JliKapCbKOro
3aco0by WoA0 BUIYYEHHS iHdhopmalLii, 3a3HaveHol
poCilicbKol MOBOIO, Ta BHECEHHSI HE3HAYHMX
peAakuiiH1X NpaBoK Mo TEKCTy. BBeAeHHS 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

25.

A®IHITOP

Tabnetkun no 5 wmr;
no 10 Tabnetok y
6nictepi; no 3
6nictepy B
KapTOHHIA Kopoo6Li

Hosaprtic
Papma Al

LLsenuapi
a

BMPOGHULITBO 3a

MOBHUM LK/IOM:

HosapTic ®apma
LLTelin Al,
LLiseiiuapis

KOHTPO/Ib AKOCTI
(3a BUHATKOM
Tecty
MikpobionoriyHa
yncToTa):
dapmaHanituka
CA, Weeliyapis

BMPOBHULTBO 3a

NOBHUM LKOM:

CaHpgos3 C.P.N.,
PymyHis

LLiseliyapisi/
PymyHis

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMMX MEX, BU3HaUYeHuX y cnevmdikauisax
Ha A®|, abo BYXiZHWNIA/MPOMIXKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea AP (iHWwi 3MiHW) -
OHoBReHHSA cneundikauii Ha cupoBuHy Petroleum
ether (BMKOPUCTOBYETLCA B NPOLLECI BUPOBHULITBA
A®| (EBoponimMyc) AN TECTY Ha WiNbHICTb Y
3B’A3KYy 3 OHOBJ/IEHHSAM MpOLieAypy BUMPOOYBaHHA
3 BiiHOCHOT WjinbHOCTi 0.680 - 0.705 r/cm® npm
200C o winbHocTi 0.675 - 0.725 r/cm® npu 15°C.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPKEHHS. 3MiHU | TUnY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMLITBA A/151 YACTWMHM abo BCbOro
BMPOGHNYOro MPOLEeCy roTOBOro NiKapCbKoro
3aco6y (AinbHMLSA, Ha ki NPoBOAATLCA By Ab-SKi
BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJTH0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOIO

3a
peyerimom

He
niossieae

UA/11439/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

nakyBaHHS, 4151 HECTEPUSIbHUX NIKAPCbKNX
3aco06iB) - [lofaBaHHs albTePHATVBHOIO
BMPOGHMKA BiANOBIfabHOTO 32 NOBHUI LK
BVMPOGHMLTBA(BUPOGHMLTBO 3a MNOBHUM LIMK/IOM)
CaHpo3 C.P.J1., PymyHis. BBeeHHS 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/leHHS 40AaTKOBOI AifIbHULI BUPOBHULTBA 415
4acTnHK abo BCbOro BUPOBHNYOro npouecy
roToOBOro Nikapcbkoro 3acoby (AibHUUA ANA
NepPBUHHOTO NakyBaHHs) - [logaBaHHs
a/IbTEPHATNBHOIO BUPOBHMKA [151 NEPBUHHOIO
nakysaHHs CaHpgo3 C.P.J1., PymyHis. BBefeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/leHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTnHK abo BCbOro BUPOBHNYOro npouecy
roToOBOro Nikapcbkoro 3acoby (AibHUUA ANA
BTOPVHHOTO NakKyBaHHS) - [lofaBaHHs
a/IbTEPHATUBHOIO BUPOOHVKA A/ BTOPUHHOTO
nakyBaHHa CaHpo3 C.P.J1., PymyHisi. BBefieHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. 3MiHN Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOTO JliKapCbKoro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3[iACHIOETLCA KOHTPO/L/BMNPOBYBaHHS cepil) -
[opasaHHa Canpgos C.P.J1., PymyHis, sk
aNbTepPHATNBHOTO BUPOBHWKA, A1 KOHTPO/O
cepii. BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicasA
3aTBEepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCSA BUMYCKY
cepii Ta KOHTPOJI0 SIKOCTi FOTOBOTO JTiKAPCbKOro
3acoby (3aMiHa abo AofaBaHHA BUPOOHUKA, LLLO
BiANoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkitoyaroum KoHTposb/BUNpobyBaHHSA cepii -
[opaBaHHs CaHpo3 C.P.J1., PymyHis, siK
anbTepHaTMBHOIO BUPOGHWKA, 4718 BUNYCKY cepil.
3MiHN BHECEHO B iHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
«BunpobHUK» Ta «MicLe3HaxomKeHHs BUPOOHMKa
Ta agpeca MicLsa NpoBafXeHHS M0ro AisifIbHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
yNakoBKM NlikapcbKoro 3acoby (AofgaBaHHs
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BMPOGHVKa). BBEAEHHS 3MiH NPOTArom 6-Tu
MicaLiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIUaun
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (3mMeHweHHsA [0 10 pasiB) - (3MeHLWeHHSA
[0 10 pasiB po3mipy cepii). 3aTBepakeHo: 5 mr,
136 «r, 544 000 Tab6n. 3anponoHoBaHo: 5 mr, 136
Kkr, 544 000 Ta 5 mr, 124 kr, 496 000 Tabn.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepXEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikalii Ta/abo JonyCcTUMUX
MeX NePBMHHOI YNakoBKN rOTOBOrO NiKapCbKOro
3ac00y (iHWi 3MiHN) - PO3LIMPEHHS MeX TOBLUUHM
onbrn (PA/AL/PVC) 3 120-155 mkm go 114-155
MKM [/151 MePBUHHOT YNaKoBK1 3 METOH
rapmoHi3auji Liboro napameTpy 3 BHYTPILLHIM
cTaHgaptom Novartis Ans Lboro Tuny onbru.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) - 3MiHW BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI YNaKOBKYW JTiKapCbKOro
3aco0by WoA0 BUIYYEHHS iHhopmaLii, 3a3HaveHol
pocilicbkol MOBOIO, Ta BHECEHHSI HE3HAYHMX
peAakuiiH1X NpaBoK Mo TEKCTy. BBeAeHHS 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

26.

A®NY
TAlicc

PO34MH AN
opasibHOro
3actocyBaHHA no 30
M1 abo no 50 mny
chnakoHi-
KpanenbHuyj; no 1
oNnakoHy-
KpanesnbHuLi B
KapTOHHIlA KOpooLi

[Op. Taircc
HatypBapeH
M6X

HimeyunH
a

[p. Taiicc
HatypBapeH 'm6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6M, BigNoBiganbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BiJl yNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-caiina cuctemy papMakoHarsisay)io
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0co6u
YMNOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBigasibHOI
3a (hapmakoHarnisg, B YKpaiHi.

6e3
peyenma

UA/6805/01/01

27.

BAIHBE/b
MA3b

Ma3b no 50 r abo
100 ry 1y6i; no 1

[Op. Taiicc
HatypBapeH

HimeuunH
a

[Op. Taiicc
HatypsapeH

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis:
3MiHM | Tuny - 3MiHK WwoAo 6e3nekn/edeKkT1BHOCTI

6e3
peyenma

UA/9105/01/01




42

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
IHTEHCUB Ty6i B KAPTOHHIA M6X v6X, HimeuunHa Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
KOpoo6Li (KOHTpO/b AKOCTI y3arasibHeHUX JaHnX Npo cucTemy
Ta BUNycK cepil; hapmakoHarnsagy (BBefeHHs y3araslbHeHUX JaHux
BVMPOGHMLTBO npo cuctemy chapmakoHarnsgy, 3MiHa
Hepo3dhacoBaHol YNOBHOB&XEHOT 0C06M, BignoBigancHoI 3a
npoaykuii, 3AiliCHeHHs hapMakoHarsnszy; KOHTaKTHOT ocoou 3
nepBuHHe Ta dhapmakoHarnsgy 3asBHUKa g1 34iCHEHHS
BTOPVHHE thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
nakyBaHHs) Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOI
3a hapmakoHarnsg B Ykpaii.
28. | BENOAEPM cnpeii 0,05 %; no 20 Benyno, nikun XopBaris Benyno, nikv Ta XopBartis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/9695/03/01
M abo 50 mny Ta KOCMeTuKa, KocMeTuka, A.4. 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenmom
thnakoHi; no 1 a.o. Ta thapmakoHarnsagy (iHwi 3miHun). 3MiHUM BHECEHO
chnakoHy B y TEKCT MapKyBaHHs NepBuHHOI (M. 2, 17) Ta
KapTOHHI nauui BTOPUHHOI (. 2, 3, 15, 17) ynakoBKv NikapCbKoro
3acoby.
29. | BICAKOAWN- | TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 6e3 UA/2575/01/01
AAPHULUSA 060/10HKOI0, "papmaneBTn "®apMaueBTUYHA 3MiHu | TUnNy - 3miHK 3 AkocTi. CepTudpikat peuenma
KVLLKOBOPO3UMHHI, YyHa dhipma ipma "AapHuug" BignosigHocTi/l E-cepTudikat BignosigHOCTI
no 5 mr; no 10 "OapHuus” €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
Tabnetok y noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
KOHTYPHili BiAMNOBIAHICTb A0 MOHOrpadii AdY abo
YapyHKOBIl €Bponelicbkoi thapmakonei, abo iHwoi
ynakosLi; no 3 HalioHanbHOT hapmakonel gepxasun €C (iHLi
KOHTYPHI YapyHKOBI 3MiHKM). BHeCeHHs 3MiH g0 cneuucpikauii Ta
ynakoBKu B navi MeTOZiB KOHTPOJIHO AKOCTI AOMOMIXXHOI pe4OBUHU
Tanbk 4n18 NpUBEAEHHS Y BIANOBIAHICTbL A0 BUMOT i
pekomeHAauii Aitoumx pegakuii MoHorpadii €EP
«Talc» Ta ADY.
30. | BICOMPO/IO | Tabnetkv no 5 mr; TOB «TeBa YkpaiHa Mepkne Mv6X HimeuunHa BHECEHHS 3MiH 10 peecTpayiiiHux maTepianis: 3a UA/1728/01/01
N-TEBA no 10 TabneTtok y YkpaiHa» (BMpo6HNLTBO 3MiHu | TUny - 3MiHKn 3 aKkocTi. CepTudiikaT peyenmom
6nicTepi; no 3 abo 5, Hepo3hacoBaHOro BignosigHoOCTI/lE-cepTudcpikar BignosigHOCTI

abo 9 6nicTepis B
Kopobu,i

NpoayKTy, A03BiN
Ha BUMYCK cepii;
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPO/b cepif)

€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOr0 cepTudikara
BiANOBIAHOCTI ab60 BUNYyYEHHS cepTudikaTa
BiNOBigHOCTI €Bponelickkilii hapmakonei: ans
AO®l; pnsa BuxigHoro
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBuHM (cepTudikaT BigNOBILHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikat
Bifl HOBOrO BMPO6HMKa (3aMiHa ab0 [AONOBHEHHS)
noJaHHsa HOBOro cepTudiikara BigNOBigHOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)
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Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€sponelicbkin dhapmakonei R1-CEP 2015-366-
Rev 00 ansa HoBoro Bupo6Huka IPCA Laboratories
Limited, India A®I Biconponony cdymapat
(3atBepmxeHo: Unichem Laboratories Limited
(India); Moehs Catalana S.L. (Spain);
3anponoHosaHo: Unichem Laboratories Limited
(India); Moehs Catalana S.L. (Spain); IPCA
Laboratories Limited, India).

31.

BICOMPOO
N-TEBA

Tabnetkn no 10 wmr;
no 10 Tabnetok y
6nictepi; no 3 a6o 5,
abo 9 6nicTepis B
Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

Mepkne M'meX
(Bupo6HuuTBO
Hepo3ghacoBaHOro
npoayKTy, A03BiN
Ha BUMYCK cepii;
nepBuHHa Ta
BTOPWHHA
yrnakoBkKa,
KOHTPONb cepif)

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
AQ®l; ans BUxigHOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HouiA cepTudpikart
Bifl HOBOrO BMPOGHMKa (3aMiHa ab0 AONOBHEHHS)
noAaHHsa HOBOro cepTudikaTa BiAnoBIgHOCTI
€sponelicbkiin hapmakonei R1-CEP 2015-366-
Rev 00 ans Hosoro Bupo6HuKa IPCA Laboratories
Limited, India A®I Biconponony cymapar
(3aTBepmxeHo: Unichem Laboratories Limited
(India); Moehs Catalana S.L. (Spain);
3anponoHoBaHo: Unichem Laboratories Limited
(India); Moehs Catalana S.L. (Spain); IPCA
Laboratories Limited, India).

3a
peyerimom

UA/1728/01/02

32,

BPY®EH®
CALWIE

rpaHynu wunydi no
600 wr; 30 cawe B
KapTOHHI KopoobLi

ABGOTT
Nab6opaTtopi3
6X

HimeuunH
a

A66BI C.p.n.

ITanisa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHun | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCyBaHHS Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nmicnspeecTpaviliHvin nepiog,
ab0 K pe3ynbTar OLiHKM 3BIiTY 3 fOCAIIKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnimkenb (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOoCTi 3acTocyBaHHS", "Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito4oi peyoBuHu (ibynpodpeHy) 3rigHo 3

3a
peyenmom

He
nionsieae

UA/13154/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
pekomeHgauisvm PRAC.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHM) 3MiHWM BHECEHO [0 IHCTPYKLUIT Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3gainy "Mepeno3yBaHHA" (YTOUHEHHS
iHbopmawii). TepMiH BBEAEHHS 3MiH - NPOTATOM 6
MiCALIB MiCNSA 3aTBEPLKEHHS.
33. | TANbBIHIA-M | TabneTkun, BKpUTI 3eHTiBa, K.C. Yecbka nepBuHHE Ta pewis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/20209/01/01
nNiBKOBOIO Pecny6nik BTOPVHHE 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peuenmom
060n0HkKot0, 50 a nakyBaHHs, BignosigHocTi/lE-cepTudikar BignosigHOCTI
mr/850 wmr, no 10 KOHTPO/b AKOCTI, €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
Tabnetok y 6nictepi, isnko/ximiyHe Ta HOBOro abo OHOBMEHOro cepTudpikata
no 3 abo 6 6nictepis Mikpo6iosioriyHe BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
Y KapTOHHIli kopobLi TecTyBaHHs, BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: gns
Bignosigae 3a A®I; onsa BuxigHoro
BWMNYCK Cepil: marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
PAPMATEH C.A., BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
peuis; [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
BMPOGHMLTBO, €sponelicbkin hapmakonei) - OHOBEHWIA
nepBuHHE Ta cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPobHUKa,
BTOPVHHE noJlaHHA OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
nakyBaHHs, €poneiicbkili hapmakonei Ne R1-CEP 2000-059 -
KOHTPO/b AKOCTI, Rev 12 (3atBepmkeHo: R1-CEP 2000-059 - Rev
isnko/ximiyHe Ta 11) pnsa APl meTdopMmiHy rigpoxiopuay Big,
MikpoGiosioriyHe 3aTBEpAKEHOro BMpo6HMka Harman Finochem
TecTyBaHHs, Limited, IHgis.
Bignosigae 3a
BWMNYCK Cepil:
®APMATEH
IHTEPHELUHN
C.A., peuis
34. | TANbBIHIA-M | TabneTkun, BKpUTI 3eHTiBa, K.C. Yecbka nepBuHHE Ta peuis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/20209/01/02
nNiBKOBOIO Pecny6nik BTOPVIHHE 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuenmom
o060onoHkoto, 50 a nakyBaHHs, BignosigHocTi/l E-cepTudikat BignosigHOCTI

mr/1000 mr, no 10
Tabnetok y 6nictepi,
no 3 a6o 6 6nictepis

KOHTPO/b SIKOCTI,
isnko/ximiuHe Ta
MikpobiosnoriyHe

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikara

Y KapTOHHiIli kopobui TEeCTyBaHHs, BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
BignoBsigae 3a A®l; pnsa BuxigHoro
BWMNYCK Cepil: marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
PAPMATEH C.A., BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
Ipeuis; [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
BMPOGHMLTBO, €Bponelicbkiin hapmakonei) - OHOBEHWIA
nepBuHHe Ta cepTudikaT Bif, yke 3aTBEPAKEHOIO BUPOOHMKA,
BTOPVIHHE noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
nakyBaHHs, €poneiicbkili hapmakonei Ne R1-CEP 2000-059 -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/b SKOCTI, Rev 12 (3atBepmkeHo: R1-CEP 2000-059 - Rev
pisnko/ximiuHe Ta 11) pnsa A®l meTdopMmiHy rigpoxsiopuay Big,
Mikpo6iosioriuHe 3aTBEpAKEHOro BMpo6Hnka Harman Finochem
TecTyBaHHs, Limited, IHgis.
Bignosigae 3a
BUMNYCK Cepil:
®APMATEH
IHTEPHELUHN
C.A., peuis
35. | TENOMMA3M | po3uuH ANns iHQysiid; ®peseHiyc HimeuunH ®peseHiyc Kabi ®paHuis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/13782/01/01
A no 500 M1y MiLlKy Kabi a $paHc 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
Freeflex; no 500 mn [onunang Ta papmakoHarnsgy. BeegeHHs abo 3miHv o
y Miwky Freeflex, no M6X y3arasibHeHVX AaHUX Npo cucTemy
20 wmiwkiB Freeflex B hapmMakoHarnagy (BBe4eHHS y3araslbHeHUX JaHnUX
KapTOHHI KopoobLyi npo cuctemy papMakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAaLHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarniagy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu hapmMakoHarasay). 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHA
hapmakoHarnsay B YkpaiHi
36. | rnoay HacToika no 25 mn MAT YKpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 nidnsieae UA/8383/01/01
HACTOWKA a6o 100 mny "Ximthapm3as "Ximthapm3sasop 3MiHW | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenma
onakoHax CKNSHUX; oA, "YepBoHa "UepsoHa 3ipka" 3aci6. Cuctema KoHTeliHep/3akynoproBasibHuWi
no 1 chnakoHy B 3ipka" 3aci6. 3miHa y NepBUHHIN ynakoBLji rOTOBOro
nauuyj; no 25 mn abo nikapcbKoro 3acoby (Tvn KoHTelHepa abo
100 mn 'y chnakoHax [ofaBaHHA HOBOrO KOHTelHepa) - TBepai, M'siki Ta
CKNAHMX; no 100 mn HecTepw/bHi piaki nikapcbki gpopmun. BBegeHHs
y 6aHkax; [0[aTKOBOT ynakoBku, a came no 100 mn y
no 100 mny thnakoHu nonimepHi (®r-100 BUroToBNEHNUI 3
chnakoHax PET), 3aKynopeHi KpuLikamy ni1acTtMacoBmMm 3
nosnimMmepHux; no 100 KOHTpOsiem nepLuoro po3kputta (HDPE) y nayui 3
MY chnakoHax KapToHy ab0 6e3 nayku (3aTBepKeHi ynakoBKU Mo
nosiMepHux; no 1 25 mn Tta 100 mn y chrakoHax 3i ckna Ta no 100 mn
dhnakoHy B nauui 3 y 6aHKax 3i ckna).
KapToHy 3MiHM BHECEHI B p034in "YnakoBka" B iHCTPYKLiO
[ANs MeAnYHOro 3aCTOCYyBaHHS Y 3B'A3KY 3
BBEJEHHAM [0JaTKOBOI ynakoBKuW (chnakoH
nonimepHnii no 100 mn) Ta sIK HAC/IAOK -
3aTBEPKEHHA TEKCTY MapKyBaHHA A0AATKOBOI
ynakoBKM NikapCbKoro 3acoby BeefeHHs 3MiH
NpoTArom 3-X MicsiLiB NicNs 3aTBEPKEHHS.
37. | TPUMNOCTA | cnpeit HazaslbHWA, CTALA HimeyuunH (BUNycK cepii): HimeyuunHa/ BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 6e3 UA/16231/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
A® PUHO po3unH 0,05 % no ApuHaiimitren a CTALA Icnanis/ 3MmiHu |l TUny - 3MiHK 3 AKOCTI. [OTOBWIA NMikapcbkuii peyenma
MAPITIM 15 mn y dnakoHi; no b Al ApuHaiimiTTens PyMyHis 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
1 cbnakoHy B Al', HimeuunHa; BMPOBHMLTBA FOTOBOrO NiKapCbKOro 3acoby,
KapTOHHI/ KopoobLi (BMPOGHMLTBO BK/10UAK0UY MPOMIKHUI MPOAYKT, WO
Hepo3gacoBaHOro 3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOrO
nNpoayKTY, NiKapcbKoro 3acoby (CyTTeBa 3miHa y NpoLeci
nepBuHHe Ta BUPOGHULITBA, K& MOXe MaTy iCTOTHWI B/IMB Ha
BTOPVHHE AKICTb, 6e3neKy Ta eheKTUBHICTb JlikapCbKOro
nakyBaHHs, 3aco6y), AofasaHHA Ha fiTbHUL XEMOMOHT 4,.0.0.
KOHTPO/Ib Cepiif): B SIKOCTi TEXHOJIOTYHMX (PibTPIB HA BUPOOHNYIN
Ypcadapm cTagii: ctepunbHa inbTpauis, qinbTpu Big,
ApuHalimiTTens noctavasnbHuka Merck Millipore. 3aTBepaxeHo:
vM6X, HimeuunHa; Manfacturing step: Sterile filtration filtration system
(BUPOBHMLTBO (Pall): PES/PVDF membrane, 0.1 pm, 5" filter
Hepo3cacosaHoro element or filtration system (Domnick Hunter):
npoaykKTy, PES/ PES membrane, 0.1 um, 5” filter element
nepBuHHE Ta 3anponoHoBaHo: Manfacturing step: Sterile
BTOPVHHE filtration filtration system (Pall): PES/PVDF
nakyBaHHs, membrane, 0.1 pm, 5” filter element or filtration
KOHTPO/Ib cepiif): system (Domnick Hunter): PES/ PES membrane,
DPAMAP XENIC 0.1 um, 5" filter element or filtration system (Merck
KEP CEPBICEC Millipore): PVDF membrane, 0.1 pm, 5” filter
MAOPWA, C.AY., element
IcnaHis;
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NpOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs):
XeMOMOHT 4.0.0.,
YopHoropis;
(KOHTpONb cepiii:
hi3nKO-XiMiYHi
BUNPOOYBaHHS):
NABOPATOPIA 3
KOHTPONIO
NIKAPCBKNX
3ACOBIB CTALA
Xemodpapm CP/1,
PyMyHis;
(KOHTpONb cepiii:
MiKpo6ionoriyHi
BUNPOOYBaHHS):
MikpoBaiionogxi
Kpamep Mvu6X ,
HimeyunHa
38. | TPUNNOCTA | cnpeli Ha3a/lbHWiA, CTALA HimeuunH (Bunyck cepiit): HimeuunHa/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/16231/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

I® PUHO
MAPITIM

po3uuH 0,1 % no 15
My pnakoHi; no 1
chnakoHy B
KapTOHHI/ KopoobLi

ApuHaiimitren
b Al

a

CTAIA
ApuHaiimiTTens
AT, HimeuyunHa;
(BMPOGHMLTBO
Hepo3gacoBaHOro
NpOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib Cepiif):
Ypcadapm
ApuHaiimiTTeNb
Mv6X, HimeuunHa;
(BUPOBHMLTBO
Hepo3cacosaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepiif):
PAMAP XEJIC
KEP CEPBICEC
MAIPWUA, C.AY.,
IcnaHis;
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NpOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs):
XeMOMOHT 4.0.0.,
YopHoropis;
(KOHTpONb cepiii:
i3VKO-XiMiYHI
BUNPOOYBaHHS):
NABOPATOPIA 3
KOHTPOJO
NIKAPCbKNX
3ACOBIB CTALA
Xemodpapm CP/1,
PyMyHis;
(KOHTpONb cepiii:
MiKpo6ionoriyHi
BUNPOOYBaHHS):
MikpoBaiionogxi
Kpamep Mvu6X ,
HimeyunHa

IcnaHis/
YopHoropisi/
PymyHis

3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTpOos1b AONOMDKHUX PEYOBUH. 3MiHU B
MeTOAi cMHTe3y abo pereHepadii
HedhapMakoneiHoi 4ONOMIXXHOT PeHOBUHN (SKLLO
onncaHo y focbe) abo HOBOI LONOMIXHOT
PeyYoBUHMN (HE3HAYHI 3MIHM Y METOAj cuHTe3y abo
pereHepauii HedhapmakonenHol fOoMOMIKHOI
peyoBuHM abo HOBOI [ONOMIXHOI PeYOBUHN),
[0[aBaHHA a/lbTEPHATUBHOIO NocTavasibHUKa
[OMOMiXHOT PEeYOBMHM — MOPCbKa BOAA, a came
Laboratoires Actions Innovations Marines (AIM).

peyernma

39.

TPUNNOCTA

cnperi HazaNbHWUIA,

CTAIA

HimeyunH

(Bunyck cepiit):

HimeyumHa/

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:

6e3

UA/16231/01/01




48

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

I® PUHO
MAPITIM

po3uuH 0,05 % no

15 mn y dnakoHi; no

1 donakoHy B
KapTOHHI/ KopoobLi

ApuHaiimitren
b Al

a

CTAIA
ApuHaiimiTTens
AT, HimeuyunHa;
(BMPOGHMLTBO

Hepo3gacoBaHOro
NpOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib Cepiif):
Ypcadapm
ApuHaiimiTTeNb
Mv6X, HimeuunHa;
(BUPOBHMLTBO
Hepo3cacosaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepiif):
PAMAP XEJIC
KEP CEPBICEC
MAIPWUA, C.AY.,
IcnaHis;
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NpOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs):
XeMOMOHT 4.0.0.,
YopHoropis;
(KOHTpONb cepiii:
i3VKO-XiMiYHI
BUNPOOYBaHHS):
NABOPATOPIA 3

KOHTPOJO

NIKAPCbKNX
3ACOBIB CTALA
Xemodpapm CP/1,

PyMyHis;
(KOHTpONb cepiii:
MiKpo6ionoriyHi
BUNPOOYBaHHS):
MikpoBaiionogxi
Kpamep Mvu6X ,
HimeyunHa

IcnaHis/
YopHoropisi/
PymyHis

3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTpOos1b AONOMDKHUX PEYOBUH. 3MiHU B
MeTOAi cMHTe3y abo pereHepadii
HedhapMakoneiHoi 4ONOMIXXHOT PeHOBUHN (SKLLO
onncaHo y focbe) abo HOBOI LONOMIXHOT
PeyYoBUHMN (HE3HAYHI 3MIHM Y METOAj cuHTe3y abo
pereHepauii HedhapmakonenHol fOoMOMIKHOI
peyoBuHM abo HOBOI [ONOMIXHOI PeYOBUHN),
[0[aBaHHA a/lbTEPHATUBHOIO NocTavasibHUKa
[OMOMiXHOT PEeYOBMHM — MOPCbKa BOAA, a came
Laboratoires Actions Innovations Marines (AIM).

peyernma

40.

AEKCAMETA

Kpan/i O4Hi,

PapmaLeBTny

Monbla

POM®APM

PymyHist

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:

3a

He

UA/2543/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
30H B®3 cycnensis, 1 mr/mn HWi1 3aBog, KOMMMAHI CPN 3wmiHa 3asBHuKa /13 (MIBIM) (BnacHuka peyenmom | nidssi2ae
no 5 mn 'y cnakoHi- "Monbthapma” peecTpayiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
KpanesnbHuui 3 C.A. Bif 23.07.2015 Ne 460). BBefieHHS1 3MiH NPOTArom

KOHTPO/NIEM MepLUOro
po3KpUTTS; No 1
donakoHy-
KpanesnbHuui 3
KOHTpONEeM nepLuoro
PO3KPUTTA B NauLli
KapTOHHIi

6-TV MicALIB Mic/1A 3aTBepMXEHHSA. 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
OiNbHULI BUPOOHMLTBA /18 YacTHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro
3aco0y (AinbHULA, Ha AKI NPOBOAATLCA Gy Ab-siKi
BMPO6HUYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPO/IH0 AKOCTi Ta BTOPMHHOTO NakyBaHHSA A1
CTEepW/IbHMX NiKapCbKUx 3acobis (BKIOUAUM
BMPOGIEHi acenTUYHNUM METOAOM), KpiM
nikapcbKnx 3aco6iB 6io10rivYHOro/iMyHOM0riYHOro
NOXOPKEHHS) - 3aMiHa BUPO6HWKa M3,
BiANOBIAA/ILHOIO 3a BUPOGHMLTBO Ta NEpBUHHE
nakyBaHHs /13. BBefeHHS 3MiH NPOTAroMm 6-Tn
MicsALiB Micns 3aTBepKEHHSA. 3MiHU | TUMY - 3MiHK
3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHM y
BMPOGHMUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL BUPOBHULTBA 19 YacTUHW abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapCbKoro
3acoby (AinbHULA AN BTOPUHHOTO NakyBaHHS) -
3amiHa BUPOOHMKa, BiANOBIAA/ILHOIO 3 BTOPUHHE
nakyBaHHs /13. BBeAeHHS 3MiH NpoTArom 6-Tu
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHKKa, WO BignoBigae 3a
BBE3EHHSA Ta/abo BMNyck cepii) - Bkioyaroun
KOHTPONb/BMNPO6YBaHHSA cepii - 3aMiHa
BVMPOGHMKA, BigNOBiJa/IbHOTO 3a BUMYCK Ta
KOHTPO/b cepii MN13. 3MiHM BHECEHO B pPO34i/in
"Brnpo6HuK" Ta "Micue3HaxokeHHs BUPOOHUKa Ta
agpeca MicLs NpoBaKEHHS Oro Ais/IbHOCTI" B
IHCTPYKLU,i0 ANS1 MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y 3B"53Ky 3 3aMiHOO
BMPOGHWKA; K HACNIAOK - BiANOBIAHI 3MiHM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3miHa po3mipy cepii (BKOYaloum giana3oH
pO3Mmipy cepii) roTOBOro NikapcbKoro 3acoby
(3MeHLWweHHs fo 10 pasiB) - 3MeHLUEHHST po3Mipy
cepii /13 NOpiBHAHO i3 3aTBEPAKEHUM PO3MiIpOM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BiANOBIAHO [0 MOTY)XXHOCTi BUPOBHNYOrO
061aHaHHA Ha HOBIli AiNbHNLj BUPOOHULITBA.
[itoua pepaxuis: 250 n/252,0 kr. NMponoHoBaHa
pepakuis: 100 i1 (100.8 kr) 20 000 koHTeiHepiB.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3amiHa abo BBeeHHA [0AaTKOBOI Ai/TbHULL
BMPOGHMLITBA A/151 HACTWUHW ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapCbKoro
3aco06y (iHLWWi 3MiHK) - BBEAEHHS A04ATKOBOI
AiNbHULI ANa YacTuHKM BUpo6HMUTBa N3, a came
NS cTepunisauii NepBYHHOIO NakyBaHHA —
Mediscan GmbH & Co KG, Austria. BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLECi
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/10UAK0UY MPOMIKHUI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOrO
NiKkapcbKoro 3acoby (iHLi 3MiHM) - HE3HaYHI 3MiHN
y npoueci Bupo6HuuTea N3, a came: Ha cTagil
«Preparation solution» go onucy npouecy fogaHo
4acosi fliana3oHn nepemillyBaHHs KOMMNOHEHTIB
(5-15xB), thiHasbHOro po3umHy (15-20 xB), Ha
cTagii «Homogenization» Lk romoreHisau;i
craHosuTUMe 30-35xB, Ha cTagji «Filling»
3araibHuii yac nepebyBaHHA CTEPUIBHOTO
PO34MHY Bif 3aBepLUEHHS (DINIbTPYBaHHA 40
3aBepLUEHHS aceNTUYHOTO HaNOBHEHHS
cTaHoBUTMME He 6inblue 20 roa. BBeaeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHW Y NMpoLeci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/TOHAKOUM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOTO
nikapcbkoro 3acoby (iHWi 3MiHW) - He3Ha4Hi 3MiHK
y npoueci BupobHuyTea N3, a came 3MiHEHO
nepernik 06n1agHaHHA Ta onMc BUPOBHNYOro
npouecy. BBefieHHs 3MiH NpoTAromM 6-Tn micsuiB
nicns 3aTBepmKeHHs. 3MiHn | Tuny - 3miHu 3
AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHK BUNpobyBaHb abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikaLlisix,
nif, yac BUPOGHMLITBA FOTOBOTO J1iKApPCbKOro
3acoby (foaaBaHHA HOBOTO MeToay
BMNPO6YBaHHA Ta AONYCTUMUX MeX) - A0faBaHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

HOBOrO MOKa3HMKa AKOCTI Nif Yac BUPOOHNYOro
npouecy «4ac nepemillyBaHHs KOXHOI
[L0MOMDKHOT peyoBUHM» Ha eTani «[purotyBaHHs
pO3unHy». BBEAEHHS 3MiH NPOTAroM 6-TW MicALiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3miHn y
BMPO6HMLTBI. 3MiHN BUNpobOyBaHb abo
O0ONyCTUMUX MeX, BCTAHOB/IEHNX Y creundikaLisx,
nif Yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco0y (foaaBaHHA HOBOTO MeToAy
BUNPOOYBaHHA Ta AONYCTUMUX MeX) - fofaBaHHS
HOBOrO MOKa3HWKa SIKOCTi Nif, 4yac BUPOOHNYOTrO
npouecy «Yac nepemillyBaHHs (hiHaNIbHOTO
pO34nHy» Ha eTani «[puroTyBaHHs PO3UUHY».
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisix, nig vyac
BMPOBGHULITBA rOTOBOrO NiKapCbKoro 3acoby
(#opaBaHHA HOBOTrO MeTOAYy BUMPOGYBaHHA Ta
[OMyCTUMUX MEX) - A0AAaBaHHA HOBOTO MOKa3HMKa
SAKOCTI Nif, Yac BUPOBHNYOro Npouecy nokKasHuK
«®iHanbHa Maca» Ha eTani «[1puroTyBaHHs
pO3unHy». BBEAEHHS 3MiH NPOTAroM 6-TW MicALiB
nicnsa 3aTBepikKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo
L0ONyCTUMUX MeX, BCTAHOB/IEHNX Y creundikaLisx,
nif Yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3acoby (foaaBaHHA HOBOTO MeToAy
BUNPOBYBaHHA Ta AONYCTUMUX MEX) - fofaBaHHS
HOBOrO MOKa3HWKa SIKOCTi Nif, Yac BUPOOHNYOTrO
npouecy «4Yac romoreHisadii» Ha eTani
«[MpuUroTyBaHHA cycneHsii». BBegeHHs 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOB/EHUX Y
cneundikauisix, Mg yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (foAaBaHHsA HOBOro MeToay
BMNPOGYBaHHA Ta AONYCTUMUX MEX) - A0faBaHHSA
HOBOrO MOKa3HMKa AKOCTI Nif Yac BUPOOHNYOro
npouecy «3aranbHa KifbKiCTb aepobHMX
MiKpoopraHi3mie» (bioHaBaHTaXeHHS) 3
HopMyBaHHAM Max. 10 cfu/100 ml Ha eTani
«CTepunbHa (hinbTpauis». BBegeHH:A 3MiH
NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTpOo/1b AONOMDKHUX PEUYOBUH (iHLUi 3MiHN)
- NpMBeAEeHHA BUMOT cneuudikaLii Bogu oumnLLeHol
BiAMOBIAHO A0 YMHHOI peAakLii MoHorpadii
Ph.Eur. 0008 «Water, purified». BBefieHHs1 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHu) - OHOBNIEHHA
TEeKCTy MapKyBaHHs NepBuHHOI (M. 3, 4, 6) Ta
BTOPUHHOI (N. 17) ynakoBKu slikapcbkoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
41. | AEKCMEAET KOHLeHTpaT Ans AT "Kanuekc" Narteis BCi cTagii CnoBayumHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/18314/01/01
OMIAVH pO34uHy ons BUPOGHMYOro | NaTBia 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenmom
KAJNUEKC iHcpy3iiA, 100 mMKr/mn; npovecy, Kpim Ta hapmakoHarnsagy (iHwi 3miHu).
no 2 Mn B amny’ni; BUMYCKy cepil: OHOB/IEHHA TEKCTY MapKyBaHHA NepBUHHOI Ta
no 5 amnyny XBEM ®apma BTOPWHHOI YNakoBOK JIiKapCbKOro 3acoby, a came:
KOHTYpHili c.p.o., BWJ/Ty4YEHO iH(pOpMALLit0, 3a3Ha4YeHy POCiliCbKO
YapyHKOBIl CnoBayuunHa,; MOBOI0. TepMmiH BBEAEHHS 3MiH MPOTAroM 6
ynakosLi; no 1 a6o 5 MiCsILiB NicNs 3aTBEPKEHHS.
KOHTYPHUX BMPOBHUK, KW
YapyHKOBUX BignoBigae 3a
ynakoBOK B nauLj 3 KOHTPO/b
KapToHy cepii/sunpobysaH
HA:
AT "T'piHgekc",
Narsis , Nlatsis;
BUPOGHUK, KNI
Bignosigae 3a
BWMYCK Cepii:
AT "Kanuekc",
Natsis
42. | DXANOEC® BHYTPILLUHbOMATKOBA Baiiep Oy PiHNAHAIA Baiiep Oy PiHNAHAiA BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/13283/01/01
cuctema 3 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTUBHOCTI peyenmom

NeBOHOPrecTpesiom
no 13,5 mr;
BHYTpIiLLHbOMATKOBA
cuctema,
BCTaHOB/IEHa Ha
BEPXHiil YacTuHi
npucTpoto ans
BBEJeHHs, 3anasHa
B OKPEMOMY
6nicTepi; no 1
6nictepy B
KapTOHHIW nayui

Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa A1a 3M4iCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-gaiisia cuctemu papmakoHarasgy). 3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
YMNOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBigasibHOT
3a hapmakoHarnag,.
[itoua pepakuis: Justin Daniels. MponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTAKTHUX AaHWX
YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBiganbHOI
3a (hapmakoHarniag
43. | ANKNO®EHA | TabneTtku, BKpUTI "HOHik IHais HOHiK IHgis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/3939/03/01
K €EBPO 060/10HKOI0, PapmMacbloTHK dapmacboTuKas 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuyenmom | nidsisizae
KMLLKOBOPO34YMHHI N0 an JNabopaTopi3 3aci6. Cuctema KOHTenHep/3aKynopoBasibHU
50 mr; no 10 Na6opaTtopiz" (BipgineHHs dipmmn 3aci6. 3MiHa po3mipy ynakoBKu roToBOro
Tabnetok y 6nictepi; (BipAineHHs "Ix. b. Kemikan3 nikapcbKoro 3acoby (3miHa KislbkoCTi OANHULb
no 1, a6o no 2, a6o dipmm "Ox. B. eHa (ranpuknag TabneTok, amnyn TOLLO) B YNakoBL,i:) -
no 10 6nictepiB y Kemikans eHg dapmacbloTrKans 3MiHa y AjanasoHi 3aTBepXeHNX po3mipis
KOpOGLIi 3 KAPTOHY, dapmacbloTnK nTp.") yNaKkoBKM - BBEA,EHHS HOBOrO PO3Mipy YNakoBKW.
no 10 TabneTtok y an3 fitg.") 3MiHV BHECEHO B po3in "YnakoBka" B iHCTPYKLitO
KOXHOMY 3 2-X AN MeAnYHOro 3acToCyBaHHA MikapCbKoro 3acoby
6nictepis, WO Yy 3B'AI3KYy 3 NOSIBOIO NEBHOIO PO3Mipy YNakoBKM, SiK
3'egHaHi pasom; no 5 HacnifokK - Nosisa TEKCTY MapKyBaHHS BiANOBIAHOT
Kombo0 6nicTepiB y yrnakoBku. BBeAeHHS 3MiH NpoTarom 6-Tu Micauis
KopobLi 3 KapTOHY nicnsa 3aTBEpKEHHS
44, | DUKNO®PEHA | TabneTku, BKpUTI "HOHiK IHais HOHiK IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/3939/03/01
K €BPO 060/10HKOI0, PapmMacbloTHK PapmacboTuKas 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapcbKuii peyenmom
KMLLKOBOPO34YUHHI N0 an Nab6opaTtopi3 3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
50 wr; Na6opaTtopiz" (BiggineHHs dipmmn 3miHa y MeTofax BUNpobyBaHHS roToBOro
no 10 Tabnetok y (BipAineHHs "Ix. Bb. Kemikan3 nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
6nictepi; no 1, abo dipmu "Ox. B. eHa BMNPOB6YBaHb (BK/IKOYAKUYM 3aMiHy abo
no 2, a6o no 10 Kemikans eHg PapmacboThKan3 [O0MNOBHEHHSA)) 3MiHa y MeToAax BUNPOGYyBaHHS
6nicTepiB y KopoobLi PapmMacbloTHK nra.t) rOTOBOrO J1iKapCbKOro 3acoby 3a nokasHUKamu:
3 KapTOHY ans fita.") OfHOpIAHICTb A030BaHNX OAUHULb,
no 10 Tabnetok y XpomarorpadiuHa umctora, PO3UMHEHHS,
KOXHOMY 3 2-X KinbkicHe BU3HA4YeHHs - CTaHOapTHWUI 3pa3ok
6nictepis, L0 nuknocpeHaky Hatpito (USPRS) 3amiH0eTbCS Ha
3'egHaHi pasom; no 5 po6ounii cTaHAapTHUIA 3pa3ok AUKNoteHaKy
Kombo 6nictepis y Hatpito. BBeAeHHA 3MiH NPOTArom 6-Tu MicsLiB
Kopo6Li 3 KapTOHY nicns 3aTBepAXeHHs -3MiHun | Tuny - 3miHn 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHK) -
OHOB/EHHS BXe 3aTBepAXEeHUX METOAiB
KOHTPO/IH0 SIKOCTi NikapCcbKoro 3acoby, a came
BUKNAEHHS TEKCTY iepPXXaBHOK MOBOIO 3rifHO
Cy4acHuX BUMOT. BBeleHHs 3MiH NpoTArom 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS
45. | ANKNO®EHA | TabneTtku, BKpUTI "tOHiK IHAis tOHiK IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/3939/03/01
K €BPO 060/10HKOI0, PapmacboThK dapmMacboTUKa 3MiHu | TUNY - 3MiHK Woao 6e3nekn/etheKTUBHOCTI peyernmom
KMLLKOBOPO3YMHHI MO an JNabopaTtopi3 Ta thapmakoHarnsgy (iHwi 3miHM) OHOB/IEHHS
50 wmr; no 10 Na6opaTtopiz" (BipLineHHs chipmun TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby,
Tabnetok y 6nictepi; (BipAaineHHs "Ix. B. Kemikan3 a came: YTOYHEHO iHhopmaLito LWoa0 TepMiHY

no 1, abo no 2, abo

dipmn "Ix. B.

eHf

NpWAATHOCTI, HOMEPY peecTpauiiHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 10 6nictepiB y Kemikans eHg dapmacboTrKans3 MOCBiJYEHHS, HOMepY cepii, BUPOGHNYOT NiLleH3i,
KOpPOOLLi 3 KApTOHY PapmMacbloTHK nrapt) 3a3HayveHHs "[HLWoT TexHivHoi iHdopmaui™, 2-D
no 10 TabneTok y ans3 /ita.") KOAyBaHHS Ta YTOYHEHHS 10r0TUNY BUPOBHNKA.
KOXHOMY 3 2-X BunyueHHs iHchopmau,ii Woao komnaHii ska
6nictepis, WO 3[iiCHI0E MapKeTUHT. BBeAEHHSA 3MiH NPOTArom 6-
3'efHaHi pasom; no 5 TV MiCALIB NiCNA 3aTBEPMXKEHHS
Kkombo 6nictepis y
KOpOGLii 3 KAPTOHY
46. | AIATHON® MOPOLLIOK A5 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/11708/01/01
OpasibHOr0 PO3UUHY, 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenmom

64 r/nakeT; no 73,69
I NOPOLLKY Y NakeTi;
no 4 nakeTn B nayuj
3 KapTOHY

BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
AQ®l; ans BUxigHOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, yxe 3aTBepAXEeHOro BUPOOHUKA,
noAaHHs OHOBMIEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2006-085 -
Rev 02 (3atBepmkeHo: R1-CEP 2006-085 - Rev
01) ansa gito4oi peyoBMHM NONIETUNEHINIKOMb
(Macrogols 4000) Bif BXe 3aTBEPKEHOTO
BMpobHMKka THE DOW CHEMICAL COMPANY,
CLUA. 3miHu | Tvny - 3miHuK 3 skocTi. CepTudpikart
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
A®l; ans BUxigHoOro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTmaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKA,
noAaHHs OHOBMIEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2006-085 -
Rev 03 ans gjtoyoi pevyoB1HM NOAIETUNEHTNIKOb
(Macrogols 4000) Big, BXe 3aTBEPAXKEHOr0
BupobHuka THE DOW CHEMICAL COMPANY,
CLUA. 3miHu | Tvny - 3miHn 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikaiii
Ta/abo AONyCTUMUX MEX, BUSHAUEHUX Y
cneundikauinx Ha A®Il, abo BUXIgHWIA/MPOMIDKHU
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci Bupo6bHuUTBa A®PI (BUTYyUYEHHSA
He3HaYHOro NoKasHVKa AKOCTi (Hanpukiag
BW/TYYEHHS 3aCTapifioro NokasHuka)), BUMyYEHHs
nokasHunka «PO34MHHICTb» i3 cneyudpikauii Ta
MeTOZIB KOHTPOO A5 AiH0HOT PEeYOBUHM
nonieTuNeHrnikonb BUpo6bHuka THE DOW
CHEMICAL COMPANY, ockinbku 3rigHo cTaTTi
LY «CybeTaHuii ana dapmaleBTUYHOro
3aCTOCYBaHHSA» PO3YMHHICTb CybCTaHLiT
po3rnagatoTb K AOAATKOBY XapaKTepUCTMKY i
BOHAa Mae iH(hopMaTVBHWI xapakTep.

47.

LONTIT®
rPCbKA
COCHA

PO34MH HALLKIpHWIA,
no 100 mn a6o 250
mn, abo 500 mn, abo
1000 mny
nonieTUNeHoBiIM
naswyi; no 1
NAAWLU Y KAPTOHHIi
Kopobui

[Op. Taiicc
HatypBapeH
v6X

HimeuumnH
a

[Op. Taiicc

aTypsapeH M6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy, 3MiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHuKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BignoBiganLHoI 3a
3fjificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEeHHi
mMacTep-gaiina cuctemu papmMakoHarnsay). 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0c06M 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi.

100 mn —
6e3
peyenma;
250 mn, 500
m/s1, 1000 mn
—3a
peyenmom

UA/10820/01/01

48.

IYOTPAB®

Kpanni o4Hi no 2,5
M1y tpriakoHi-
KpanenbHuyj; no 1
donakoHy-
KpanesbHULi B
NPOMIiXHii1 ynakoBLi,
LLLO BK/1AAa€ETLCA B
KOpPOOGKY 3 KapTOHY

HosaprTic
dapma Al

LLsenuapi
a

ANKOH KyBpbop

Benbris

BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis:
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOi 0co6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEeHHi
macTep-gaiina cuctemu hapmMakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigansHOI
3a thapmakoHarnsg,.

[Oitova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa pegaxuisi: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTH/X JaHUX YNOBHOBaXXEHOI

3a
peyerimom

UA/6292/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
0Cco6M 3as1BHKKA, BignoBigasibHOI 3a
thapmMakoHarnag. 3miHa MicL,e3HaxooKeHHs
mMacTep-chalina cuctemu chapmakoHarnsgy. 3MiHa
Micusi 34iICHEHHA OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy
49. | EBKAMINTOB | ma3b no 20 r abo 50 [Op. Taiicc HimeuumnH [p. Taiicc HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/2332/01/01
i ry 6aHuj; no 1 6aHuj HatypBapeH a HatypBapeH 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenma
BA/TIb3AM B KapTOHHI Kopo6Lyi meX 'm6X, HimeyunHa Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
BiA (mo3Bin Ha BUMycK y3arasibHeHNxX AaHnx npo cucremy
3ACTYON cepii, hapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHux
OP.TANCC BUPOGHMLTBO npo cuctemy hapmakoHarnsgy, amiHa
Hepo3dghacoBaHOl YNOBHOBAXXEHOT 0CO6M, BigNoOBiganbHOI 3a
npoaykKuii, 3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
nepBuHHe Ta chapmakoHarnsgy 3asBHuKa ana 34ilCHEHHS
BTOPVHHE dhapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BigMiHHA
nakyBaHHS; Bifl yNOBHOBaXeHOI 0cO6WU, BiAMNOBIAa/IbHOI 3a
BUPOGHMLTBO 3piicHeHHs chapMakoHarnsay (BkiYakyn
Hepo3chacosaHol KOHTaKTHI AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
npoaykKuii, macTep-gaiina cuctemy papmMmakoHarnsgy). 3miHa
nepBuHHe Ta KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
BTOPVHHE YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
nakyBaHHs) 3a (hapmakoHarnisg, B YKpaiHi.
50. | EBKACMNPEN cnpeii HazaslbHUA CninbHe YkpaiHa CninbHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/17018/01/01
1,0 mr/mn; no 10 mn YKpaiHCbKO- YKpaiHCbKO- YTOUYHEHHS1 HaNUCaHHA peecTpaviiHol peyenma
Y KOHTeliHepi 3 icnaHcbke icnaHcbke npoueaypu B Hakasi MO3 YkpaiHu Ne 1275 Bipg,
npo6koto- nignpueMCcTBO nignpueMcTBO 22.07.2024 - 3MiHu | TUNY - 3MiHK 3 AKOCTI.
po3nusoBayemM i "Cnepko "Cnepko YkpaiHa" CeprtudpikaT BignosigHocTi/l E-cepTudikart
KPULLIKOIO 3 YkpaiHa" BiANOBIAHOCTI EBponeiichbkili

KOHTpONEeM nepLUoro
BigKpnTTA, No 1
KOHTelHepy y nauui
3 KapPTOHY

hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BifnoBsigHOCTIi abo
BUJTYYEHHs cepTudikaTa BignosigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BMXiAHOTO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fONOMiKHOT peqyoBuHN (cepTudpikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBReHWit cepTuddikaT Bif, yxe 3aTBepAKeHoro
BMpPOOHUKA - NOaHHA OHOBJ/IEHOro cepTudikaty
BiANoBIgHOCTI €Bponeiickbkili hapmakonei R1-CEP
2017-054-Rev 00 Big, 3aTBEpAXEHOr0 BUPOOHUKA
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z o. 0., Poland gjto4oi pe4yoBuHm
KCUIoMeTasoniHy rigpoxnopua, B 38’A3Ky 3i 3MiHOK
Ha3BM BUPOOHUKa (3aTBEpxeHo: RO-CEP 2017-
054-Rev 00 Predsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp. Z o. o., Poland,;
3anpornoHosaHo: R1-CEP 2017-054-Rev 00
WARSZAWSKIE ZAKLADY FARMACEUTYCZNE
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

POLFA S.A. IPOCHEM BRANCH, Poland). 3miHn
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepIXEeHOro BUPOOHUKA -
noJaHHA OHOBJIEHOrO cepTuddikaty BignoBigHOCTI
€sponelicbkiin hapmakonei CEP 2017-054-Rev 01
Bif 3aTBepAKeHoro BupobHnka WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gijto4oi pe4oBuHu
KCMIOMEeTa30/iHy Figpox/iopua B 3B’3Ky 3i 3MiHOH
Ha3BW BUPOGHMKa (3aTBepaxeHo: R1-CEP 2017-
054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland; 3anponoHoBaHo: CEP 2017-
054-Rev 01 ZAKLADY FARMACEUTYCZNE
POLFARMA S.A., Poland).

51.

EBKACIMPEN
TYPBO

cnpeii HasaslbHUiA,
po3osaHuin 1,0
mr/mn, no 10 mn y
nonieTnaeHoBoMy
KOHTelHepi 3
HacocoMm 3
posnuaBayem y
naJui 3 KapToHy

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMcTBO
"Cnepko
YkpaiHa"

YkpaiHa

CninbHe
YKparHCbKO-
icnaHcbke
nignpueMcTBo
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
YTOUYHEHHS1 HanncaHHsA peecTpauiliHol
npoueaypu B Hakasi MO3 YkpaiHu Ne 1275 Big
22.07.2024 - 3MiHK | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponechbkili
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignoBsigHOCTIi a6o
BU/yYEHHS cepTudpikaTta BiANoBIAHOCTI
€Bponeiickkili hapmakonei: gns Adl; ans
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona foNoMiKHOT peqyoBuHK (cepTudpikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHOBNEeHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMpPOOHUKA - NOfaHHA OHOBJ/IEHOro cepTuddikaty
BiANoBIgHOCTI €Bponeiickkili hapmakonei R1-CEP
2017-054-Rev 00 Big, 3aTBEpAXEHOr0 BUPOOHUKA
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z o. 0., Poland gjto4oi pe4yoBuHm
KCMIOMEeTa30/iHy Figpox/iopua B 3B’A3Ky 3i 3MiHOH
Ha3BuW BUpPOOHUKa (3aTBepxeHo: RO-CEP 2017-
054-Rev 00 Predsiebiorstwo Innowacyjno-

6e3
peuyenma

UA/18958/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

Wdrozeniowe IPOCHEM Sp. Z o. 0., Poland;
3anponoHosaHo: R1-CEP 2017-054-Rev 00
WARSZAWSKIE ZAKLADY FARMACEUTYCZNE
POLFA S.A. IPOCHEM BRANCH, Poland). 3miHn
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBoro abo OHOBMIEHOro cepTudikara
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepIAXEeHOro BUPOOHUKA -
noJaHHs OHOBJIEHOTO cepTuddikaty BignoBigHOCTI
€sponelicbkiin hapmakonei CEP 2017-054-Rev 01
Bif 3aTBepAKeHoro BupobHnka WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gijto4oi pe4oBuHu
KCMIOMEeTa30/iHy Fipox/iopua B 3B’A3Ky 3i 3MiHOH
Ha3BW BUPOGHMKa (3aTBepaxeHo: R1-CEP 2017-
054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland; 3anponoHoBaHo: CEP 2017-
054-Rev 01 ZAKLADY FARMACEUTYCZNE
POLFARMA S.A., Poland).

52.

EKCTPAKT
LWABAI 3
BITAMIHOM
C AP. TACC

Tabnetkn ans
CMOKTaHHS; no 12
Tabnetok y 6nictepi;
no 1 a6o no 2
6nictepy B
KapTOHHIA KopoobLi

[Op. Taiicc
HarypsapeH
M6X

HimeuunH
a

[Op. Taiicc
HatypsapeH 'm6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHun). 3MiHM BHECEHO

y n. 17. IHWE TekcTy MmapKyBaHHS BTOPUHHOI

YNaKoBKM JiKapCbKOro 3acoby, a came BU/Ty4YeHO
norotun imnoprtepa. BeeAeHHs 3MiH NnpoTarom 6-
TW MICALIB NiC/1A 3aTBEPAKEHHS.

6e3
peyenma

UA/4952/01/01

53.

EKCTPAKT
LLUABAII 3
BITAMIHOM
C Op. TACC

Tabnetkn gns
CMOKTaHHS; no 12
TabneTtok y 6nictepi;
no 1 a6o no 2
6nictepy B
KapTOHHIlA KopooLi

[Op. Taiicc
HatypsapeH
M6X

HimeuunH
a

[p. Taiicc
HatypBapeH 'M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TUnY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
3[iiCHeHHA hapMakoHarnsAgy; KOHTaKkTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEeHHi

6e3
peyenma

UA/4952/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
macTep-aiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3as1BHUKA, BifnoBigasibHOI
3a (hapmakoHarnisg, B YKpaiHi.
54. | ENIPYBIU/H PO34UH A5 iH'EKLiA, Mepak HimeuuunH BTopvHHe HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10941/01/01
MEOAK 2 mr/mn; no 5 mn, lesenbwadpT a nakyBaHHs, Yecbka 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom
abo no 10 mn, abo dhrop KniHiwe MapKyBaHHs1, Pecny6nika Ta papmakoHarnsagy. 3miHa yactotu Ta/abo
no 25 mn, a6o no 50 Lneuianbnpe KOHTPO/b Ta TEPMIHIB NOAAHHSA peryssipHO OHOBJ/TOBAHWX 3BITIB
ms1, abo no 100 mn y napare M6X BMNYCK cepil: 3 6e3nekn Nikapcbkrx 3acobiB. 3MiHa 4acToTn Ta
chnakoHi; no 1 Mepnak TEepMiHy MoJaHHs perynsipHO OHOBJIOBAHOTO 3BTy
hnakoHy B KOPO6L lesenbwadt drop 3 6e3nekun (PO3B) nikapcbkoro 3acoby: Aitoya
KAiHiLe pepakuis: YactoTta noganHa PO3B - 3 poku;
LLineuyjiansnpenapa KiHueBa gaTa ansa Bk/oUeHHs gaHmx go PO36 -
Te M6X, 30.06.2020 p.; aara nogaHHa PO3b - 28.09.2020
HimeuunHa; p. MNMponoHoBaHa pefakuis: YactoTa nogaHHs
Bupo6HuyTBO "in PO3B - 5 pokis; KiHUueBa fata A4/15 BK/IHOYEHHS
bulk", nakyBaHHs, naHux no PO3B6 - 30.06.2028 p.; gata nogaHHs
MapKyBaHHA Ta PO3b - 28.09.2028 p. PekomeHA0BaHO 40
KOHTpO~b cepii: 3aTBEpPIXEHHS BiANOBIAHO [0 NepioAnYHOCTI
OHkoTek Papma nofaHHA perynsapHoO OHOB/OBaHUX 3BITIiB 3
MpogakwH M6X, 6e3nekn nikapcbkunx 3acobis y €sponencbkomy
HimeyumnHa; Cotosi.
Bupo6HMLTBO "in
bulk", nakyBaHHs,
MapKyBaHHS Ta
KOHTPO/b cepii:
OHkomep,
MeHbODEKYEPIHT
a.c., Yecbka
Pecny6nika
55. | EPOTOH® Tabnetku no 50 mr; MPAT YkpaiHa BiANOBigabHNIA 3a Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4652/01/01
no 1 a6o no 2, a6o "®ITOPAPM" BUPOBHMLTBO, 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom
no 4 Tabnetkn y nepBUHHE, 3aci6. KOHTpO/1b FOTOBOro NiKapcbKoro 3acoby
6nicTepi; no 1 BTOPVHHE (iHWi 3miHW) 3MiHK B cneumdikauii Ta meTogax
6nicTepy B nauuj 3 nakyBaHHS, KOHTPOJIIO 3a NoKasHukamu: «Onue;
KapToHy; rno 4 KOHTPO/b Ta «P0O34MHEHHS»; «OAHOPIAHICTb 4030BaHNX
Tabnetkn y 6nictepi; BUNYCK cepil: OAMHULB>» (BUNPABNEHHS TEXHIYHOT NOMUIKK B
no 2 6nictepu B MPAT po3paxyHKoBiii chopmyni); «MikpobionoriyHa
nauuj 3 KapToHy "®ITOPAPM", ynctoTar; «KinbkicHe BU3HaYeHHA» «CynpoBigHi
YkpaiHa; [OMILLKM» «YNaKoBKa» -pefakuiiiHi npaBku no
BiAnoBiganbHUIA 3a TecTy. 3MiHu cTocyloTbes nuwe MKA. 3MiH 3
BMPOGHMLTBO, AKOCTI He BifbyBaeTbCcsA. 3MiHu | TUny -
nepBrHHE, AZMiHICTpaTUBHI 3MiHN. BruyyeHHs1 BUPOGHUYOT
BTOPVIHHE LinbHUUI (BKIOYaoUM AinbHUU ans Adl,
nakyBaHHs, NPOMIXXHOro MPOAYKTY abo roToBOro Nikapcbkoro
KOHTPO/b SIKOCTI: 3aco0y, AiNbHULI NS NPOBELEHHS NaKyBaHHS,
TOB BMPOGHMKA, BiAMoBiga/IbHOro 3a BUMYCK Cepil,
"AcTpadapm", MicLie NpoBefEeHHS KOHTPO/IHO cepii) abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Ykpaina,; noctavasibH1Ka BUXILHOTO MaTepiasty, peareHTy
BiANoBigabHNIA 3a ab0 [ONOMIXHOI PeYOBUHM (SKLLO 3a3HAYEHO Y
BMPOGHULITBO, [0CLE) BUTYYEHHS BUPOGHMKA Ait0UOT pEYOBUHN
nepBUHHE, cungeHadiny untpaty Shilpa Medicare Limited ,
BTOPVHHE IHAisA. 3MiHK | TUNY - 3MiHK 3 AKoCTi. FOTOBWMIA
nakyBaHHs, nikapcbkuii 3aci6. KOHTPOb roToBOro Nikapcbkoro
KOHTPO/Ib SKOCTI: 3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
MAT "Bitaminun", [OMYCTUMMUX MEX rOTOBOTO JTIKapCbKOro 3acoby
YKkpaiHa; (BUYYEHHS HE3HAYHOrO NOKa3Huka (Hanpuknag,
BiJNOBIAaIbHUI 3a 3aCcTapifioro nokasHuka, Takoro sk 3anax Ta cMak,
BUPOBHULTBO, a60 igeHTudbikaLis 6apBHMKIB Y/ CMaKOBUX
nepBUHHE, [06aBOK))
BTOPUHHE 3 crneumdikayii 13 BUAy4YeHo nokasHUK
nakyBaHHs, «CTUpaHHICTb» BiANOBIAHO 10 OHOBEHOI
KOHTPONb AKOCTI: 3arasibHOI cTatTi «Tabnetkm» AdDY. 3miHu | Tiny -
AT "Nly6Hndhapm", 3MiHu 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6.
YKpaiHa; KOHTpPO/Ib rOTOBOrO /1iKapCbKoro 3acoby. 3MiHa
BiiNOBIAabHUIA 3a napamMeTpiB cneuudikaLiii Ta/abo gonycTummx
BWMYCK Cepii, He MEX rOTOBOrO JlikapCbkoro 3acoby (BUTy4YeHHs
BK/TIOHA0YUM He3HaYyHOro nokasHuka (Hanpvknag, 3actapinoro
KOHTPO/b/BMNPOGY nokasHuka, Takoro sik 3anax Ta cmak, abo
BaHHS cepii: iaeHTndikauis 6apBHMKIB Y CMakoBUX [06aBOK)) 3
MPAT cneuudikauii M13 BUNy4YeHO NOKA3HUK «TaslbK»
"PITOPAPM", BiANOBIAHO O OHOB/IEHOT 3arasibHOI CTaTTi
YkpaiHa «Tabnetkn» APy .

56. | EPOTOH® Tabnetku no 100 wr; MPAT YkpaiHa BiAnoBiganbHUIA 3a Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4652/01/02
no 1 a6o no 2, abo "®ITOPAPM" BMPOGHMLTBO, 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
no 4 Tabnetkm y nepBUHHE, 3aci6. KOHTpos1b rOTOBOrO MiKapCbKoro 3acoby
6nictepi; no 1 BTOPVHHE (iHWi 3miHW) 3MiHK B cnevmdikauii Ta meTogax
6nictepy B nauui 3 nakyBaHHs1, KOHTPO/IH0 32 NoKasHuKamu: «Onme;

KapToHy; no 4 KOHTpO/b Ta «P0o34nHeHH:A»; «OfHOPIAHICTL A030BaHNX
Tabnetkn y 6nictepi; BUNYCK cepil: OOVHULb» (BUNPABNEHHS TEXHIYHOT NOMUKK B
no 2 6nictepu B MPAT po3paxyHKoBii chopmyni); «MikpobionoriuHa
nauuj 3 KapToHy "®ITOPAPM", ynctoTa»; «KinbkicHe BU3HaYeHHA» «CynpoBigHi
YkpaiHa [OMiLLKM» «YNakKoBKa» -peaakuiiiHi npasku no
BiANOBiAa/IbHNIA 3a TecTy. 3miHM cTocyroTbea nuwe MKA. 3MiH 3
BMPOGHMLTBO, AKOCTI He BifbyBaeTbCcA. 3MiHu | TUny -
nepBUHHE, AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUpOOHUYOT
BTOPVHHE AiNbHULI (BKAOYaoUM AinbHULI ans Adl,
nakyBaHHs, MPOMIXHOro NPOAYKTY abo roToBOro NiKapcbKoro
KOHTPO/b SKOCTI: 3aco0by, AiNbHUL ANna NpoBeAEeHHS NaKyBaHHS,
TOB BMPOOHMKA, BiAMOBIgaUILHOMO 3a BUMYCK Cepil,
"AcTpadapm", MicLie NpoBefeHHS KOHTPOsIo cepii) abo
Ykpaina noctavasibH1Ka BUXiLHOTO MaTepiasny, peareHTy
BiANOBIAA/IbHWIA 32 ab0 AONOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y
BMPOGHMLTBO, [0CbE) BUTYYEeHHS BUPOGHMKA AitoU0T peHOBUHN
nepBUHHE, cungeHadiny untparty Shilpa Medicare Limited ,

BTOPWHHE

IHAiA. 3MiHW | TMny - 3MiHK 3 AkocTi. [oToBwMiA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakyBaHHs, nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
KOHTPO/1b SIKOCTI: 3aco6y. 3miHa napameTpiB cneyudikauin Ta/abo
MAT "Bitaminn", [0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
Ykpaina (BMNYyYEHHSI HE3HAUHOTO NOKa3HVKa (Hanpuknag,
BifiNOBIAabHUIA 3a 3acTapifioro nokasHuka, Takoro sk 3anax Ta cMak,
BMPOGHULITBO, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
nepBUHHE,BTOPVH [06aB0OK))
He nakyBaHHs, 3 cneumdikayii M3 BUAYYEHO NOKa3HUK
KOHTPONb AKOCTI: «CTWpaHHICTb» BiANOBIAHO A0 OHOBEHOT
AT "Nly6Hndapm", 3aranbHoi cTatTi «TabneTtku» AdY. 3mivm | TNy -
YkpaiHa 3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
BiAnoBiganbHUIA 3a KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
BWMYCK Cepii, He napameTpiB cneuudikauiii Ta/abo JonMyCTUMUX
BK/TIOHA0UM MeX rOTOBOr0 NMikapCbKoro 3acoby (BUMyYeHHS
KOHTPONb/BUNPOBY HEe3Ha4yHOro nokasHvka (Hanpukiag 3actapifioro
BaHHA cepii: rokasHuKka, Takoro ik 3anax Ta cmak, abo
MPAT iieHTUdikaLis 6apBHMKIB Y CMakoBUX [06aBOK)) 3
"®ITOPAPM", cneundikauii 13 BUNYYEHO NOKA3HUK «TaslbK»
YkpaiHa BiAMNOBIAHO 40 OHOB/IEHOT 3arasibHOI CTaTTi
«Tabnetku» APy .
57. | E®/TIOPAH Tabnetku no 400 wmr; KPKA, a.4., CnoBeHis KPKA, g.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/0928/01/01
no 10 Tabnetok y HoBo mecTo MecTo 3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
donakoHi; no 1 Ta (hapmakoHarnsgy (iHwi 3miHM) OHOBJIEHHS
hnakoHy B TEKCTY MapKyBaHHS yNakoBKM NikapCbkoro 3acoby,
KapTOHHIA KopoobLi a came: YTOYHEHO iHhopMaLito LWoA0 TepMiHy
NpWAATHOCTI, HOMEpPY peecTpaviiiHoro
nocBiAYEeHHS, HOMepY cepii, kaTeropii Bignycky Ta
YTOYHEHHS NOrOTUNY BUPOGHMKA. BBEAEHHS 3MiH
NPOTAroM 6-Tv MicAUiB Nic/a 3aTBEPAKEHHS
58. | EOMEPUH MOPOLLIOK A5 AHaHTa Benvka "BeHyc Pemegijc IHAiA BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 3a UA/16125/01/01
po3unHy Ons iH'ekuin | Megikeap N14. BpuTaHis Nimiteq", IHAjs; 3MiHu Il Tuny - 3MiHn 3 skocTi. A®l. BUpo6HMLTBO. peyenmom
nolr, 1 cnakoH 3 AHaHTa Mepgikeap 3MiHa BMPOBHUKA BUXiAHOTO/MPOMIDKHOTO
MOPOLLKOM B KOPOOLi Nimiteq, HAaja NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTbLCS Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKaA
(BKtoYaroum, ae Heo6XiAHO, Micue NPOBEeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEiChKili
hapmakonei y 3aTBepKeHOMY 4,0CLE)(BBEAEHHS
HOBOro BMPOG6HMKa APl 3 HafaHHAM MacTep-
thaiina Ha A®l) BBeAEHHSA A0OAATKOBOrO
BMpo6HUKa ADI LedTprakcoHy - Qilu Antibiotics
Pharmaceutical Co., Ltd., China/ Kyiny AHTiGiOTiKC
dapmackioTukanc Ko., N11a, Kutai gns BupobHuka
N3 AHaHTa Megikeap fliviteg, IHais.
3arBepmkeHunin BUpo6HuK: Zhuhai United
Laboratories Co., Ltd., China. BBegeHHs 3MiH
NpoTArom 3-X MicsiLiB NicNs 3aTBEPKEHHS.
59. | EOPMEPUH NOpOLIOK ANst AHaHTa Benvka "BeHyc Pemegic IHgis BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/16125/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
po3unHy Ons iH'ekuiin | Megikeap 114. BputaHis Nimiteq", IHais; 3MiHu |l Tuny - 3MiHn 3 akocTi. A®l. Bupo6HMUTBO. peyenmom
no 2r, 1 pnakoH 3 AHaHTa Megikeap 3MiHa BUPOGHMKa BUXiAHOTO/MPOMiXHOro
MOPOLLKOM B KOPOOLi Nimiteq, HAaja NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCH Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPOGHMKaA
(BkntOYarOUn, fe HeobxiaHO, MicLe NPOBeAEHHS
KOHTponto skocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
thapmakonei y 3aTBeppkeHOMY [0CbeE)(BBEEHHS
HOBOrO BMPO6HUKa APl 3 Ha@aHHAM MacTep-
thaiina Ha A®l) BBefeHHS A0OAATKOBOrO
BMpo6HUKa A®I LedTpuakcoHy - Qilu Antibiotics
Pharmaceutical Co., Ltd., China/ Kyiny AHTi6iOTiKC
dapmacbioTukanc Ko., Nlta, Kutai gns BupobHuka
N3 AHaHTa Megikeap fliviteq, IHais.
3arBepakenuii BUpo6HuK: Zhuhai United
Laboratories Co., Ltd., China. BBeaeHHs1 3miH
npoTArom 3-x MicsLiB NicNs 3aTBEPAXKEHHS.
60. | EBPOPEDB TabneTkn, BKPUTI €Bpo Benvka eHedpapm CA Mpeuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/18053/01/02
N1iBKOBOO Naiidokep N4, BputaHis 3MiHU | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii peyenmom | niossi2ae
060/10HKO10, N0 120 3aci6. Cuctema KoHTeliHep/3akynoproBasibHuWi
Mmr, no 14 TabneTok 3aci6. 3MiHa po3mipy ynakoBKM roTOBOrO
y 6nicTepi; no 2 nNiKapcbKoro 3acoby (BUyYeHHS yNakoBKU NEBHOTO
6nictepu y po3Mipy) 3MiHa po3Mipy ynakoBKy roTOBOrO
KapTOHHI Kopoobui nikapcbKoro 3acoby, a came: BUNYYEHHS YNakoBOK
po3mipom: Nel4 (1x1), Ne56 , Ne84, Ne98. 3MiHu
BHECEHO B pO3/i1 "YnakoBka" B IHCTPYKLitO A/1s
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
3B'A3KY 3 BU/TyYEHHAM MEBHOr0 PO3Mipy ynakoBOK
Ta K HacnigoK - BIANOBIAHI 3MiHN Y TeKCTi
MapKyBaHHS yMakoBOK NiKapCbKOro 3acooby.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS.
61. | EBPOPEB TabneTkn, BKPUTI €Bpo Benvka [eHepapm CA Mpeuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/18053/01/01
NNiBKOBOIO Naiidokep N4, BpuTaHis 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii peyenmom | niosnsizae
060/10HKO10, M0 80 3aci6. Cuctema KoHTeliHep/3akynoproBasibHWi
Mmr, no 14 TabneTok 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOTO
y 6nicTepi; no 2 nNikapcbKoro 3acoby (BUyYEHHS yNakoBKU NEBHOTO
6nictepn y po3Mipy) 3MiHa po3Mipy ynakoBKy roTOBOrO
KapTOHHI KopoobLi nikapcbKoro 3acoby, a came: BUNYYEHHS yNakoBOK
po3mipom: Nel4 (1x1), Ne56 , Ne84, Ne98. 3MiHu
BHECEHO B pO3Zi1 "YnakoBka" B IHCTPYKLitO A/1A
MEeANYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
3B'A3KY 3 BU/TyYEHHAM MEBHOrO PO3Mipy ynakoBOK
Ta K HacNigoK - BIANOBIAHI 3MiHN Y TeKCTi
MapKyBaHHS yNakoBOK NiKapCbKOro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.
62. | XXEHbLUEHb HacToika gns AT YKpaiHa AT "ly6Hndapm" YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 6e3 nidnsieae UA/5394/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nepopasibHOro
3acTocyBaHHA no 50
My th1aKoHi
CKIiHOMY a60
nosniMepHomy, no 1
hnakoHy y nauui 3
KapToHy; no 100 mn
y thnakoHi
cksgHomy; no 100
My ch1aKoHi
CKsiHomy, no 1
hnakoHy y nauuj 3
KapToHy; no 50 mny
doNakoHi CkIsiHOMY
ab60o nonimepHomy;
no 17 kry 6ytnax

"Nly6Hnchapm”

3MiHW | TURy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuMii
3aci6. Cuctema KoHTeliHep/3akynoproBasbHuWi
3aci6. 3MiHa po3mipy ynakoBKu rotoBoro
nikapcbkoro 3acoby (3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTo030BOro Nikapcbkoro 3acoby
015 HenapeHTepasibHOro 3acTocyBaHHs (abo
0[IHOA030BOr0, YaCTKOBOIO BUKOPVCTaHHS))

— BBEIeHHs [04aTKOBOro BuAy ynakoBKu, a came
no 100 mn y dhnakoHax CKASHUX 3aKynopeHnX
noniMepHMMU NPo6kamu i KpyLLIKamu, Lo
HarBMHYYOTbCS, B NadLi abo 6e3 nauku, 6e3 3amiHn
NepBYHHOIO NakyBaslbHOro Matepiasny, 3
BiAMOBIAHMMN 3MiHaMK 40 p. «YnakoBka» MKA /13.
3MiHV BHECEHO B iIHCTPYKLiI0 AN MegU4HOro
3aCTOCYBaHHA NikapcbKoro 3acoby A0 po3ainis
"Cknag" Ta "YnakoBka" (4oAaBaHHs [0AATKOBOro
BUAy ynakoBku - no 100 mn, y donakoHax CKASHUX;
no 100 mn y chnakoHi cknsHoMy no 1 donakoHy B
nauuj 3 KapToHy) Ta, SIK Hacnigok, BiAMOBIAHI 3MiHM
BHECEHO [0 po3aigy "Cnocib 3acTocyBaHHs Ta
[031n". BBefjleHHA TeKCTy MapKyBaHHs 40AATKOBOI
NepBUHHOT Ta BTOPVHHOI YNaKOBKM JliKapCbKOro
3acoby a1 ynakosku 100 mn. BBeAeHHS 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAaxX BUNPOGYBaHHS) —
BHECEHHS 3MiHM A0 N. «O6’eM BMICTY h/1akoHy», a
came y meTofi BUNnpobyBaHHs 06’'eMy BMICTY
hnakoHy no 100 mn (3MiHa KiNlbKOCTi ¢h/1akoHiB).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHW).
3MiHM BHECEHO B IHCTPYKL,O 4159 MEANYHOrO
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta 4o3n" (YTOUYHEHHs iHdhopmaLii)
Loao 6e3neky 3acTocyBaHHS Nikapcbkoro 3acoby,
a TaKkox Ao po3giny "MobivHi peakuii" WwWono
3BiTyBaHHS Npo No6iyHi peakuii. OHOBEHO TEeKCT
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby,
30KpemMa BU/Iy4eHHs iHchopmal,ii, 3a3HaveHol
poCilicbkolo MOBOI. BBeZileHHSI 3MiH NPOTArom 6-Tu
MicALiB Nicnsa 3aTBeppKEHHs

peyernma

63.

SABILUE®DTA

NOPOLLIOK ANsA

NMPAN3EP

CLIA

Brpo6HuMLTBO

Bpasunis/

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:

3a

UA/17440/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHLeHTpaTy Ans ENY. CI. MI. HaniBNpoaykTy ITanisa 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom
pO34unHy Ana KOPMOPEWLL CTepW/IbHOT CyMiLLli Ta (papmakoHarnsgy. BeegeHHs abo 3miHu o
iHdpy3iiA, no 2000 H uedrasmgumy y3arasibHeHNxX AaHnx npo cucremy
mr/500 wmr; no 10 kap6oHaty thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
hNakoHiB 3 (uedpTasngnmy npo cuctemy hapmakoHarnsgy, amiHa
NMOPOLLKOM Y neHTarigpar 3 yNOBHOBaXeHOT 0cobwu, BignoBifabHOT 3a
KapTOHHI Kopoo6Li KapboHaToMm 3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
HarTpito), thapmakoHarnaay 3asBHuKa ans 34iicCHeHHA
TeCTyBaHHA npu hapmakoHarnsagy B YKpaiHi, SKLWwo BoHa BigMiHHa
BUMYCKY: BiJl yNOBHOBaX€EHOI 0CO6MU, BiAMOBIAa/IbHOI 3a
AHTMGIOTIKOC A0 3iiCHeHHs1 hapMakoHarnaay (Bkiuakum
Bpasin Nitaa, KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHi
Bpaswnis; macTep-aiina cuctemy papmakoHarnsgy). 3miHa
BUPOGHMNLITBO, KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
nakyBaHHs, BiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsay B
KOHTPO/Ib SKOCTI YkpaiHi.
Ta BUNYCK cepil:
EiCiEc Jo6dap
C.n.A,, Itanis;
BMNPOGYBaHHSA
CTabifIbHOCTI
roToBOro
niKkapcbKoro
3acoby EiCiEc
[o6cap C.n.A.,
ITanis
64. | MOHOCTEPW | po3uuH ans iHdysild; PpeseHiyc HimeuunH ®peseHiyc Kabi Himeuunna BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis: 3a UA/0950/01/01
n no 500 mny Kabi a [oiiunang MrmeX 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI peyenmom
donakoHi; no 10 [oiunang Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
h1aKoHiB y v6X y3arasibHeHNxX AaHnx npo cucrtemy
KapTOHHI kopo6Lyj; hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX JaHux
no 500 M1y MiLlKy npo cuctemy hapmakoHarnsgy, amiHa
Freeflex YMNOBHOB&XeHOT 0cobw, BigNoBifanbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
dhapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
thapmakoHarnsigy B YKpaiHi, KLU0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-gaiina cuctemu papmMmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asBHvKa 415 34iNCHEeHHS
hapMakoHarnsay B YKpaiHi
65. | KABIBEH emMynbCia aAnsa PpeseHiyc HimeuuunH Ppe3seHiyc Kabi LLseuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9045/01/01
MEPUDEPUY | iHdysiii; no 1440 Kabi a ABb 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
HUIN M1, abo no 1920 mn, [Joiiunang, Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
a60 no 2400 mn 6X y3arasibHeHUX AaHuX Npo cuctemy

emynbCii y

hapmakoHarnsigy (BBefeHHs y3arasibHeHNX faHux
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
TpMKamMepHoOMy npo cuctemy chapmakoHarnsgy, amMiHa
KOHTEeliHepi YNOBHOB&XEHOT 0CO6M, BignoBiganLHOI 3a
"BiochiH"(1 kamepa — 3[jiiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
885 mn, abo 1180 thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
M, abo 1475 mn 11 thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
% PO34MHY [/1HOKO3N; BiJ, yNOBHOBaXXEHOI 0CO6MU, BigNoBiganbHOI 3a
2 kamepa — 300 mn, 3pificHeHHs hapmakoHarnsay (BkioyYakyn
a60 400 mn, abo KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
500 mn BamiHy 18 MacTep-calina cuctemu papMakoHarnisay) -
Hoeywm; 3 kamepa — 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobm 3
255 mn, a6o 340 mn, thapmakoHarnagy 3asBHuKa ans 34iicCHeHHA
ab6o 425 mn hapmakoHarnsagy B YKpaii.
IHTpaniniay 20 %),
SIKWUIA pasom 3
AHTUNOKNCHUKOM
BMILLYOTb B
30BHILLHIl
NAacTUKOBUIA MiLLIOK
66. | KAIbLUWKEP CyCneHsis opasibHa €Bpo IHais IHAoKo Pemegic IHgis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/2515/01/01
no 120 mny Naiidokep NimiTen 3MiHu | TUny - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuyenma
thnakoHi; no 1 MpavisiT HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
chakoHy pasom 3 Nimiteq (BNnacHvka peecTpauiiHoro noceigyeHHs). 3miHa
MiPHOIO JTOXKOHO Y afpecy 3asBHUKa.
KapTOHHI ynakosL,i
67. | KAHOUBIOTW | kpanni ByLHi N0 5 "neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a He UA/8208/01/01
K M1y chnakoHi; no 1 dapmacbloTHK dapmacboTukans 3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peuyenmom | nidssizae
onakoHy pasom 3 ans /i1g. nra. 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
NiNeTKoK-KOBMaYKoM npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
BKNafeHoMy y nikapcbKoro 3acoby (3MiHa B ymoBax 36epiraHHs
nonieTueHoBui roTOBOrO Jlikapcbkoro 3acoby abo nicns
nakeTuK Yy KapTOHHIiA PO3UYMHEHHSA/BIAHOBNEHHS). 3MiHN YMOB
Kopobui 36epiraHHsa 13, a came TeMnepaTypHOro pexvmMy
36epiraHHs. [itova pegakuia: 36epiratn y
He0CTYNHOMY AN1S AiTel, CyXxoMy, 3axmLLeHOMY
Bif, CBiT/1a MicLi npu TemnepaTypi He BuLe 25° C.
MponoHoBaHa pepakuis: 36epiratn y
He0CTYNHOMY AN1S AiTel, CyXxoMy, 3axmLLeHoMY
Bif CBiTNa Micui npu Temnepartypi Big 2 oo 8°C.
3MiHM BHEeCEHO B po3ain "YMoBu 36epiraHHs" B
IHCTPYKLUi0 fN51 MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby, K Hacnifok - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKU MikapcbKoro
3acoby.
68. | KANCynn 3 Kancynu rno 100 mr [Op. Taiicc HimeuunH [03BiN Ha BUMYCK Himeuunna BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 6e3 UA/6823/01/01
AHICOBOO no 10 kancyny HaTypBapeH a cepii roToBoro 3MiHun | TMny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuyenma
OnIero apP. 6nicTepi ; no 2 abo M6X niKapcbKoro Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
TAICC 3, abo 5 bnictepiB y 3acoby: [p. Taiicc y3ara/lbHeHNX AaHuX Npo cucTtemy

KapPTOHHI KOpooOLii

HartypsapeH

chapmakoHarnagy (BBeAeHHs y3arasibHeHUX JaHnX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
v6X, HimeuunHa; npo cmuctemy chapmakoHarnsgy, 3MiHa
BUPOGHMLTBO YNOBHOB&XEHOT 0CO6M, BignoBiganLHOI 3a
Hepo3dghacoBaHOl 3[jiiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
npogaykuii: C.K. thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
Csicckernc thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
PymyHia C.P.J1., Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
PymyHis; 3pificHeHHs hapmakoHarnsay (BkioyYakyn
nepBuHHE Ta KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
BTOPUHHE macTep-aiina cuctemu papmakoHarnsgy). 3miHa
nakysaHHs: Csicc KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
Kenc Mm6X, YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBiganbHOI
HimeyunHa 3a hapmakoHarnsg B Ykpaii.
69. | KETOCTEPU TabneTku, BKpUTI ®dpeseHiyc HimeuunH Nabecdanb MopTyranis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/2403/01/01
n nNiBKOBOIO Kabi a Na6opaTopioc 3MiHu | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
060n0HKot0; No 20 [onunang Anwmipo, C.A. Ta papmakoHarnsgy. BeegeHHs abo 3miHv o
Tabnetok y 6nictepi; M6X y3arasibHeHVX AaHUX Npo cucTemy
no 5 6nictepis y hapmMakoHarnagy (BBeAeHHS y3araslbHeHUX JaHnUX
KapTOHHI KopoobLyi npo cuctemy papMakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHuKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BignoBiganLHoI 3a
3fjificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEeHHi
macTep-gpaiina cuctemm hapmakoHarnsay)- 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa gns 34iicCHeHHA
hapmakoHarnsay B YkpaiHi.
70. | KNAPUTPOMI | TabneTku, BKpUTI TOBAPUCTB Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/9712/01/01
LINH- nniBKOBOK o3 BMPOGHMLITBA, 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom nionsieae
340POB'A 060/10HKOI0, N0 OBMEXEHO KOHTPOb SKOCTI, Ta cpapmakoHarnsgy. 3miHa y KopoTkili
250 mr; no 7 10) BUNYyCK cepil: XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
Tabnetok y 6nictepi; BIANOBIAAN ToBapucTBO 3 MapKyBaHHs Ta IHCTPYKLUiT 4519 MeANYHOro
no 2 6nictepu B bHICTHO 06MmexXeHo 3acTocyBaHHA Ha nigcTasi perynspHo
KapTOHHI Kopo6Lyj; «KOPTOPALII BiANOBIAA/LHICTIO OHOB/IKOBAHOIO 3BiTY 3 6e3neky NiKapCbKoro
no 10 Tabnetok y A "®apmaueBTnyHa 3acoby, abo focnigkeHb 3 6e3neky 3acToCyBaHHs
6nictepi; no 1 «30POB'A» KOMnaHis nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
6nictepy B "3p0poB's”, ab0 5K pe3ynbTarT OLiHKM 3BIiTY 3 AOCAILKEHD,
KapTOHHIlA KopoobLi YkpaiHa; BCi cTagji npoBeAeHnX BiANoBIAHO A0 NaHy negiatpudHnx
BMPOGHMLTBA, pocnipxeHs (PIP) (3MiHy y3rogkeHo 3
KOHTPO/b AKOCTI, KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoM)
BUNYCK cepil: 3MiHV BHECEHO [0 iHCTPYKLiT 4151 MegnyHoro
ToBapuCcTBO 3 3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu:
06MexeHo "MpoTunoka3aHHsa", "B3aemogis 3 iHWmmu
BifNoOBiAANbHICTIO nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiii",
"®APMEKC "Oco611BOCTi 3acTOCyBaHHA" BIiANOBIAHO A0

PYT", YkpaiHa

OHOB/IEHOI iHpopMaUii 3 6e3neku ajtoyoi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
peyoBuHM. CynyTHSA 3MiHa - 3MiHM LWoA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) Ao 3060B'I3aHb Ta YMOB
BMAAui peecTpavyjiiiHOro NoceigyeHHs, BKIYaum
MnaH ynpasniHHA pu3nkamu (3acTocyBaHHS
TEKCTY, KU NOTOMKEHUIA 3 KOMNETEHTHUM
opraHom) - 3asiBHMKOM HafjaHO OHOB/IEHWiA MnaH
ynpasniHHA py3nkamun. 3MiHW BHECEHO [0 YaCTUH:
- | «3aranbHa iHthopmauis» - V «3axom 3
MiHimi3aLii pusmkiB» - VI «Pe3tome nnaHy
ynpasiHHA pusnkamm» - VII «JogaTkm» (4oaatok
2) y 3B’A3KYy 3 OHOB/IEHHAM iHhopMmaL,ii 3 6e3nekn
[it040i peYOBVHY BiAMOBIAHO A0 OCHOBHOT 3MiHW.
Pestome MnaHy ynpasniHHA pu3ukamu Bepcis 2.2
[0A3ETLCA.
71. | KNNAPUATPOMI | TabneTku, BKpUTI TOBAPWCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/9712/01/02
LIVH- NNiBKOBOIO 03 BUPOGHMLTBA, 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuyenmom | nidssizae
340POB'A 060/10HKOI0, N0 OBMEXEHO KOHTPO/b AKOCTI, Ta chapmakoHarnsagy. 3miHa y KopoTkili
500 wr; no 7 0 BWMYCK Cepii: XapaKTepuCcTu1Li NikapCcbkoro 3acoby, TEeKCTi
Tabnetok y 6nictepi; BIANOBIAAN ToBapucTBO 3 MapKyBaHHS Ta IHCTPYKLUiT 4519 MeAMYHOro
no 1 a6o no 2 bHICTIO 06MexeHo 3acToCyBaHHA Ha nigcTasi perynsipHo
6nictepy B «KOPTTOPALLI BiANOBIAA/LHICTIO OHOBJ/IKOBAHOTO 3BiTY 3 6e3neKy NiKapCbKoro
KapTOHHI Kopo6Lyj; 2| "®apMaueBTUYHA 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHsA
no 10 TabneTok y «300POB’'A» KOMMNaHis nikapcbkoro 3acoby B nMicnspeecTpaviliHvin nepiog,
6nicTepi; no 1 "3popos's”, ab0 K pe3ynbTar OLiHKM 3BiTY 3 fOCAIIKEHDb,
6nictepy B YkpaiHa; Bci cTagji npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
KapTOHHI KOpoobLyi BMPO6GHMLTBA, pocnipxeHb (PIP) (3mMiHy y3rogkeHo 3
KOHTPO/b SIKOCTI, KOMNETEHTHUM YNOBHOB&)XEHVM OpraHom)
BUNYCK cepil: 3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeanyYHOro
ToBapucTBo 3 3acTOCYBaHHS MikapCbKOro 3acoby y po3ainu:
0bMexeHot "MpoTunnokasaHHsa", "B3aemogis 3 iHWnMun
BiANOBIAA/ILHICTIO nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"®APMEKC "Oco6nMBOCTI 3acTOCyBaHHA" BigNoBiAHO 40

FPYT", YkpaiHa

OHOBJIEHOI iHGhopMaLii 3 6e3neku Ajtoyoi
peyoBuHW. CynyTHA 3MiHa - 3MiHM LWOA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiiHoro noceifgyeHHs, BK/IoYaum
MnaH ynpaBniHHA py3nkamu (3aCTOCyBaHHS
TEKCTY, AKUIA NOTOMKEHUI 3 KOMNETEHTHUM
opraHom) - 3asiBHWKOM HafjaHO OHOBMIeHWiA MnaH
ynpasiHHA pu3nkamu. 3MiHM BHECEHO [0 YaCTUH:
- | «3aranbHa iHchopmauis» - V «3axoam 3
MiHimi3aLii pusmkiB» - VI «Pe3toMe nnaHy
ynpas/iHHA pusmkamm» - VII «logaTkm» (gogatok
2) y 3B’A3Ky 3 OHOBJIEHHSIM iHChopMaL,i 3 6e3nekn
[ito40i pevoBUHM BiANOBIAHO A0 OCHOBHOI 3MiHWN.
Pestome MnaHy ynpasniHHA pyu3ukamu Bepcis 2.2
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[0A3ETLCA.
72. | KOKAPBOKC PO34UH O151 iH'EKLLNA, TOB "®K YkpaiHa MpAT “Nekxim — Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20361/01/01
NNA3A- 50 mr/2 mn; no 2 mn "BIOTEK" Xapkis” TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
BIOTEK B amnynax, no 5 23.07.2015 Ne 460). BunpaBneHHs TEXHIYHOT
amnyn y 6nictepi, no NOMUKK, 3rigHo N.2.4. po3ainy VI Hakazy MO3
1 a6o no 2 6nictepu Ykpainu Big 26.08.2005 p. Ne 426 (y pegakuii
y nauui 3 KapToHy Haka3ly MO3 Ykpainu Big 23.07.2015 p. Ne 460) B
Ha3Bi /likapCbKOro 3acoby aHriliCbKo MOBOK Ha
TUTYNbHIN cTopiHui MKA N13. 3aTtBepaxeHo:
COCARBOXYLASE-BIOTEC. 3anponoHoBaHo:
COCARBOXYLASE-BIOTEK. 3a3Ha4yeHe
BMMNpaB/IEHHS BiAnoBigae maTepiasiam
PEECTPALLiHOIO AOCHE.
73. | KPATAN ONA | Tabnetku, BKPUTI My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 6e3 UA/12660/01/01
BITEN NiBKOBOO akuioHepHe akujioHepHe 3MiHM | TMny - 3miHK 3 skocTi. APl Cuctema peyenma
o6onoHkoto; no 10 TOBapucTBo TOBapuCTBO KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
Tabnetok y 6nictepi; "HaykoBo- "HaykoBo- 6e3nocepeHiin ynakosui A®I (iHLWi 3MiHW).
no 2 6nictepu B BMPOGHUUNIA BMPOGHUUNI BHeceHHs He3HauYHUX 3MiH y nakyBaHHA AdI
nauti 3 KapToHy; No LieHTp LieHTp "nofy nnogis ekCTpakT rycTuii, ryCTuin ekcTpakT
90 TabneTok y "BopLuariscbk "BopLyariBcbKuii (cybeTaHuin), a came BBeAEHHS HOBOI BTOPUHHOT
KOHTeliHepax; WiA XiMiKo- Ximiko- yMakoBKK, a caMe nakeTy 3 NoniMepHMX
no 90 Tabnetok y hapmaueBTny thapmaueBTUYHWI marepianis i3 antOMiHIEBUM NOKPUTTAM B AKOCTI
KOHTeliHepi; no 1 HWi1 3aBog" 3asofa” 30BHILIHLOrO NakeTy, 6e3 3MiHW NePBUHHOIO

KOHTeliHepy B nauLi
3 KapPTOHY

nakyBaHHs! (BHYTPILLHbOrO NOMieTUIEHOBOIO
nakeTy), sike Mae 6e3nocepesHiii KOHTaKT 3
NPOAYKTOM, 3 BiZNOBIAHNMY 3MiHaMK [0 p.
«Ynakoska» MKA N13. 3atBepmxeHo: CybcTaHL;io
nakylTb y NakeTu NoAgBiliHi NoieTUIEeHOBI.
3anponoHoBaHo: Cy6CTaHLilo NakytoTb Y NoABINHI
nakeTu. BHyTpiLLHi — nakeT nonieTuieHoBui
Npo30puii. 30BHILLHI/ — NakeT 3 NoNiMepPHUX
MaTtepianis i3 a/1lOMIHIEBUM NOKPUTTSAM.
BHYTPILWLHIN | 30BHILLHI/ NakeTn TEPMO3BapoTh.
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€Bponelicbkili chapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHOI hapmakonei gepxasu EC (3miHa y
crneundikalisx, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkili chapmakonei, abo iHLil
HaujoHanbHili hapmakonei gepxasu €C).
BHeceHHs 3MiH 0 Cneumdikayii o158 KOHTPONo
BXifiHOI CMPOBMHW oAy NAoAn, a came 3MiHu B
po3gaini «MikpobionoriyHa ymctota» (MpUBEAEHHS
y BiANOBIAHICTb 0 3aranbHoi cTatTi EP/ADY,
5.1.8., kaTeropis A Wwoao MikpobionoriyHoi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
YNCTOTW POC/IMHHMX CybCTaHLin Ans
dhapmaL,eBTUYHOro 3acTOCyBaHHs. 3MiHu | Tvny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeichkiii
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii JdY abo EBponeiicbkoi chapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(3miHa y cneyudpikauisix, nos's3aHa 3i 3MiHaMun B
[®Y, abo €Bponeiicbkili hapmakonei, abo iHLWil
HaujioHanbHili hapmakonei gepxasu €C).
BHeceHHs 3MmiH fo Cneumndikauii 415 KOHTPO0
BXifHOI cupoBuHn Cobauyoi kponuewu (Tpasa), a
came 3MiHM B po3fini «MikpobionoriyHa uncrtora»
(NpviBeAEHHA Y BIiANOBIAHICTL A0 3arasibHOT CTaTTi
EP/A®Y, 5.1.8., kaTeropis A wono
MiKpPOG6i0NOriYHOI YNCTOTY POCTIMHHMX CyOCTaHLii
Ana hapmaueBTUYHOIO 3aCTOCYBaHHS.

74. | KCONAP MOPOLLIOK ANt HoBaprTic LLiBeruapi HoaprTic ®apma LLseriuapis/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/9055/01/01
pO34uHy ons dapma Al A LLTelH AT, ABcTpisi/ 3MiHu |l Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI peuenmom
iH ekuiri no 75 wr; 1 LLIseliapis; dpaHuis Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(un) o
h/1aKOH 3 MOPOLLUKOM Brpo6HMUTBO, 3000B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
Y KOMMNeKTi 3 KOHTPO/b SIKOCTI, nocBigYeHHS, BKIOYatoun MnaH ynpaeniHHA
PO34YMHHMKOM (BOAA nepBuHHE pvi3vkamm (3acTocyBaHHS 3MiH(M), Aki(a)

[ONs iH ekujin) no 2 nakyBaHHs B/MaraTb(€) NOJaNbLIOr0 06rPYHTYBaHHS
mn B amnynax Nel B PO3YMHHYKA: HOBUMM [OAATKOBMM AaHUMMK, LLIO MatoTb
ynakoBLi Takepa ABCTpist HagaBaTnUCs KOMMETEHTHUM OpPraHoM, OCKiSIbKM
M6X, ABCTpIS; BMMAraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM
Bupo6bHuuTBO, opraHom). 3asBHuKoM HoBapTic ®apma Al
KOHTPO/b SIKOCTI, LLIBeliLapisi, HagaHO OHOBNEHY Bepcito MnaHy
nepBuHHe ynpas/iHHA pu3nkamn 17.0.
nakyBaHHs 3MiHM BHECEHO [0 YacTuH | «3aranbHa
PO3YMHHYMKA: iHcpopmauis», Il «Cneundikauis 3 6esnexkm»
OENBDAPM (Mogyni C3, C4, C6), VIl «logatkn» y 3B'A3Ky 3
LDKOH, ®paHuis; peecTtpadieto B €C HoBoT fo3u1 300 mr/2 mn Ta
KoHTponb skocTi [BOX HOBWX NiKkapcbkmx dopm, Ha nigcTasi
PO3YMHHYKA: nigTBEPKEHHS 3aTBEPLKEHHS 3MiH, ornagy
ATEC Ipas IME/[, KNIHIYHUX AaHWX, AaHUX BNACHUX KNIHIYHUX
ABcTpis OOCnifpKeHb KOMMaHii 3asBHuka. Pestome Mnany
ynpasniHHA pusnkamu Bepcis 17.0 foAaeTbes.

75. | KCONAP NopoLUOK ANs Hosapric LLBeiiuapi HosapTic ®apma LLeiiuapisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9055/01/02
pO3yYuHy Ans dapma Al A LLTeiH AT, AscTpisi/ 3MiHM Il Tuny - 3miHK Wwoao 6e3neku/ehekTnBHOCTI peyenmom
iH ekuili no 150 mr; 1 LLiBeiiuapis; PpaHuis Ta chapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo
pN1aKkoH 3 MOPOLLKOM BupobHuuTBO, 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
y KOMMNEeKTi 3 KOHTPO/b AKOCTI, nocBiAYeHHs, BKIoYaroun MnaH ynpasniHHA
PO34MHHMKOM (BOAA nepBuHHE pu3nKamm (3acTocyBaHHSA 3MiH(1), aki(a)

[ANs iH ekuiin) no 2 nakyBaHHs BMMaratoTb(€) NofasbLIOro 06rpyHTYBaHHS
mn B amnynax Nel B PO34YMHHYKA: HOBMMW [0AATKOBMM A@HUMK, WO MalTb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
ynakoBLi Takepa ABCTpis HajaBaTncs KOMMETEHTHUM OPraHoOM, OCKIIbKM
M6X, ABCTpIs; BMMaraeTbCsl CyTTEBA OL|iHKa KOMNETEHTHUM
Brpo6HMUTBO, opraHom). 3asBHukom HosapTic ®apma Arl,
KOHTPO/b SKOCTI, LLIBefiuapis, HagaHoO OHOBMEHY Bepcito MNnaHy
nepBuHHe ynpas/iHHA pu3ukamu 17.0.
nakyBaHHs 3MiHN BHECEHO [0 YacTvH | «3aranbHa
PO3UYMHHNIKA: iHchopmauis», Il «Cneyndikauis 3 6esnekm»
OENb®APM (Mopyni C3, C4, C6), VIl «Joaatkn» y 3B'A3KY 3
LDKOH, ®paHuis; peecTtpadieto B €C HoBOI go3un 300 mr/2 mn Ta
KoHTponb skocTi [BOX HOBWX NiKapcbknx hopm, Ha nigcrasi
PO3YMHHYIKA: nigTBEPMKEHHS 3aTBEP)KEHHS 3MiH, ornaay
ATEC I'pas IME/A, KMIHIYHUX JaHnX, fJaHUX BNACHUX KMIHIYHUX
ABcTpis OOCripKeHb KOMMaHii 3asBHuKa. Pestome Mnany
ynpas/iHHA pusmkamu Bepcia 17.0 gogaeTbes.
76. | KCOCMATA TabneTkun, BKpUTI AcTtennac Higepnax nepBuHHE Higepnangm BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a He UA/20118/01/01
N1iBKOBOO ®apma HOpon an nakyBaHHs, / AnoHis 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom | niossi2ae
060/10HKOI0 M0 40 B.B. BTOPVHHE HalilMeHyBaHHs Ta/abo agpecu Micus
Mr; no 21 tTabneTui, nakyBaHHs, NpOBaKEHHS AiSNIbHOCTI BUPO6HMKa/imnopTepa
BKPUTIlA N/1IBKOBOIO KOHTPO/b AKOCTI, rOTOBOrO JliKapCcbKOro 3acoby, BK/IYaum
060/10HKOI, Y BUNYCK cepil: OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
6nicTepi; no 4 [Jencapm Mennen KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBsigae
6nictepy B B.B. BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
KapTOHHIlA KOpooLi HigepnaHaw; 3MiHa Ha3BM BMPOGHUKKa J13, BignosigansHOro 3a
BMPOBHNLTBO nepBUHHE, BTOPUHHE NakyBaHHS, KOHTPO/b AKOCTI,
bulk: BMMyck cepii 3 Actennac ®apma HOpon B.B.
Actennac ®apma (Astellas Pharma Europe B.V.) Ha endapm
IHK. A3y Mennen B.B. (Delpharm Meppel B.V.). Agpeca Ta
TexHonooxi BMPOGHMYA AISNbHICTb BUPOGHMKA 3a/NLLA0ThCA
LleHTp, AnoHia HE3MiHHUMU.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
"BUPOBHMK" 3 BIANOBIAHUMM 3MiHAMW B TEKCTI
MapKyBaHHS! ynakoBokK. TepMiH BBEAEHHS 3MiH
npoTsrom 6 MicsiLiB Micasi 3aTBEPAKEHHS.
77. | NAKCEPC NopoLUoK AN TOB "HOpis- YkpaiHa TOB "HOpia-Papm” Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/18254/01/01
PO34nHy A5 iH'eKUI Papm” (nakyBaHHs i3 3MiHW | TUny - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKumii peyenmom
no 1000 mr/ 1000 mr chopmum in bulk 3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa
no 1 a6o no 10 ipMun-B1pobHMKa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
oNakoHIB 3 HCMC Xeb6eli KOHTPO/IO SIKOCTi FTOTOBOTrO MiKapCbKOro 3acoby
NMOPOLLKOM Y nayi 3 XyaMiH (3amiHa abo foAaBaHHS AiNbHWLI, Ha AKil

KapToHy

dapmacbioTikan
Komnawi flimites,
Kutai)

3[iACHIOETLCSI KOHTPO/IL/BUNPOGYBAHHS Cepil)
BBE/lEHHS 40AAaTKOBO| KOHTPaKTHOI 1abopaTtopii no

3[iACHEeHHI0 KOHTpOsHO AkocTi /13 JlabopaTopis

chapmaxoneiiHoro aHanisy AN «YkpaiHcbkuii
HayKoBWI hapmakonenHuii LeHTp AKOCTi
nNiKapcbKnx 3aco6iB» — hi3nKo-XiMiuHi

BMNPO60BYBaHHA Micue3HaxomMKeHHs Ta MicLe

NpoBaKEHHs AisnibHOCTI: 61085, M. Xapkis, By/.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AcTpoHoMiYHa, 33. 3MiHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJI0 SIKOCTi FOTOBOTO J1iKaPCbKOro
3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha SKii
3[i/iCHIOETLCA KOHTPO/L/BUNPOGYBaHHA cepii)
BBE/IEHHS 40AATKOBO| KOHTPaKTHOI 1labopaTtopii no
3[iICHEHHI0 KOHTPOSO AkoCTi J1I3 HaykoBo-
pocnigHe BigaineHHa Ximii yHKLIOHaIbHUX
Marepianis [epxxaBHoi ycTaHOBK «HaykoBo-
TEXHOMOTIYHNIA KOMNNEKC «IHCTUTYT
MOHOKpucTanis» HauioHanbHOT akagemii Hayk
YkpaiHu — hi3nKo-XiMiuHi BUNpoboBYyBaHHS
MicLe3HaxomKeHHs Ta MicLe NpoBaXeHHS
AisnbHocTi: 61001, m. Xapkis, np. Hayku, 60.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHN y BUPOOHMLTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3[i/iCHIOETLCA KOHTPO/L/BUNPOGYBaHHSA cepii)
BBE/IEHHS 40AATKOBO| KOHTPaKTHOI 1labopaTtopii no
3AiiCHEHHI0 KOHTpOsto sikocTi 13 AN
«LleHTpanbHa nabopatopisi 3 aHani3y SKOCTi
NiKapCcbKunx 3aco6iB i MEANYHOT MPOAYKLi» —
(hi3nKO-XiMiUHi, 6ioNorivHi BUNPO60BYBaHHS
Micue3HaxomkeHHs Ta MicLe NPOBaXeHHS
AisnbHocTi: M. Kuis, Byn. KyapsBecbka, 10-I —
hi3nKO-XiMiuHi, 6iosioriyHi BUNPO60BYBaHHA. 3MiHN
| TNy - 3MiHK 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
[04aBaHHS AiNTbHULI, Ha SKili 34iNCHIOETLCS
KOHTPO/b/BUNPOBYBaHHSA cepil) BBEAEHHS
[04aTKOBOT KOHTPaKTHOI labopatopii no
3[jACHEHHI0 KOHTPOSIO AKocTi /13 [epxaBHa
HayKOBO-Z0C/iAHa NnabopaTopisi 3 KOHTPOIHO
AKOCTI NliKapCbKMX 3ac06iB [epxaBHOT ycTaHOBMW
«IHCTUTYT ririeHn Ta meguyHoi ekonorii iM. O.M.
Map3eesa AMH YkpaiHu» — gDi3nko-XimiuHi,
6ionorivHi BUNpo6oByBaHHA MicLie3Hax0mKeHHS
Ta MicLe NpoBafyKeHHs AisnbHOCT: M. Kuis, By/I.
MonyapeHka, 50

78.

NAMIGEPM

Kpem, 10 mr/r, no 10
r a6o 15 r y Ty6i; no
1 Ty6i B KAPTOHHiIlA
Kopobui

€8Bpo
Navidkep
MpaiiBiT
Nimiteq

IHais

IHgoko Pemepic
NimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecu 3asaBHUKaA
(BNacHvKa peecTpauiinHoro NoceigYeHHs) 3miHa

6e3
peyenma

UA/1679/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
afipecy 3asBHUKA.
79. | NE®NOK TabneTtku, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4427/01/02
nNiBKOBOIO "PapmaueBTu "®apmaueBTnyHa 3MiHK | Tuny - 3miHK 3 sikocTi. CepTucpikat peyernmom
o60noHkoto, no 500 yHa hipma thipma "AapHuusg” BignosigHocTi/l E-cepTudikar BignosigHoCTI
Mr no 5 TabneTtok y "OapHuus” €Bponelicbkii hapmakonei/MoHorpadii. 3miHu,
KOHTYPHIi MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
YapyHKOBIl BiANOBIAHICTb A0 MOHorpadii APY abo
ynakosLi; no 1 €Bponelicbkoi thapmakonei, abo iHwoi
KOHTYPHIi HaujioHas1bHOI thapmakonei aepxasun €C (iHwWi
YapyHKOBIli ynakoBLj 3MiHM) BHECEHHS 3MiH 0 cneuudikalii Ta MeToAiB
y nauui. no 10 KOHTPOJIO SIKOCTi AONOMIXHOI pevoBuHY Tasibk ons
Tabnetoky npuBeAEHHS Y BIANOBIAHICTb A0 BUMOT i
KOHTYPHIi pekomeHAauil Ailoumx pegakuii MoHorpadii €D
YapyHKOBIl «Talc» Ta oY
ynakosui; no 10
KOHTYPHUX
YapyHKOBUX
yNakoBOK y nayui
80. | JIE®NOK TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/4427/01/01
nNiBKOBOIO "papmaneBTn "®apMaueBTUYHA 3MiHu | TUnNy - 3miHK 3 AkocTi. CepTudpikat peuenmom
06010HKot0, N0 250 YyHa dhipma ipma "AapHuus" BignosigHocTi/l E-cepTudpikat BignosigHOCTI
Mr no 5 TabneTtok y "OapHuus” €Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
KOHTYPHIl noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
YapyHKOBIl BiANOBIAHICTb A0 MOHorpadii APY abo
ynakosLi; no 1 €Bponelicbkoi thapmakonei, abo iHwoi
KOHTYPHIl HalioHanbHOT hapmakonel gepxasun €C (iHLWi
YapyHKOBIli ynakoBLy 3MiHM) BHECEHHS 3MiH 0 cneuudikaLii Ta MeToAiB
y nayui. no 10 KOHTPOJIO SIKOCTi JOMNOMIXHOI pevyoBuHY Tasibk ons
Tabnetoky npvBeLEeHHs y BiANOBIAHICTb [0 BUMOT i
KOHTYPHIi pekomeHAauii Aitoumx pegakuii MoHorpadii EP
YapyHKOBIl «Talc» Ta AdY
ynakosLi; no 10
KOHTYPHUX
YapyHKOBUX
yNakoBOK y nauLli
81. | NNIKCAPUT Tabnetku no 100 mr TOB "ACIHO Ykpaina Nab6opaTtopioc IcnaHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/17741/01/01
no 15 tabnetok y YKPAIHA" HopmoH, C.A. 3MiHU | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKumii peyenmom | niosnsizae

6nictepi; no 2
6nictepn y
KapTOHHI navwi

3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npugaTtHocTi abo yMmoBax 36epiraHHs roTOBOro
nikapcbKoro 3aco6y (36i/1bLIeHHS TEPMiHY
NpMAAaTHOCTI FOTOBOTO JiKAPCLKOTro 3acoby) - Ans
TOProBOi yNakoBKW (NiATBEPLKYETLCA AaHUMU
peasnibHOro yacy) 36inbLUeHHSI TEPMiHY
NpUAAaTHOCTI FOTOBOTO J1iKAPCbKOro 3acoby Ha
OCHOBI NO3UTUBHWX pe3y/bTaTiB AOBIOCTPOKOBUX
OOCnifpKeHb CTabiNbHOCTI y peasibHOMY Yaci.
3aTBepKeHo: TepMiH NPUAATHOCTI — 2 POKW.
3anponoHoBaHo: TepMiH NpUAATHOCTI — 3 POKW.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3MiHU BHeCeHi B po3ain "TepMiH npuaaTHocTi" B
IHCTPYKLU,i0 ANS1 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeefeHHs 3MiH NpOTArom 6-
TV MicALIB Nic/1a 3aTBEPAKEHHS
82. | NIOPATAOWVH | Tabnetku no 10 mr MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7014/01/01
no 10 TabneTok y "Kuismegnpen "Kuismegnpenapa 3MiHn Il Tuny - 3MiHn 3 akocTi. ADI. (iHLWi 3MiHN) peyenma
6nicTepi; no 1 apat" T 3MiHM B 3B’A3KY 3 OHOB/IEHHSIM MacTep-daiina ans
6nictepy B nauui A®| NlopaTtaguHy Bif, 3aTBEPIKEHOr0 BUPOOHUKA
Vasudha Pharma Chem Liimited, IHgis fo sepcii
VPCL/LRC/AP-00/DMF/USP/07-21 Ta
NpVBeLEHHAM Yy BiANOBIAHICTb [0 BUMOT
MoHorpadii USP «Loratadine» fito4oro BugaHHs.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS
83. | MATHIKOP TabneTkun, BKpUTI AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: bes UA/11211/01/02
POPTE NNiBKOBOO "KNIBCbKWN BITAMIHHW 3MiHn | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenma —
060/10HKO10, N0 150 BITAMIHHUIA 3ABO4" Ta (hapmakoHarnagy (iHwi 3miHu) - OHOBNEHHA 30
mr no 10 TabneTok y 3ABO/" TEKCTY MapKyBaHHS1 YNakoBOK J1ikapCbKOro 3acoby | mabsiemok.
6nicTepi; no 3 abo y 3B'AA3KY 3 AOAAHHAM iHhOpMaLLii aHIiCbKO 3a
10 6nicTepiB y nauui MOBOIO Ta YTOYHEHHAM SIOroTUNY 3asiBHUKA peyenmom —
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns 100
3aTBEPAKEHHS. mab/1Iemox.
84. | MA3b AP. Masbno 20, 501 [Op. Taiicc HimeuunH [Op. Taiicc Himeuunna BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 6e3 UA/2333/01/01
TANCCA 3 a60 100 r y 6aHL; HaTypBapeH a HaTypBapeH M6X 3MiHKM | TUNy - 3MiHK Woa0 6e3nekn/eddekTUBHOCTI peuyenma
JXUBOKOCTO | no 1 6aHLi B M6X (8038BiN Ha BMNYyCK Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
M KapTOHHiA KOpOGL cepii; y3arasibHeHNX AaHnx npo cucrtemy
BMPOOHWLITBO thapmakoHarnsay (BBefleHHs y3arasibHeHUX JaHnx
Hepo3dracoBaHoI npo cuctemy chapmakoHarnsgy, amiHa
npoAyKuii, YMNOBHOBaXeHOT 0cobwu, BigNoBifabHOT 3a
nepBuHHE Ta 3[iiCHEHHS (hapMakoHarns4y; KOHTaKTHOI 0cobu 3
BTOPUHHE dhapmakoHarnsgy 3asBHUKa gnsa 34ilCHEHHS
nakyBaHHs) hapmakoHarnsagy B YKpaiHi, Ko BoHa BifMiHHa
Bi[, yNOBHOBaXXEHOI 0CO6MU, BignoBiganbHoI 3a
3pificHeHHs chapmakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLeHHi
MacTep-gaiina cuctemu hapmakoHarisgy). 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0cobM 3as1BHUKA, BifnoBigasibHOT
3a (hapmakoHarnisg B YKpaiHi.
85. | MAKCUAEKC | kpanni ouHi, 1 mr/mn HosapTic LLBeiiuapi AnkoH KyBpbop Benbris BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/10812/01/01
® no 5 mMn y chnakoHi- dapma Al A 3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTUBHOCTI peyenmom

KpanenbHuyj; no 1
hnakoHy-
KpanesnbHuLi B
KOpOO6Lii 3 KApTOHY

Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeeHHs y3araslbHeHUX faHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0CO6M, BigNoBiganLHoI 3a
3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocobu 3
hapmakoHarnsay 3asiBHvKa A5 34iiCHEeHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHa
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
3ailicHeHHA hapMakoHarnsgy (BKIyanum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
macTep-gaiina cuctemu hapmMakoHarssay). 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.

[Oitova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. NponoHosaHa pepakuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTHMX AAaHUX YNOBHOBaXKEHOT
0co6M 3asBHKKa, BifnoBiganbHOI 3a
hapmakoHarnag. 3miHa MicLe3Haxo4KeHHS
mMacTep-aiina cuctemu dpapmakoHarisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.

86.

MAKCUTPON
®

Kpanni o4Hi no 5 mn
y thnakoHi-
KpanenbHuui; no 1
chnakoHy-
KpanesbHULi B
KOpo6L,i 3 KapTOHY

HoBaprTic
®apma Al

LLiBeruapi
2

AnKoH KyBpbop

Benbris

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, 3MiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBigansLHoI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu hapmMakoHarnsay). 3miHa
YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.

[Oitova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. NponoHosaHa pepakuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTH/X AAaHUX YOBHOBaXKEHOT
0co6u 3asBHKKA, BignoBiganbHOI 3a
hapmakoHarniag. 3miHa MicLe3Hax04KeHHS
mMacTep-aiina cuctemu dpapmakoHarnisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.

3a
peyenmom

UA/8329/01/01

87.

MAHIHIN® 5

TabneTkn no 5 Mr no
120 TabneTok y
donakoHi; no 1

donakoHy y
KapTOHHIlA KopooLi

BEPNIH-XEMI
Al

HimeuunH
a

Brpo6HuKK, Wwo
BUKOHYIOTb
BVMPOGHMLTBO
Hepo3dhacoBaHO|
NPOAYKLT:
MeHapiHi-®oH
XeigeH Mv6X,
HimeuuunHa;
Brpo6HuKM, Wwo

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHWU. BunyyeHHs
BVMPOGHWYOI f4inbHNL (BKIHOYAKUN AinbHALI ANS
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nNiKapcbKoro 3acoby, AinbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
BWMYCK Cepiid, MicLle NPOBEAEHHS KOHTPOSIO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo A0NOMIKHOI PEYOBUHY (SKLLIO

3a
peyenmom

He
nionsieae

UA/9669/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BUKOHYIOTb 3a3HayeHo Y JOCbE) BUTYYEHHS BUPOOGHNYOT
KiHUEeBe AinbHULI ANna BUpO6GHMLTBA Nikapcbkoi oopmu “in
nakyBaHHs: bulk” BepniH-Xemi Al', Temnenbxocep Ber 83,
BEP/IIH-XEMI AT, 12347, bepniH, HimeuunHa. BeegeHHs 3miH
HimeuuunHa; NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPIXKEHHS.

MeHapiHi-®oH
XenpgeH Mv6X,
HimeuuunHa,;
B1po6HUK, Lo
BMKOHYE BMMYCK
cepi:
BEPJIIH-XEMI AT,
HimeuyunHa

3Minn | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMIEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ona BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBEpIXEeHOro BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponevicbkinn hapmakonei R1-CEP 2000-289
Rev 07 (3atBepaxeHo: R1-CEP 2000-289 Rev 06)
ana A®Il rnibeHknamify Bif, yxe 3aTBepXeHOro
Bmpo6Huka SRI KRISHNA PHARMACEUTICALS
LIMITED, India. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbkunii 3aci6. KOHTPOb TOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLii Ta/abo AONYCTUMUX MEX FTOTOBOr0
NiKapCcbKoro 3acoby (BUYyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTtapisioro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB YN CMAKOBMX A06aBOK)) BUYYEHHAM 3i
cneuudikauii rotoBoro ikapcbKoro 3acoby
3acTapinoro nokasHuka «laeHtudikauis NoHco
4R». BBefieHHsA 3MiH NpoTAroM 6-Tv micsuiB nicns
3aTBEepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6. KOHTPOb roTOBOrO
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAaX
BMNPOGYBaHHS) HE3HAYHA 3MiHa Y 3aTBEPKEHNX
MeTogax BUNpobyBaHHSA rOTOBOTO liKapCbKOro
3aco0by 3a NoKasHWKOM “PO34YnMHEHHSA”. 3MiHN |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeTogax BUNPo6YyBaHHSA rOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa Y 3aTBEpPAYKEHNX
MeToAax BUNpo6yBaHHS) HE3HAYHA 3MiHa Y
3aTBepAXEHOMY MeTOofi BUNPOOYBaHHA roTOBOrO
nikapcbKoro 3acoby “laeHTudikadlis
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

rnibeHknamigy”. 3miHu | Tuny - 3MiHM 3 AKOCTI.
['oTOBWIA Nnikapcbkunii 3aci6. KOHTPOb roToBOro
nNikapcbKoro 3acoby (iHLi 3MiHN) BUNPaB/IEHHS
OnMUCy NPUroTyBaHHS €Ta/IOHHOTO PO3YMHY B
po3aini «OAHOPIAHICTL OAUHULIL [03YBaHHA»
rOTOBOrO /iKapCbkoro 3acoby. 3miHu | Tuny - 3MiHn
3 AKocCTi. FoTOBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHoOCTi abo ymoBax
36epiraHHs roToBOro NikapcbKoro 3acoby (3MiHa B
ymoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby
a60 nicna po34YnNHEHHA/BIAHOB/EHHS) 3MiHa B
ymoBax 36epiraHHs roToBOro NikapcbKoro 3acooy.
3aTtBeppxeHo: 36epiratv Npu Temneparypi He
Buue 25?7C i B 3axveHoMy Bif Booru micu;!
3anponoHoBaHo: 36epirati npu Temneparypi He
BuLe 25?C. 36epiraTv B opuriHasibHIli ynakoBLi B
3axuLLeHoMy Bif, CBIT/1a Ta BO1ory Micui! 3miHu
BHECEHO Y po3gin "YmoBu 36epiraHHs" B
IHCTPYKLUiO AN151 MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby, K Hacnifok - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKU NiKapcbKoro
3acoby. BBefeHHs 3MiH NpPOTAroM 6-TW MicsLiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiickkili hapmakonei: gns Adl; ons
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ana ponomMikHoi pevosuHn (ME-cepTudpikat
BiNOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
npoaykTy abo A0NOMKHOT pevyoBUHN) -
OHOB/EHWIA cepTUiKaT Bif BXe 3aTBEPKEHOIO
BMPOGHMWKA - MoAaHHs OHoB/ieHoro ME-cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei R1-CEP
2003-172-Rev 03 (3atBepmxeHo: R1-CEP 2003-
172-Rev 02 ) Ana AONOMDKHOI pEUYOBUHM XenaTiH
Bif, y)Xe 3aTBepxeHoro BupobHvka Gelita Group.
Po3gin 3.2.R oHoBneHo BiANoOBIAHO. 3MiHu | TURy -
3MmiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y .
17. IHWE TekcTy MapKyBaHHA BTOPUHHOI YNakoBKu
Tan. 6. IHWE nepBUHHOT ynakoBKX NikapCbKoro
3acoby LoA0 3a3Ha4yeHHsa 1orotuny

88.

MELOKAPAN

TabneTkn no 25 mr,

Megokemi

Kinp

Megokemi 1TA

Kinp

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:

3a

He

UA/9479/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
n no 10 Tabnetok y nTa (UeHTpanbHuii 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom | nidssi2ae
6nicTepi; no 3 abo 3aBog), Kinp HalilMeHyBaHHs Ta/abo agpecu micus
10 6nicTepiB y NPOBaKEHHS AiSNIbHOCTI BUPO6HMKa/iMnopTepa
KapTOHHI/ KopoobLi Megpokewmi Jliviteq, rOTOBOrO JliKapCbKOro 3acoby, BK/IYa4mn
Kinp AiNbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky BignoBsifae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
YTOYHEHHS Ha3BW Ta agpecu BUPOOHNYOIT AiNbHUL
y BignosigHocTi Ao ceptudikaty GMP. 3MiHn
BHECEHO B iHCTPYKLtO A4/151 MELUYHOIO
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"Bnpo6HuK" Ta "Micue3HaxokeHHs BUPOOHUKa Ta
agpeca MicLs NpoBaKEHHS MOro AisfibHOCTI" 3
BiAMNOBIAHMMU 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEJeHHS 3MiH - MPOTAroM 6
MicsILiB Micns 3aTBepAKEHHS!
89. | MEAOKAPAWN | Tabnetku no 6,25 Megokemi Kinp Mepokemi NTA Kinp BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/9479/01/01
n mr, no 10 TabneTok nTa (LenTpanbHuii 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenmom | nidsis2ae
y 6nicTepi; no 3 abo 3asog), Kinp HalilMeHyBaHHs Ta/abo agpecu micus
10 6nictepiB y NpoBaPKeHHA AiSbHOCTI BUpobHUKa/imnopTepa
KapTOHHI Kopobui Megokewmi Jlimiteq, rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaumn
Kinp AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK CEpili)
YTOYHEHHS Ha3BMW Ta afpecy BUPOBHNYOT AiNbHUL
y BignosigHocTi Ao ceptudikaty GMP. 3MiHn
BHECEHO B iHCTPYKL,O0 4719 MEANYHOrO
3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"BUpPO6HUK" Ta "MicLe3Haxo4KeHHS BUPOOHUKaA Ta
ajipeca MicLs NPpoBaKEHHS MOro AisfbHOCTI" 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS
ynakoBOK. TepMiH BBEZIEHHS 3MiH - MPOTArom 6
MicsLiB NiCNsA 3aTBEPAKEHHS
90. | ME/IOKC pO34UH A8 iH'EKLiA, Mepokemi Kinp Mepokemi Jlimiteq, Kinp BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/15382/01/01
15 mr/1,5 mn nTa 3MiHu | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuenmom
no 5 amnyny Ta papmakoHarnsagy (iHwi 3miHn) OHOBNEHHS
dhacoHHOMY TEKCTY MapKyBaHHS yNakoBKW ikapCbKoro 3acoby,
6nictepi; no 1 a6o 2 a came: YTOYHEHO iHhopMaLito LWoA0 TepMiHy
6nictepu y npuaaTHOCTI, HOMepy peecTpauiiHoro
KapTOHHIlA KopoobLi NoCBiAYEHHS, HOMepY cepii, A4aT! BUPOGHMLTBA,
TEXHIYHUX KOAIB Ta YTOUYHEHHS /IOTOTUMY 3asBHUKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
91. | MEPTEHIN TabneTkun, BKPUTI BAT "legeoH YropLmHa BMPOGHULITBO, YropLmHa BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a He UA/11705/01/02
NAiBKOBOIO PixTep" KOHTPO/Ib SAKOCTI 3MiHun | TMny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom | nionsizae

060/10HKO0, MO 5 Mr;
no 10 TabneTtok y
6nicTepi, no 3

Ta BUNYCK cepil:
BAT "T'eneoH
PixTep"

Ta chapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuL nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepu B

KapTOHHIA ynakoBLi

3acTOCyBaHHS reHepuUYHUX/Ti6puaHMX/6ionoaiGHMX
nNiKapcbknx 3acobiB Nic/s BHECEHHS TiEl camol
3MiHU Ha pedhepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHS XXOAHNX HOBUX AOAATKOBUX
AaHux) 3MiHW BHECEHO A0 IHCTPYKLUT Ans
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ginu: "®apmakosoriyHi BNacTneocTi",
"Moka3aHHs", "B3aemogis 3 iHUUMW NiKapCbKUMU
3acob6amu Ta iHLWi BUAY B3aemogiin”, "OcobnmnBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs rpygat”, "Cnocio
3actocyBaHHsa Ta gosu", "[itn", "Mob6iyHi peakwii"
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3acTocyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(KPECTOP, Tabnetku, BKpUTI NNiBKOBOHO
060/10HKOI0).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHSA. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili xapakTepucTuLi NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapCcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OUiHKM 3BIiTY 3 fOCAIIKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnigpkenb (PIP) (iHwi 3MiHM) 3MiHN BHECEHO [0
IHCTPYKLUT 4719 MEeANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "MobivHi peakuii”
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lito4oi pevyoBuHW. BBeeHHSA 3MiH NPOTAroM 6-Tn
MiCALIB NiCNsA 3aTBEPAKEHHS
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI

Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnyHOro
3aCcTOCyBaHHS TeHepUUYHUX/TibpUAHMX/6ionoai6HMX
NiKapcbKnx 3acobiB Nic/1s BHECEHHS TiEl camol
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@HHs XOAHNX HOBUX AOAATKOBUX
AaHvx) 3MiHN BHECEHO [0 IHCTPYKLUi ANns
MeAMYHOro 3acTOCYBaHHS MiKkapCbKoro 3acoby y
po3ain "B3aemogis 3 iHWKMMU NiKapCbKUMu
3acob6amMu Ta iHLWi B1AW B3aemogiii" BiANoBigHO A0
iHchopmaw,ii LLoA0 MeAMYHOrO 3aCTOCYBaHHS
pechbepeHTHOro sikapcbkoro 3acoby (KPECTOP,

Tab1eTku, BKPUTI NNIBKOBOKO 060M0HKO0).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHA 3MiHK | TUNy - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ans

Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ri6puaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicnsi BHECEHHA TiET caMoi 3MiHM Ha
pethepeHTHWi1 npenapat (3MiHa He noTpebye
HaflaHHA XOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM
BHECEHO [0 iHCTPYKLIiT 415 MeAnYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"MpoTunoka3saHHsa", "B3aemogis 3 iHWnMun
nikapcbk1MK 3acobamu Ta iHWi BUAW B3aeMogiin”
BIANOBIAHO A0 iHdhopMmaL,i WoJ0 MegnyHoro
3aCTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(KPECTOP, TabneTku, BKpUTi NNiBKOBOK
060/10HKOI0). BBEAEHHSA 3MiH NMPOTAroM 6-Tn
MicAUIB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTumLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 JOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigxenb (PIP) (iHwi 3MiHW)
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MEeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainum:
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiANOBIAHO [0 OHOBMEHOI iHGopMaL,i 3 6e3nekn
Lito4oi pevoBuHW. BBeEHHSA 3MiH NPOTAroM 6-Tn

oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHSs Ta IHCTPYKUIiT 4519 MeANYHOro
3acTocyBaHHS Ha MicTaBi perysspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro

MicsLiB NicnsA 3aTBepayKeHHA 3MiHu | Tuny - 3MiHK

3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,

NpoBefeHNX BiAMOBIAHO A0 NiaHy negiaTpuyHnX
pocnipkeHb (PIP) (iHWwi 3MiHX) 3MiHK BHECEHO [0

IHCTPYKLi AN15 MEAMYHOT0 3aCTOCYBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nikapcbKoro 3acoby y po3gin "Bsaemogis 3 iHWnMmn

nikapcbknMmK 3acobamu Ta iHWi BUAM B3aeMogiin”
BiAANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Aito40i peyoBrHN. BBEAEHHS 3MiH NpOTArom 6-Tu
MicALiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHM) 3MiHN BHECEHO [0 iHCTPYKLi AN
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ainu "Oco6MBOCTi 3acTocyBaHHS", "IM0OGIYHI
peakuii" BignoBigHO 4O OHOBMEHOI iHchopMmaL,i 3
6e3nekun 4it4oi pevyoBUHN.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHW y KOPOTKili XapaKTepuCTuLL NlikapcbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ri6puaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiET camoi 3MiHN Ha
pethepeHTHW Npenapat (3MiHa He noTpebye
HalaHHS XXOAHWNX HOBUX A0AATKOBMX faHWUX) 3MiHM
BHECEHO [0 IHCTPYKLIT 4159 MEANYHOrO
3acToCyBaHHS Nikapcbkoro 3acoby y po3ain
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWI BMAW B3aemogji" BignoBiaHO f0 iHdhopmawii
LLLOZ0 MEANYHOTO 3aCTOCYBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTku, BKpUTI
N/1iBKOBOK 06G0JI0HKOI). BBEAEHHS 3MiH NPOTArom
6-Tn MicAUiB NicNsA 3aTBEPIKEHHS
3MiHn | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OUiHKM 3BIiTY 3 AOCAIIKEHD,
npoBefeHnX BiANOBIAHO A0 NaaHy negiaTpuydHnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHU BHECEHO [0 IHCTPYKUIT AN MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWMMU Nikapcbkumn 3acobamu Ta
iHWWi BUAW B3aEMOAIA"BIANOBIAHO A0 OHOBMEHOT
iHchopmawuii 3 6e3nekn Ajto4oi peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
92. | MEPTEHIN TabneTku, BKpUTI BAT "lTegeoH | YropwwmHa BMPOGHMLTBO, YroplmHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/11705/01/03
nNiBKOBOIO PixTep" KOHTPO/b AKOCTI 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peyenmom | niosnsizae

060n0HKot0, N0 10
Mr; no 10 TabneTok
y 6nictepi, no 3
6nictepu B
KapTOHHI ynakoBsL,i

Ta BUNycK cepii:
BAT "TeneoH
PixTep"

Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapaKTepucTmLi NikapCcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCyBaHHSA reHepuyYHUX/ribpuaHMX/6ionoaibHMX
NiKapCbKMx 3aco6iB Nicns BHECEHHA Tiel camol
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHNX HOBUX A0AATKOBUX
AaHvx) 3MiHM BHECEHO [0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ginu: "®apmakosnoriyHi BnactTueocTi",
"MokaszaHHs", "B3aemogis 3 iHWMMU flikapCbKuMum
3acobamu Ta iHWi BUAn B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta gosun”, "Litn", "Mo6iyHi peakuyii”
BIANOBIAHO A0 iHdopMmaL,i WoA0 MegnyHoro
3aCTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(KPECTOP, TabneTku, BKpUTi NNIiBKOBOH
060/10HKOI0).

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCyBaHHS Ha MiacTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTYy 3 6e3neKkn NikapCbKoro
3aco6by, abo gocnimkeHb 3 6e3neKkn 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkeHb (PIP) (iHwi 3MiHM) 3MiHN BHECEHO [0
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gin “MobivHi peakwii”
BiAANOBIAHO [0 OHOBMEHOI iIHdhopMaL,i 3 6e3nekn
Ailo40i peyoBrHN. BBEAEHHS 3MiH NpOTArom 6-Tu
MicALiB nicna 3aTBepaKeHHs
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3MiHu y KOpoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3acTOCyBaHHS reHepuyYHUX/Ti6pruaHMX/6ionoaiGHMX
nNiKapcbknx 3acobiB Nic/isa BHECEHHS TiET camol
3MiHU Ha pedhepeHTHUIA npenapar (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
AaHux) 3MiHW BHECEHO A0 IHCTPYKLUT Ans
MEeAMYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
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KpaiHa
BUPOBGHUKa

3acobamu Ta iHLWi BUAW B3aEMOAiin" BiANOBIigAHO A0

Ymosu
Bionycky

PeecmpayjitiHa npoyedypa

po3ain "B3aemogis 3 iHWMMU NiKapCbKMM

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

n/n

Hassa Popma sBUMYCKY
JlikapcbKo20 | (nikapcbka ghopma,
3acoby yrnakoska)

iHchopmaw,ii LLoA0 MeAMYHOro 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (KPECTOP,

TabneTku, BKpUTI NNIBKOBOK 060MOHKOHD).

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKeHHs 3MiHW | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
3MiHW y KOPOTKili XapaKTepuCTULL NiKapcbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHWi1 Npenapat (3MiHa He noTpebye
HalaHHS XXOAHWUX HOBUX A0AATKOBUX faHWUX) 3MiHM
BHECEHO [0 IHCTPYKLIT 415 MEeANYHOrOo
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainum:
"MpoTunokasaHHa", "B3aemogis 3 iHWMmu
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogin”
BignoBigHO A0 iHdopMaLil LWoao MeguyHOro
3acToCyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(KPECTOP, Tabnetku, BKpUTi MNiBKOBOO
060/10HKOI0). BBEAEHHA 3MiH NPOTArom 6-Tu
MicALiB NicnsA 3aTBepKEHHSA. 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnyHOro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHuii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
NpoBefeHNX BiAMOBIAHO A0 NiaHy negiaTpudHnX
pocnipxeHs (PIP) (iHWwi 3miHW)
3MiHU BHECEHO [0 IHCTPYKUIT AN MeANYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™

BiAANOBIAHO [0 OHOBMEHOI iHGhopMaLii 3 6e3nekn
Ailo40i peyoBrHN. BBEAEHHS 3MiH NpOTArom 6-Tu
MicAUiB nicna 3aTBepMKeHHA 3MiHK | Tuny - 3MiHK
oo 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro

3aCTOCYBaHHs1 Ha MifcTasi perysnisipHo
OHOBJ/IIOBAHOTO 3BIiTY 3 6€3MeKkn NikapcbKoro

3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepioa,
ab0 AK pe3ynbTar OUiHKM 3BIiTY 3 AOCAIIKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnigpkenb (PIP) (iHwi 3MiHM) 3MiHN BHECEHO [0
IHCTPYKLUT 4719 MEeANYHOro 3acTOCYBaHHSA
nNiKapcbKoro 3acoby y po3ain "B3aemogis 3 iHwmMmn
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiin”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito40T peyoBrHN. BBEAEHHS 3MiH NPOTArom 6-Tu
MicAUIB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHM) 3MiHM BHECEHO A0 IHCTPYKLi AN
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3gainu "Oco6nmBocTi 3acTocyBaHHs", “IM06GiYHi
peakuii" BiAnoBigHO A0 OHOBNEHOI iHthopMmaL,i 3
6e3neku Ajtoyoi peHOBUHM.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHSA. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS
reHepuyHNX/riopuaHNX/6ionodibHNX NiKapCbKUX
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHWI Nnpenapart (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBMX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKLi 418 MeAnyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWMMU Nikapcbkumn 3acobamu Ta
iHWi B1AW B3aemogijid" BignoBigHO Ao iHdopmauii
LLOZ0 MEANYHOTO 3aCTOCYBaHHA pedepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTtku, BKpUTI
nAiBKOBOK 060/10HKOID). BBEAEHHS 3MiH MPOTATrOM
6-TV MiCALIB MiCNSA 3aTBEPKEHHS
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta (hapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepucTumLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKkn NikapCbKoro
3aco6by, abo gocnimkeHb 3 6e3neKkn 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigmkeds (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeauyHoro

3aCTOCYBaHHA NikapcbKoro 3acoby y po3gin
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"B3aemogis 3 iHWVMK fikapcbkumn 3acobamu Ta
iHLWI BMAW B3aeMOAjin"BiANOBIAHO 4O OHOBEHOI
iHcbopMmalii 3 6e3nekun 4it4oi pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
93. | MEPTEHIN TabneTkun, BKpUTI BAT "l'egeoH YropwmHa BMPOGHMLTBO, YropmHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/11705/01/04
N1iBKOBOIO PixTep" KOHTPO/Ib SKOCTI 3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom | mniossi2ae

060/10HKO10, M0 20
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI ynakosL,i

Ta BUNYCK cepil:
BAT "l'epeoH
PixTep"

Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3acToCyBaHHA reHepu4HNx/ribpugHmx/6ionoaibHnx
NiKapcbKnx 3acobiB Nic/1si BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHW npenapaT (3MiHa He
noTpebye Hafi@aHHs XOAHNX HOBUX AOAATKOBMX
AaHvx) 3MiHN BHECEHO A0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu: "®apmakonoriyHi BnacTmBocTi",
"MokasaHHs", "B3aemogis 3 iHWMMW NliKkapCbKumum
3acob6amu Ta iHwWi Buay B3aemogiii”, "OcobamBocTi
3acTocyBaHHSA", "3acTocyBaHHA y nepios,
BariTHOCTI abo rogyBaHHA rpygat”, "Cnocio
3acTocyBaHHsa Ta gosu", "[itn", "Mo6iuHi peakyii"
Bi4NoBIAHO A0 iHdopMaLil Loa0 MeaNYHOro
3acToCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(KPECTOP, TabneTku, BKpUTi MNiBKOBOO
060/10HKOI0).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKili XxapakTepucTuLi NikapCbKoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbKoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
NpoBefeHNX BiAMNOBIAHO A0 NiaHy negiaTpudHmX
pocnipkeHb (PIP) (iHWi 3MiHK) 3MiHM BHECEHO A0
IHCTPYKL|i 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "MobiuHi peakwii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito40T peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNsA 3aTBEpKEHHS
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsagy. 3MiHu y KopoTkili
XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHA reHepuyHuX/ribpuaHux/6ionogibHmx
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

NiKapCbKMx 3aco6iB Nicns BHECEHH: Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye Hafl@aHHS XOAHNX HOBUX AOAATKOBMX
AaHvx) 3MiHN BHECEHO [0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
po3ain "B3aemogis 3 iHWMMKN NiKapCbKumu
3acob6amMu Ta iHLWi BUAM B3aEMOAii" BignoBigHoO 40
iHhopmaLii Wwoa0 MeanyHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (KPECTOP,
TabneTku, BKpUTI NNIBKOBOIO 060/OHKOIO).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
MeMYHOro 3acTOCyBaHHS
reHepuYHUX/riopuaHNX/6ionodibHNX NiKapCbKUX
3ac06iB NicNs BHECEHHSA TiEl caMoi 3MiHW Ha
pedhepeHTHW Npenapart (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKLi 418 MeAnyHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:

"MpoTunokasaHHa", "B3aemogisa 3 iHWKUMKN
NikapcbKMMKU 3aco6amMu Ta iHLWi BUAW B3aeMOSii"
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3acTocyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(KPECTOP, Tabnetku, BKpUTI NNiBKOBOHO
060/10HKOI0). BBEAEHHSA 3MiH MPOTAroM 6-Tn
MicaLiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK
oo 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OUiHKM 3BIiTY 3 AOCAIIKEHD,
npoBefeHnX BiANOBIAHO A0 NaaHy negiaTpuydHnX
pocnigpkeHb (PIP) (iHwi 3MiHW)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeauyHoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ainu:
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Ait040T peyoBrHN. BBeAEHHS 3MiH NPOTArom 6-Tu
MicsLiB Micns 3aTBepAKeHHs 3MiHu | Trny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

XapaKTepucTmLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neKkn NikapCbKoro
3aco6by, abo gocnimkeHb 3 6e3neKkn 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHuX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkeHs (PIP) (iHwi 3MiHWM) 3MiHN BHECEHO [0
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "Bzaemogis 3 iHWnMmn
NikapcbKMMKU 3aco6amMu Ta iHLWi BUAW B3aeMOSii"
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lito4oi pevoBuHW. BBeEHHSA 3MiH NPOTAroM 6-Tn
MicALiB Micns 3aTBepKeHHS. 3MiHu | TUny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHW) 3MiHX BHECEHO [0 iHCTPYKUIT AN
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ainu "OcobnmBocTi 3acTocyBaHHs", “lN06GiYHi
peaxui™ BignoBigHO A0 OHOB/EHOT iHhopmaLii 3
6e3nekun fjtoyol pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHW Y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ri6puaHMX/6ionoaiGHMX NiKapCbKUX
3aco06iB nicns BHECEHHA TiET caMoi 3MiHM Ha
pethepeHTHWi1 Npenapat (3MiHa He noTpebye
HaflaHHSA XOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM
BHECEHO [0 iHCTPYKLIiT 415 MeAMYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWVMK fikapcbkumn 3acobamu Ta
iHLWI BMAW B3aemogijit" BiANOBiAHO 0 iHchopmauii
LLI0A0 MEANYHOIO 3aCTOCYBaHHA peddepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTtku, BKpUTI
NNiBKOBOK 060/10HKOI0). BBEAEHHS 3MiH NMPOTATrOM
6-TV MicALIB NiCNA 3aTBEPLYKEHHSN
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B nicnspeecTpaviiiHnii nepios,

a60 SK pesynbTar OLiHKM 3BITY 3 OCAIMKEHD,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
npoBeAeHNX BiAMOBIAHO A0 NAaHy negiaTpudHnX
pocnipkeHb (PIP) (3MiHY y3roopkeHo 3
KOMMETEHTHVUM YNOBHOB&XEHNM OPraHoMm)
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MEeANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ain
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHLWi BUAM B3aEMOZIili"BiANOBIAHO A0 OHOBEHOI
iHbopMmauii 3 6e3nekun A4it4oi pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHSA
94. | METOOXEKT | po34uH A5t iH'eKLiA, Mepak HimeuuunH BUPOGHUK, IO HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/5873/01/02
® 50 mr/mn no 0,15 mn lesenbwadpT a BignoBigae 3a 3MiHun Il Tuny - 3MiHKn Wopo 6e3nekn/eddeKTUBHOCTI |  peyenmom | nidsasieae
(7,5 mr), a6o no 0,20 dhrop KniHiwe BTOpPUHHE Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
M (10 mr), abo no Lneuianbnpe nakyBaHHs, XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
0,25 mn (12,5 wr), napate M6X MapKyBaHHS, MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
abo no 0,30 mn (15 KOHTPO/b/BMNPOGY 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMMW AaHVMU 3
mr), abo no 0,35 mn BaHHA cepii Ta 3a AKOCTI, AOKTIHIYHUMU, KIHIYHUMUW AaHUMK Ta
(17,5 wr), abo no BMNYCK cepil: LaHuMK 3 dhapmakoHarnsgy. 3mMiHM BHECEHO A0
0,40 mn (20 wmr), abo Mepnak IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
no 0,45 mn (22,5 lesenbwadt drop niKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
mr), a6o no 0,50 mn KniHiwe HLWMMKN NiKapcbKMMK 3acobamMu Ta iHLWi BUAn
(25 wmr), abo no 0,55 LLineujiansnpenapa B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHsA",
M (27,5 mr), abo no Te M6X, "Mo6ivHi peakui”. BBefeHHSA 3MiH NPOTAroMm 6-Tu
0,60 mn (30 mr) HimeuumnHa; MiCALIB NiCNsA 3aTBEPA)KEHHS
pO34nHy y BUPOOHWK, WO
nonepegHsL0 Bignosigae 3a
3arnoBHeHOMy BVMPOGHMLTBO
wnpuui; no 1 nikapcbkoro
LINpu1LYy pasom i3 3acoby, nepBuHHe
BOY0BaHO nakyBaHHs1,
iH'EKLIHOIO rOMKOIO KOHTPO/b/BMNPOGY
B KOHTYpPHOMY BaHHA cepii:
YapyHKOBOMY OHkoTek dapma
6nicTepi; no 1 MpopakwH MbX,
6nictepy B HimeuuunHa;
KapTOHHI Kopobui BVPOGHWK, LLIO
BignoBigae 3a
BTOPWHHE
nakyBaHHS:
LteremaHH
JoHhbepnakyHr
yHA, NoricTiwep
Cepsic e K.,
HimeyunHa
95. | METOO)KEKT | po3uuH ANns iH'ekuii, Megak HimeuunH BVPOGHWK, LLIO Himeuunna BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/5873/01/02
® 50 mr/mn; no 0,15 lesenbladpT a Bignosigae 3a 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa Koay peyenmom | niosnsizae
M (7,5 mr), abo no cotop KAiHiwe BTOPVIHHE ATX - 3MiHU BHECEHO A0 IHCTPYKUIT ANs
0,20 mn (10 wmr), abo LLineujanbnpe nakyBaHHs, Me[MYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 0,25 mn (12,5 napate mM6X MapKyBaHHs, po3giny "®apmakoTepaneBTuyHa rpyna. Kog ATX."
mr), a6o no 0,30 mn KOHTPONb/BUNPOBY BiANOBIAHO 4O MKHAPOAHOro KnacudikaTopa
(15 wr), a6o no 0,35 BaHHSA cepii Ta 3a BOO3 (http://www.whocc.no atc_ddd_index/):
mn (17,5 mr), abo no BWMNYCK Cepii: 3aTBEpAXEHO — "AHTUMETa60/iTU. CTPYKTYpHI
0,40 mn (20 wr), abo Mepak aHanoru coniesoi kucnotu. Kog ATX LO1B A01.";
no 0,45 mn (22,5 lesenswadt drop 3anponoHOBaHO — "AHTMHEON1aCTUYHI Ta
mr), a6o no 0,50 mn K/iHiLe iMmyHOMOAy o4 3aco6u. ImyHogenpecaHTy. [HLwi
(25 wr), a6o no 0,55 LLneuianbnpenapa imyHonenpecaHTu. Kog ATX LO4A X03."
mn (27,5 mr), abo no Te M6X, BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
0,60 mn (30 mr) HimeuumnHa; 3aTBEePKEHHS
pO34mnHYy y BUPOOBHWK, L0
nonepeAHL0 Bignosigae 3a
3arnoBHeHOMY BMPOOHNLTBO
wnpuyi; no 1 niKapcbKoro
LNpULy pa3om i3 3aco6y, nepBuHHe
B6Yyj0BaHOI0 nakyBaHHs,
iH'EKLIHOIO rOMKOHO KOHTPONb/BUNPOBY
B KOHTYpHOMY BaHHSA cepii:
YapyHKOBOMY OHkoTek dapma
6nictepi; no 1 MpopgakwH MvéX,
6nictepy B HimeuunHa;
KapTOHHI KopoobLi BVPOGHWK, LLO
Bignosigae 3a
BTOPUHHE
nakyBaHHS:
LLiteremaHH
TNoxdepnakyHr
yHA NoricTiwep
Cepsic e.K.,
HimeyunHa
96. | METOO)KEKT | po3uuH ANs iH'eKuiid, Mepak HimeuumnH BVPOGHWK, LLO HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/5873/01/02
® 50 mr/mn; no 0,15 lesenblwadpt a Bignosigae 3a 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuyenmom | nidsisizae
mn (7,5 mr), abo no dorop KniHiwe BTOPVHHE Ta chapmakoHarnsagy. 3miHa y KopoTkili
0,20 mn (10 mr), a6o | LUneuiansnpe nakyBaHHs, XapaKTepuCcTumLi NikapCcbKoro 3acoby, TEeKCTi
no 0,25 mn (12,5 napate M6X MapKyBaHHS, MapKyBaHHS Ta IHCTPYKLUiT A8 MeANYHOro
mr), a6o no 0,30 mn KOHTPONb/BNNPOBY 3aCTOCYBaHHS Ha MigcTaBi perynsipHo
(15 wmr), a6o no 0,35 BaHHSA cepii Ta 3a OHOBJ/IKOBAHOTO 3BiTYy 3 6€3neKu NiKapCbKoro
mn (17,5 mr), abo no BUNYCK cepil: 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
0,40 mn (20 wmr), abo Mepak nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepioa,
no 0,45 mn (22,5 le3enbliadTt drop ab0 K pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
mr), abo no 0,50 mn KNiHiWwe npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
(25 wr), a6o no 0,55 LWneujansbnpenapa pocnigmkens (PIP) (iHwi 3MiHM) 3MiHN BHECeHi A0
mn (27,5 mr), abo no Te M6X, IHCTPYKUIiT ANA MEAMYHOrO 3aCTOCYBaHHS
0,60 mn (30 mr) HimeuuunHa; nikapcbKoro 3acoby A0 po3ziny "3acTocyBaHHA y

pO3unHy y
nonepegHL0
3anoBHEHOMY
wnpuui; no 1

BVPOGHWK, LLIO

BignoBigae 3a
BUPOGHMLTBO
NiKapcbKoro

nepiog, BaritTHocTi abo rogysBaHHs rpyaa" Woao
6e3mekn 3acTocyBaHHS /likapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
LINpULY pa3om i3 3aco6y, NepBuHHE
B6Yy0BaHOI0 nakyBaHHS,
iH'EKLiIHOIO TO/KOHO KOHTPONb/BUNPOBY
B KOHTYpPHOMY BaHHS cepii:
YapyHKOBOMY OukoTtek dapma
6nicTepi; no 1 MpogakwH M6X,
6nictepy B HimeuumnHa;
KapTOHHIlA KopooLi BUPOGHMK, LLO
Bignosigae 3a
BTOPUHHE
nakyBaHHS:
LLiteremaHH
TNoHdhepnakyHr
yHA NoricTiwep
Cepsic e.K.,
HimeuynHa
97. | METOOKEKT | po34uH AN1s1 iH'EKLiA, Mepak HimeuuunH BUPOGHMK, IO HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/5873/01/02
® 50 mr/mn; no 0,15 lesenbwadpT a BignoBigae 3a 3MiHun | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom | nidssizae
mn (7,5 mr), abo no dhrop KniHiwe BTOpPUHHE Ta chapmakoHarnsgy. 3miHa y KopoTkili
0,20 mn (10 wr), abo Lneuianbnpe nakyBaHHs, XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
no 0,25 mn (12,5 napate M6X MapKyBaHHS, MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
mr), a6o no 0,30 mn KOHTPO/b/BMNPOGY 3acTocyBaHHS Ha MigcTaBi perynspHo
(15 wr), a6o no 0,35 BaHHA cepii Ta 3a OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro
mn (17,5 mr), abo no BWMNYCK Cepil: 3acoby, abo focnimxkeHb 3 6e3neky 3acToCyBaHHS
0,40 mn (20 wmr), abo Mepnak nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
no 0,45 mn (22,5 lesenbwadt drop ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
mr), a6o no 0,50 mn KniHiwe npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
(25 wmr), abo no 0,55 LLineujiansnpenapa pocnigmkeHs (PIP) (iHwi 3MiHM) 3MiHU BHeceHi Ao
M (27,5 mr), abo no Te M6X, IHCTPYKUIT ANS MEeANYHOr0 3aCTOCYBaHHSA
0,60 mn (30 mr) HimeuunHa; nNiKapcbKoro 3acoby Ao po3sginy "OcobnnsocTi

pO34nHy y
nonepegHLo
3arnoBHEHOMY
wnpuui; no 1
LINpULY pa3om i3
BOyA0BaHo
iH'EKLLIHOIO rONKOH
B KOHTYpPHOMY
YapyHKOBOMY
6nicTepi; no 1
6nictepy B
KapTOHHI Kopobui

BVPOGHWK, LLO
Bignosigae 3a
BVMPOGHMLTBO
nikapcbkoro
3aco6y, nepBrHHe
nakyBaHHS,
KOHTPO/b/BMNPOGY
BaHHA cepii:
OHKoTek ®apma
MpopakwH MbX,
HimeuumnHa,
BVPOGHWK, LLIO
BignoBigae 3a
BTOPWHHE
nakyBaHHS:
LteremaHH
JoHhbepnakyHr
yHa NloricTiwep

3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby. BBeeHHs1 3MiH NpoTAromM 6-
TV MiCALIB NiCNA 3aTBEPMXKEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Cepsic e K.,
HimeyunHa

98.

METPOTIN
[NEHTA®

reflb ANs1 ICEH;
no 20 ry Ty6i; no 1
Ty6i y KApPTOHHiIl
Kopobui

TOB
"[DKOHCOH i
[>KOHCOH
YkpaiHa"

YkpaiHa

«HOHIK
dapmMacbloTUKas
Nab6opaTopiz»
(BigaineHHs dipmmn
«[K. B. Kemikans
eHy,
PapmacboTrKan3
NTa.»)

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0CO6M, BigNoBiganLHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BiJl yNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-gaiina cuctemu hapmMmakoHarnsgy). 3miHa
YNOBHOBAXEHOT 0CO6U 3as1BHVKA, BifnoBiganbHOI
3a thapmakoHarnsg,.

[itoua pepakuis: HaropHa KatepuHa IBaHiBHa /
Nahorna Kateryna lvanivna. MponoHoBaHa
pegakuisi: YarapHa Hatanis CepriisHa / Chagarna
Natalia Serhiivna. 3miHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigansHOI
3a thapmakoHarnsg,.
3MiHa MicLe3HaxomKkeHHss MacTep-daiina
cuctemu chapmakoHarnagy. 3miHa micus
3[iACHEHHS OCHOBHOI AisNbHOCTI 3
chapmakoHarnsgy

6e3
peyenma

UA/2871/01/01

99.

MIAPVH

TabneTtku, BKPUTI
o6onoHkoto, no 10
mr, no 30 TabneTok
y 6nictepi, no 1
6nictepy y
KapTOHHIi navui

TOB
"3APABO"

YkpaiHa

Apavep ®apma
C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) BunpaBneHHA TEeXHIYHOT
NOMUKK, 3rigHOo N.2.4. po3ainy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHst TEXHIYHOI NOMW/IKK, NOB’A3aHO 3
HEBIANOBIAHICTIO (PI3HOUMTAHHSA) B MEXax 0AHOro
[OKYMeHTa, AONYLWEHHA NMOMWUIKM B PO3/ini
«Cknag» MKA M3, a came: noMU/IKOBO
3a3HayYeHo cknag Ha «1 kancyna MiCTuTb»,
3amicTb cknagy Ha «1 Tabnetka MiCTUTb», Ta B
cneuundikauii M3 3a nokasHMKoM «CynpoBigHi
OOMILLKV»: nponyLueHa iHhopmauis B 40NyCTUMNX
Mexax «He 6inbLie» i NOMUIKOBO 3a3Ha4yeHo
«pomilka Al)» 3aMiCTb XiMiYHOT Ha3BM
ineHTndikoBaHoi fOMIWKN (2-(4-meTun-2-goeHin-1-
ninepasuHin) 6eH3nnoBuUiA cNupT), Ta 3a
nokasHnkom «Mikpo6ionoriyHa YncToTa»: B
[0NYCTUMMX MEXax HEBIPHO 3a3HA4YEHO OfMHULIIO

3a
peyenmom

UA/20322/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMMiptoBaHHSA «KOE/mn» 3amicTb «KOE/r» Ta
HeBipHO 3a3HauYeHO NPUMITKY «1)». BunpaBneHHsi
TEXHIYHOT NOMUJIKW BifnoBifae apxiBHM
MaTepiasiam peecTpauiiHoro Aoche.

100.

MIAPVH

TabneTtku, BKPUTI
060/10HKOI0, N0 30
mr, no 10 TabneTok
y 6nictepi, no 3
6nictepn y
KapTOHHI navu,i

TOB
"34PABO"

YkpaiHa

Apamep ®apma
C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) BunpaBreHHsI TEXHIYHOT
NOMUIKK, 3rigHo N.2.4. po3ainy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
Haka3ly MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHs1 TEXHIYHOI NOMW/IKK, NOB’A3aHO 3
HEBIANOBIAHICTIO (PI3HOUMTAHHSA) B MEXax 04HOr0
[OKyMeHTa, AONyLEeHHS NOMWIKA B PO3AiNi
«Cknag» MKA IM'13, a came: NOMUIKOBO
3a3HayYeHo cknag Ha «1 kancyna MiCTuTb»,
3amicTb cknagy Ha «1 Tabnetka MiCTUTb», Ta B
cneuundikauii M3 3a nokasHMKoM «CynpoBigHi
OOMILLKV»: nponyLueHa iHhopmauis B 4oNyCTUMNX
mexax «He 6inbLue» i TOMUIKOBO 3a3HaYeHo
«pomilka Al)» 3aMiCTb XiMiYHOT Ha3BM
ineHTndikoBaHoi fOMIWKN (2-(4-meTun-2-goeHin-1-
ninepasuHin) 6eH3nnoBuUiA cNupT), Ta 3a
nokasHnkom «Mikpo6ionoriyHa YncToTax»: B
[OMNYCTUMUX MEXax HEBIPHO 3a3HAYEHO OMHULIIO
BMMiptoBaHHSA «KOE/mn» 3amicTb «KOE/r» Ta
HeBipHO 3a3Ha4yeHo NPUMITKY «1)». BunpasneHHs
TEXHIYHOT NOMUJIKW BifnoBifae apxiBHM
MaTepianam peecTpauiiHoro Aoche.

3a
peyenmom

UA/20322/01/02

101.

MIPEHA

BHYTPILLHLOMATKOBA
cucTtema 3
NeBOHOPrecTpesnom,
52 mr (20 mkr/24
roAuHN);
BHYTPILLHbOMATKOBA
cuctema Ta
npucTpin ans
BBEEHHSA
(3anasiHuii B
oKkpemwuii 6nictep),
3anakoBaHi B
CTEPUSIBHWIA,
3anastHuin MiLLeyok,
LU0 NOMILLAETHCA B
KapTOHHY nauky

Baiiep Oy

PiHNAHAIA

Baiiep Oy

PiHNAHAIA

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHM | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHVX JaHunx npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHUX JaHux
npo cucTemy hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansHoI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa g1 3A4iCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarisgy). 3miHa
YMNOBHOBaXeHOT 0c0bM 3as1BHMKA, BignoBiganbHOT
3a hapmakoHarnsg,.

[itoua pepaxuis: Justin Daniels. MponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHnx
YNOBHOB&XEHOT 0CO6U 3asIBHVKA, BifnoBigansHOI
3a (hapmakoHaring

3a
peyenmom

UA/8614/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
102. | MOTUNIFTAC Kancysv M siki no MakHin AHrnis Brpo6HMUTBO, PpaHuis/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/16873/01/01
120 wmr; no 10 Mpopaktc KOHTPO/1b HimeuuunHa 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peuyenma
Kancyn y énictepi; Nimiten roToBOro Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
no 2 abo no 4 NPOAYKTY, BUMYCK y3ara/ibHeHUX JaHnx npo cucTemy
6nictepu B cepii: KataneHt thapmMakoHarnagy (BBeAeHHS y3araslbHeHUX JaHnUX
KapTOHHIA ynakoBL,i ®paHce BeHaiim, npo cuctemy papmMakoHarnsgy, amiHa
dpaHuis; YNOBHOB&XEHOI 0c06W, BiANOBIAA/ILHOI 3a
MepBuHHE Ta 3AiiCHeHHA hapMakoHarnsagy; KOHTaKkTHOT ocoou 3
BTOPVHHE thapmMakoHarnsgy 3asBHvKa AN 34iACHEHHS
nakyBaHHs: thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
KataneHt BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
[xepmaHi 3pjicHeHHs chapMakoHarnsgy (Bkioyarun
LLlopHaopd M6X, KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
HimeyunHa MacTep-halina cuctemu hapMakoHarnisay) -
3MiHa KOHTaKTHOT 0Cobu 3aaBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHarisg B YkpaiHi.
[itova pepakuisn: HaropHa KatepuHa IsaHiBHa /
Nahorna Kateryna Ivanivna. lNponoHosaHa
pepakuis: YarapHa Hartanis CepriisHa / Chagarna
Natalia Serhiivha. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
hapMakoHarnsa B YKpaiHi.
103. | HAKOM® Tabnetkn, 250 Mr/25 CaHpo3 CnoBeHis Nex CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9134/01/01
mr; no 10 TabneTok dapmacbioTika PapmaueBTNYHaA 3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI. peyenmom
y 6nicTepi; no 10 n3 g.go. KOMMaHis 4.4, 3miHa y MeToAax BunpobyBaHHs AD| abo
6nictepiB y BMXiAHOrO MaTepiany/npomMbKHOro
KapTOHHI Kopoobui npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
3MiHu B aHaniTuyHIn npoueaypi A®l flesogona
AN BU3HAYEHHS 3a/IMLLIKOBOTO PO3YMHHMKA
aueToHy. BBoguTbCsl anbTepHaTUBHWI
aBToOMaTM4YHWI aBTocamniep mogeni HS 7697A.
BHeceHHs1 pefakuiiHNX 3MiH.
104. | HANBEH PO34UH A151 iH'EKLLNA, Crepun-xeH IHAis Crepun-xeH IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/19141/01/01
10 mr/mn; no 1 mn B Naiidp Naiidy CalieHcus 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom nionsieae
amnyni; no 5 amnyn Caiiexcus (M) (m Nnrpg, Ta chapmakoHarnsgy. 3miHa y KopoTkili
Y KOHTYpHIlA nta XapakTepucTuLi nikapcbkoro 3acoby, TekcTi

ynakosui; no 1
KOHTYPHIl1 ynakoBLi
Y KapTOHHili kopobLi

MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3aCTOCYBaHHA Ha MifcTaBi perynsapHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3aco6by, abo AocnigpkeHb 3 6e3mnekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLHKM 3BIiTY 3 fOCAIIKEHD,
npoBefeHNX BiAMOBIAHO A0 NaaHy negiaTpuyHnX
pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHom).
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acToCyBaHHA NikapcbKoro 3acoby A0 po3ainy
"Cnocib 3acTocyBaHHA Ta 031" BiANOBIAHO A0
pekomeHgauiit PRAC.

105.

HATPIIO
X/TOPUA,

pO34uH N8 iHQy3il,
9 mr/mn no 100 mn,
200 mn a6o 400 mn
B NASAWKaX CKASAHUX

NAT
"Tanuudapm"

Ykpaina

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHWU. BunyyeHHs
BVMPOGHWYOI AinbHNL (BKIHOYAKOUN AiNnbHALI ANS
A®I, npomi>HOro NpPoAyKTy abo rotoBoro
niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
BWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOSO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMNOMKHOI PEYOBUHY (SIKLLO
3a3HayeHo y fi0CbE),

BUyYeHHS BUpobHMKa TOB dipma "HoBodapm-
BiocuHTes". 3anvwaeTbcs 3aTBepAKEHNI
BMPOGHUK MAT "anuuchapm”, YkpaiHa.
3MiHM BHECEHI Y po3ainy "BupobHuk" Ta
"Micue3HaxomKeHHs1 BUPO6HMKa Ta 1ioro agpeca
MiCLil MPOBaKEHHS AiS/IbHOCTI" B IHCTPYKLito ANs
MeAMYHOro 3aCTOCYBaHHA Yy 3B'A3KY 3 BUYYEHHSIM
O[1HOTO 3 BMPOGHMKIB NikapCbKOro 3acoby Ta K
HacnifloK - BUTyYEHHS TEKCTY MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby A1 BifgnosigHoro
BMPO6HMKA. BBEAEHHSA 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepyKeHHs

3a
peyenmom

He
nionsiecae

UA/4131/02/01

106.

HEBPOJIEK

PO34UH A1s1 iH'EKLLIA
no 2 mMn B amnyni;
no 5 amnyn y naui;
no 2 M B amny/ii;
no 5 amnyn B
6nicTepi; no 1
6nictepy B nauui

MpuBatHe
akujioHepHe
TOBapuCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MNpuBatHe
akujioHepHe
TOBapuCTBO

"NlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeaNYHOro
3acToCyBaHHS reHepuyHUX/TibpruaHMX/6ionoai6HMX
nNiKapcbKnx 3acobiB Nic/s BHECEHHS TiEl camol
3MiHM Ha pechbepeHTHW npenapaT (3MiHa He
noTpebye HafilaHHS XOAHNX HOBUX AOAATKOBUX
naHnx) 3MiHWM BHECEHO [0 IHCTpyKUii ans
MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3ginis "MNMoka3aHHsa", "B3aemogis 3 iHWnMK
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaa”,
"3paTHICTb BNAMBATU Ha LWUBUAKICTL peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMKN
mMexaHismamu", "Cnoci6 3acTocyBaHHS Ta 403K",
"Mo6iyHI peakui” Ta "HecymicHicTb" BiZNOBIAHO A0
iHchopmawii pechepeHTHOro nikapcbKoro 3acoby
MIIbFAMA® po34unH ANs iH'eKLiil. BBeAEHHS 3MiH
NPOTAroMm 6-TW MiCALIB NicNa 3aTBepPAKEHHS
CynyTHS 3miHa - 3MiHK Woao

3a
peyenmom

He
nidnsieae

UA/12880/01/01




94

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta YMOB
BuJavi peecTpauiiHoro NoCBigYEHHS, BK/THOHA0UM
MnaH ynpasniHHA pu3nkamu (3aCTOCyBaHHS
TEKCTY, AKUIA NOTOMKEHUIA 3 KOMNETEHTHUM
opraHoMm) 3asiBHMKOM HafiaHO OHOBMEHWIA MnaH
ynpasriHHA pusnkamu Bepcis 1.1. 3MiHu BHeCeHO
[0 YacTuH: | «3aranbHa iHhopmMauis», V «3axoau
3 MiHimi3aLuii pu3ukie», VI «Pe3tome niaHy
ynpasriHHA pusmkamn», VIl «ogatki» y 38'A3Ky 3
[OMNOBHEHHAM MPOEKTY IHCTPYKLIT 4719 MeANYHOro
3aCTOCYBaHHS OHOB/IEHVMU AaHUMK 3 6e3nekn
Aio4oi pevoBrHN. Pe3tome MNnaHy ynpas/iiHHA
pusnkamm Bepcisa 1.1 gogaeTtbes. 3miHu | Tny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO 0
IHCTPYKUIT ANA MEeANYHOr0 3aCTOCYBaHHSA
nikapcbkoro 3acoby o po3ainy "Mo6iyHi peakuyii”
LLI00 BaXX/IMBOCTI 3BITYBaHHSA NPO MOGIYHI peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHSA

107.

HENPOKCOH
®

PO34MH AN
nepopasibHOro
3acTocyBaHHs, 100
mr/m; no 45 mny
donakoHi; no 1
onakoHy pasom i3
[103aTOpPOM Yy nauLli

NAT
"Tanuudapm"

YkpaiHa

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib fOMOMDKHUX PEYOBUH. 3MiHA
napameTpiB cneuudikauiii Ta/abo AonyCcTUMUX
MeX A5 OOMNOMDKHOT PeHOBUHM (iHLLI 3MiHK) 3MiHW
00 maTepianis Pl y 3B'A3Ky 3 NPUBEAEHHSAM
cneuudikauii i MeToAiB KOHTPO/IH0 AOMOMDKHUX
peyoBuH MeTunnaparigpokcmbeHsoar (E218),
Mponinnaparigpokcnbensoat (E216), CopbiT
(E420) Ta cneumndikauiii Kanito copbat Ta Kucnota
JIMMOHHa MOHorigpat 40 BUMOr MoHorpadii 4dY
2.6 ".5.1.4. MikpobionoriyHa yncrora
HecTepwIbHUX (hapMaLleBTUYHKX Npenaparis i
cybcTaHUii ans hapmal,eBTUYHOro 3acTocyBaHHS"
3a NoKa3HMKOM «MikpobionoriyHa yncroTa.
Takox Ansa cybcTaHuii
MeTunnaparigpokcmbeHsoart (E218),
Mponinnaparigpokcnbensoat (E216), CopbiT
(E420) Buny4eHo nocuiaHHsa Ha Ay 1.4.

3a
peyenmom

UA/12114/02/01

108.

HEPBUIMJIEK
C-H

PO34UH A151 iH'EKLLNA,
no 2 mMn B amnyni;
no 5 a6o 100 amnyn
y nauui; no 2 mn B
amnyni; no 5 amnyn
B 6nicTepi; no 1
6nictepy B nauui

MpuBatHe
akuioHepHe
TOBapuCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MNpuBatHe
akujioHepHe
TOBapuCTBO

"NlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3MiHu y KOpoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3acToCyBaHHS reHepuyYHUX/TibpruaHMX/6ionoaibHMX
nNiKapcbKnx 3acobiB Nic/s BHECEHHS TiEl camol
3MiHM Ha pethepeHTHWI NpenapaT (3MiHa He

3a
peyenmom

He
nionsieae

UA/10373/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
AaHux) 3MiHW BHECEHO A0 IHCTPYKLUT Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby o
po3ginis "lMoka3zaHHs", "MpoTunokasaHHs",
"B3aemogis 3 iHWKMU Nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BMMBATW Ha LWIBWAKICTb PeakLii Npu KepyBaHHI
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta fo3un",
"Mepeno3yBaHHA", "T06IYHI peakuii”,
"HecymicHicTb" BignosigHO 0 iHdopmaLii
pedrepeHTHOro fikapcbkoro 3acoby MIJIbFAMA®
PO34MH ANA iH'eKLili. BBEAEHHA 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepakeHHs. CynyTHSA 3MiHa -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHnHs abo 3miHa(n) Ao
3000B'A3aHb Ta YMOB Buaui peecTtpauiiHoro
nocBigYeHHs, BkIoYatoun MnaH ynpaeniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWIA
NOrOKEHNI 3 KOMNETEHTHVM OpraHom)
3aAaBHMKOM HafaHO OHOB/IEHWIA MnaH ynpasBniHHSA
pv3vkamu Bepcis 1.1. 3MiHW BHECEHO [0 YacTuH: |
«3arasibHa iHhopmauis», V «3axoamn 3 MiHimMisaw,i
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusnkammn», VII «ogatkm» y 3B'A3Ky 3
[OMOBHEHHAM NPOEKTY IHCTPYKLT 4151 MeANYHOro
3acToCyBaHHS OHOB/IEHUMU AaHUMU 3 6e3nekn
Aito4oi pevoBrHK. Pestome MNnaHy ynpas/iHHA
pv3vkamu Bepcia 1.1 gogaerbcs. 3miHum | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) 3miHW BHeCeHO A0
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby a0 po3ainy "rMo6iyvHi peakuii”
(Wwon0 NoBIAOMNEHHS NPO NifO3ptoBaHi NOGIYHI
peakuii). BBegeHHs 3MiH MpOTAroM 6-Tu micsuis
nicns 3aTBepKeHHs

109.

HITPECAH®

Tabnetkun no 10 mr
no 10 Tabnetok y
6nictepi, no 2 a6o 3,
abo 6 6nicTepiB y
KapTOHHIA KopoobLi

NMPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nik
a

BMPOGHULITBO 3a
MOBHUM LMK/TOM:
MPO.MEA.LIC
Mpara a.c.,
Yecbka
Pecnyb6nika;
nepBuHHE Ta
BTOPUHHE
naKkyBaHHs:
CaHeka

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHU y BUPOGHULTBI (iHLLi 3MiHN),
npusefeHHs hopmaty nogadi iHchopmadii y
n.3.2.P.3.3.0nuc Bupo6HM1Yoro npouecy Ta
KOHTPOIO MpoLiecy Y BignoBigHICTb A0 MaTepianis
BMpO6HUMKa Ta dpopmaty 3TA. Mpu upomy
BMPOGHMWYMIA NpoLiec, TuM o6nafHaHHsA He
3MiHWAUCL. 3MiHK | TNy - 3MiHKU 3 IKOCTi. FoTOBWMIA
NiKkapcbkuii 3aci6. KOHTposib roToBOro Nikapcbkoro

3a
peyerimom

UA/13146/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
dapmacbloTUKan3 3acoby. 3miHa y MeTofax BUNpobyBaHHA roTOBOrO
a.c., CnoBaubka nikapcbKoro 3acoby (He3HayHa 3miHa y
Pecny6nika; 3aTBEPMKEHNX MeToAax BUNPobyBaHHS),
KOHTPO/b SKOCTI: He3HayHa 3MiHa B MeTopAji BunpobysaHHs /13 3a
AJIC Yecbka NoKa3HNKOM «OAHOPIAHICTb A030BaHUX OAUHULbY»
Pecny6nika, (meTog BETLLX), a came BuyyeHo iHchopmaito
c.p.o., Yecbka 00 KOHKPETHOrO NPOrpamHoro 3abesneyeHHs
Pecny6nika Ha 6iNlbLL 3aranbHWi onuc. BunyyeHo iHchopmalito
npo mapky TLX-nnactuHku. Metop,
BMNPOGYBaHHA 3aUIMLLAETLCA HE3MIHHUM. 3MiHN |
TMny - 3MiHK 3 AKkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi thapmakonel, abo iHwoi
HauioHanbHOI chapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkiin dhapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C),
npuBeLeHHs BUMOT crneumdika,ii TeXHIYHOT
[OMOMDKHOT peyoBMHY eTaHony 96 %
[leHaTypoBaHoro 3 6eH3MHOM A0 BUMOr YecbKoi
dapmakonei, a came 3a nokasHuMkom Benzine GC
BMMOTM cneuudikauii 3MmiHTbeA 3 «1,0-1,2 %
(VIV)» po «1,0 to 1,5 % (V/V)». MocunaHHs Ha
nokKasHUK «laeHTndikalis» amiHeHo 3 Ph.Eur. Ha
Ph.B.* 6e3 3MiHN KpUTEpIto NPUAHATHOCTI. 3MiHH |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/1b FOTOBOIO NiKapcbKoro 3acoby (iHwi
3MiHM), Nnepeknag TekcTy MK Ha ykpaiHcbKy
MOBY.

110. | HITPECAH® Tabnetku no 20 mr MPO.ME/A.LIC Yecbka BMPOBHMLTBO 3a Yecbka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13146/01/02
no 10 Tabnetok y Mpara a.c. Pecny6nik NOBHUM LMK/IOM: Pecny6nika/ | 3miHu | TNy - 3MiHW 3 AKOCTIi. OTOBWIA NliKapCbKWii peyenmom
6nictepi, no 2 a6o 3, a MPO.MEA.LC CnoBaubka 3aci6. 3MiHU y BUPOGHULTBI (iHLLi 3MiHN),
abo 6 6nictepiB y Mpara a.c., Pecny6nika npusefeHHs hopmaty nogadi iHchopmadii y
KapTOHHIA Kopoo6Li Yecbka n.3.2.P.3.3.0nuc Bupo6HM1Yoro npouecy Ta

Pecnyb6nika; KOHTPOIO MpoLecy Y BignoBigHICTb A0 MaTepianis
nepBuHHE Ta BMpO6HUKa Ta popmaty 3TA. Mpu upomy
BTOpPUHHE BMPOGHMYMIA NpoLiec, Tun o6afHaHHsA He
nakyBaHHs: 3MiHWAUCL. 3MiHK | TUNY - 3MiHKU 3 IKOCTi. FoTOBMIA
CaHeka nikapcbkuii 3aci6. KOHTpOib roTOBOro Nikapcbkoro
dapmMacbloTUKan3 3acoby. 3miHa y MeTofax BUNpobyBaHHA rOTOBOrO
a.c., CnoBaubka nikapcbKoro 3acoby (He3HayHa 3miHa y
Pecny6nika; 3aTBEPMAKEHNX MeToAax BUNpobyBaHHs),
KOHTPO/b AKOCTI: He3HayHa 3MiHa B MeTopAi BunpobysaHHs /13 3a
AJIC Yecbka NoKa3HNKOM «OAHOPIAHICTb A030BaHNUX OAUHULbL>»

Pecny6nika,

(vetog BETLLX), a came BuayyeHo iHchopmauito
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

C.p.o., YecbKa
Pecny6nika

00 KOHKPETHOrO NPOrpamHoro 3abesneyeHHs
Ha 6iNlbLL 3aranbHWi onuc. BunyyeHo iHchopmalito
npo mapky TLIX-nnactuHku. Metop,
BMNPOGYBaHHA 3aUIMLLAETLCA HE3MIHHUM. 3MiHN |
TMny - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi thapmakonel, abo iHwoi
HauioHanbHOI hapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkiin dhapmakonei, abo iHLii
HaujioHanbHili hapmakonei gepxasu €C),
npuBeLeHHs BUMOT crnieumdika,ii TeXHIYHOT
[OMOMDKHOT peyoBMHY eTaHony 96 %
[leHaTypoBaHoro 3 6eH3MHOM A0 BUMOr YecbKoi
dapmakonei, a came 3a nokasHuMkom Benzine GC
BMMOTM cneuudikauii 3miHTbeA 3 «1,0-1,2 %
(VIV)» po «1,0 to 1,5 % (V/V)». MocunaHHs Ha
nokKasHUK «laeHTngikalis» 3miHeHo 3 Ph.Eur. Ha
Ph.B.* 6e3 3MiH1 KpUTepIto NPUAHATHOCTI. 3MiHH |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b FOTOBOIO NikapcbKoro 3acoby (iHwi
3MiHM), Nnepeknag TekcTy MK Ha ykpaiHcbKy
MOBY.

111.

HITPO®YHr|
H

pO3unH Ans
30BHILLUHLOTO
3acTocyBaHHs, 10
mr/mn, no 25 mny
thnakoHi; no 1
hnakoHy B KOPO6L

TOB «TeBa
YKpaiHa»

YkpaiHa

TeBa Yex
IHAacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3MiHM | Tuny - 3miHn 3 akocTi. A®I. KoHTponb AdL.
3MiHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMMX MEX, BU3HaUYeHuX y cnevmdikauisax
Ha A®|, abo BYXiZHWNIA/MPOMIXKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuuTea A®| (BUTyYeHHs
He3Ha4yHOro NoKasHuKa IKOCTi (Hanpvknag,
BWJ/TyYEHHS 3aCTapiforo nokasHvka)). BunyyeHHs
3acTapinoro nokasHvka sKocTi «lgeHTudikauis»
(meTop, ximivHOT peakuii) 3i cneyudikauii A®I
XNopHiTpodheHony. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb AdL. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoLieCi BUPO6HMLTBA ADI
(He3HauHi 3MiHN y 3aTBEpXEHUX MeToAax
BMNPOBYBaHHS). BHECEHHS HE3HAUYHMX 3MiH A0

MeToAy BUNPOOYBaHHS «3a/TMLLIKOBI PO3YUHHUKM.
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.

3MiHa y MeTofax BunpobyBaHHsa APl abo
BMXi4HOr0 Marepiany/npomikKHOro

6e3
peyenma

UA/10177/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6bHuLTBa APl (BUNYyYEHHA METOAY
BuNpobyBaHHA Ana Ad®l/peareHTy/npoMiXXHOro

NPOAYKTY, SKLLIO a/lbTEPHATUBHUI METOZ, BXeE

3aTBEPMKEHUNI). BunyyeHHA meTogy XimiuHOoT

peakuii Ana B1u3HaueHHs igeHTudikauii Ad|
XnopHiTpodeHony. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBigHOCTI EBponeiichkii
hapmakonei, Lo BKIoYae nepios NOBTOPHOro
BMNPOGYBaHHS) (3MiHa y 3aTBEPKEHOMY
NpoTOKONi CTabiNbHOCTI).
OHOB/IEHHSA NPOTOKO/1Y CTabiNLHOCTI BiANOBIAHO
[0 3MiH, BHeceHux o cneuudikauii ana AdI
XIOPHITPOPeHo .

112.

HOBO-
NACUT

TabneTkn, BKPUTI
o6onoHkoto; no 10
Tabnetok y 6nictepi;
no 1 a6o no 3
6nicTepy B KOpPOOL

TOB «TeBa
YKpaiHa»

YkpaiHa

TeBa Yex
IHAacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®l; ans BUxigHoOro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HouiA cepTudpikart
Bif BXe 3aTBEPKEHOro BUPO6HUKA. NogaHHs
HOBOro cepTudikaTa BifgnoBiAHOCTI EBpONENCHKiIl
thapmakonei RO-CEP 2019-065-Rev 00 ans
[itoyoi peyosrHM BalicheHesnH Big,
3aTBepMAXeHoro BupobHuka Synthokem Labs
Private Limited, India.

6e3
peyenma

UA/1830/02/01

113.

HONINPEN®
BI-POPTE

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10; No 30
Tabnetok y
KOHTeliHepi; no 1
abono 3
KOHTEliHepy B
KOpOO6Lii 3 KApTOHY

ne
NABOPATYA
P CEPB'E€

®paHuisa

Na6opaTopii
Ceps’e IHOacTpi,
$paHuin; Ceps’e

(Ipnangis)
IHpacTpic NTa,
Ipnangis

PpaHuis/
IpnaHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKn 3 akocTi. CepTudikaT
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, O
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif Y)Xe 3aTBEpAXEHOr0 BUPOOHUKA

3a
peyenmom

UA/10248/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MopaaHHsA OHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2002-244-
Rev 03 (3atBepmxeHo: R1-CEP 2002-244-Rev 02)
ans [liloyoi pevoBrHM iHganamigy, Big,
3aTBepaxeHoro Bupo6Huka Oril Industrie, France.
114. | HOOTPOMIN TabneTkn, BKPUTI HOCB dapma Benbris HOCB dapma, Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/0054/04/01
® N1iBKOBOIO C.A. Benbris; 3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI. peyenmom
060/10HKO10, M0 1200 [opatkoBa 3MiHa y MmeTofax BunpobyBaHHsa APl abo
mr, no 10 TabneTok AinbHUUS BMXiAHOTO MaTepiany/npomMiKHOro
y 6nicTepi; no 2 KOHTPO/I0 SIKOCTI: npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
6nictepu B CXKC a6 CimoH npoueci Bupo6bHuLTBa APl (HE3HAUHI 3MIHU Y
KapTOHHIW nayu,i CA, Benbris 3aTBEPAKEHNX MeToAax BUNPOOyBaHHS)
HesHauHa 3MiHa B A®| nipaueTtam 3a NoKasHUKOM
"3aULLKOBI PO34MHHMKK" MeTogoM X, a came
OHOB/IEHHSI @aHA/TITUYHOT METOAVKN Y 3B'A3KY 3
BBE/IeHHAM a/lbTepHaTMBHOroO aBTocammniepa
Agilent 7697A HS. Takox NpONOHYHTLCA HE3HAYHI
OHOB/IEHHSA B NapameTpax ['X Ta Bunpas/ieHHA
nomuakun y oopMyni po3paxyHky Toyosny Ta
BHECEHHS iHLUIMX HE3HAYHUX pefiakLiiHUX 3MiH.
115. | HOOTPOMIN TabneTkn, BKPUTI HOCBE dapma Benbris HOCB dapwma, Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/0054/04/02
® NNiBKOBOIO C.A., benbria Benbrig; 3MiHu | TUNY - 3MiHK 3 AKocTi. A®I. KoHTponb AdI. peyenmom
060/10HKOI0, N0 800 [opatkoBa 3MmiHa y meTofax BunpobyBaHHs APl abo
Mmr no 15 TabneTok y AinbHUUs BMXiAHOTO MaTepiany/MpomMiKHOro
6nicTepi; no 2 KOHTPOJIO SAKOCTI: NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
6nictepu B CXKC Na6 CimoH npoueci Bupo6bHuLTBa APl (HE3HAUHI 3MIHN Y
KapTOHHIW nayu,i CA, Benbris 3aTBEPMAXEHNX MeToAax BUNpobyBaHHs)
HesHayHa 3miHa B A®| nipaueTtam 3a NnokasH1KoMm
"3aNULLKOBI pO34nMHHMKK" MeTogoM X, a came
OHOBJIEHHSI @HA/TITUYHOT METOAVKN Y 3B'A3KY 3
BBE/IeHHAM a/flbTepHaTMBHOroO aBTocammniepa
Agilent 7697A HS. Takox NpONOHYHTLCA HE3HAYHI
OHOBJIEHHSA B NapameTpax ['X Ta Bunpas/ieHHA
nomMuaku y oopmMyni po3paxyHky Toyosny Ta
BHECEHHS iHLUMX HE3HAYHUX pefaKLiiHUX 3MiH.
116. | OMAKOP Kancynm m'siki no A660TT HimeuwunH | BignoBigasibHuii 3a | HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10147/01/01
1000 mr no 20, 28 Na6opatopis a BUNYCK cepil: [Oanisa/ 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenmom
a6o 100 kancyny M6X ABGOTT Higepnangn | Ta dapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO
donakoHi; no 1 JNabopaTtopi3 / Hopgerisi B TEKCT MapKyBaHHS1 BTOPMHHOT YNakoBKW

ch1akoHy B KOpOOGL

M6X, HimeuuunHa;
BiNOBIAaNbHUIA 3a
nepBuHHe Ta
BTOPWHHE
nakysaHHsa: 'M
Mek AnC, [aHis;
BiANOBigabHUIA 32
BMPOGHULTBO
Hepo3sdiacoBaHoi

nikapcbkoro 3aco6y y n. 16. «IHPOPMALIIA, WO
HAHOCUTBCA WPUDPTOM BPAUNTA».
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
npoaykuii Ta
KOHTPO/b cepil:
MateoH
Codotoxens b.B.,
HigepnaHaw;
BiiNOBIAaNbHUIA 3a
KOHTpO/b cepii:
BAC® AC,
Hopseris
117. | OHBPE3 MOPOLLIOK ANt HoBaprTic LLiBeruapi Brpo6HMLTBO 3a LLseriuapis/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/11706/01/01
BPU3XAWNE iHransuin, Teepai dapma Al A NOBHUM LMK/IOM: IcnaHis 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
P Kancynu no 150 mkr; HoBapTic ®apma Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
no 10 kancyny LLTeiH AT, y3arasibHeHUX AaHux Npo cuctemy
6nictepi; no 1 abo LLIBeiiLapis a6o hapmMakoHarnagy (BBe4eHHS y3araslbHeHUX JaHnUX
no 3 6nictepn 31 Brpo6HMLTBO 3a npo cuctemy thapmakoHarnsgy, sMiHa
iHranATopom B MOBHUM LK/IOM: YMOBHOBaXeHOI 0cobu, BiANOBifa/IbHOT 3a
KapTOHHIlA KOpooLi HosapTic 3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
PapmacboTnka dhapmakoHarnagy 3asBHvKa Ans 34iiCHeHHA
C.A., IcnaHis; thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
KOHTpOsb SIKOCTI BiJ, yNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
(32 BUHATKOM 3fjificHeHHs hapmakoHarnsagy (Bkioyarun
Tecty KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
Mikpo6iosnoriyHa mMacTep-gaiina cuctemu hapmMakoHarasay). 3miHa
yncToTa): YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
dapmaHaniTuka 3a hapmakoHarnsg,
CA, Weeliyapis [Oitova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. NponoHosaHa pepakuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTH/X AAaHUX YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBigabHOI 3a
hapmakoHarniag. 3miHa MicLe3Hax04KEHHS
mMacTep-aiina cuctemu dpapmakoHarnisgy. 3MiHa
MicLs 34iACHEHHSI OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
118. | OHBPE3 NopoLIoK AN Hosapric LLiBeruapi Brpo6HMLTBO 3a LLiBeiiuapis/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/11706/01/02
BPU3XAWNE iHransujn, Teepai dapma Al a NOBHUM LMK/IOM: IcnaHis 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
P kancynu no 300 mkr; HoBapTic ®apma Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao

no 10 kancyny
6nictepi; no 1 abo
no 3 6nictepn 31
iHranaTopom B
KapTOHHIlA KopooLi

LTeliH AT,
LLIBeiiLapis a6o
Brpo6HMLTBO 3a
MOBHUM LMK/IOM:

Hosapric
PapmacboTrka
C.A., IcnaHis;
KOHTpOsb SiKOCTI
(3a BUHATKOM
Tecty
Mikpo6ionoriyHa
yncToTa):

y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefieHHs y3araslbHeHuX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHuKa 415 34ilCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BigNoBiganbHOI 3a
3fificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
mMacTep-gaiina cuctemu hapmMakoHarasgy). 3miHa
YNOBHOB&XEHOT 0c06M 3as1BHMKA, BifnoBiganbHOI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

dapmaHaniTuka
CA, Weeliyapis

3a hapmakoHarnag,.

[Oitova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. NponoHosaHa pepakuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTH/X AAaHUX YNOBHOBaXKEHOT
0co6M 3asBHYKa, BifnoBigabHOI 3a
hapmakoHarnag. 3miHa MicLe3Haxo4KeHHs
mMacTep-aiina cuctemu dpapmakoHarisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.

119.

NMAPA®ACT

kancynm m'ski, 500
mr; no 10 kancyn y
6nictepi; no 1 abo
no 2 6nictepu B

KapTOHHI KOopooLi

€Bpo
Naiidokep
MpavisiT
NimiTen

IHais

Onis Xenckep

IHgis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNacHvKa peecTpauiiHoro NocBifYeHHs)
3MiHa aApecu 3asBHUKA.

be3s
peuyenma

UA/19573/01/01

120.

MAPOKCETIA
H

Tabnetkun no 20 mr
no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHIA KopoobLi

Megokemi
nTa

Kinp

Megpokemi NimiTeq,

Kinp

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHy). OHOB/EHHS
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBOK /likapCbKoro 3acoby, a came:
[LOMOBHEHHS po3inis "TepMiH npuaaTHoCTI",
"[laTa 3aKiH4eHHs TepMiHy npugartHocTi”, "Homep
cepil", "Homep peecTpauiiiHoro nocsig4yeHHsa"
iH(bopMmaLlieto NPO HaHeCeHHs NepeMiHHNX AaHuX;
BHECEHHS iHjhopMaLii 040 N0roTuny 3asiBHMKA.
TepMiH BBEEHHSA 3MiH NpPOTArom 3 micsAuiB nicns
3aTBEPPKEHHS.

3a
peyerimom

UA/1498/01/01

121.

NMOBEPKOPT

Kpem 0,05 %; no 15
r B Ty6i; no 1 1y6iy
KapTOHHIiA ynakoBL,i

neHmapk
dapmacboThK
ans Jita,.

IHais

neHmapk
dapmacboTrKan3
nra.

IHgis

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCcbKuii
3aci6. Cuctema KoHTeinHep/3akynopoBasibHWiA
3aci6. 3miHa po3mipy ynakoBKM roOTOBOTO
nikapcbKoro 3acoby (BUyYeHHs yNakoBKU NEBHOTO
po3mipy)

BunyuyeHHs1 po3mipy ynakoBku Mo 5 ry Ty6i. [Hwwi
pO3Mip yNakoBK/ 3a/IMLLAETLCS 6€3 3MiH.
3MiHW BHECEHI B po3/in "YnakoBKa" B iIHCTPYKLItO
[ANs MeANYHOro 3acTOCyBaHHS /iKapCbKoro 3acoby
y 3B’S13KY 3 BUJTyYEHHSIM OZJHOTO 3 PO3MipiB
YNaKkoBKW Ta AK HACNIAOK - BUTYYEHHS TEKCTY
MapKyBaHHs Bi4NOBIAHOT yNakoBKM NiKapcbKoro
3aco0by.

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/8193/01/01

122.

NMPEBEHTOP

TabneTku, BKpUTI
nAiBKOBOIO
060/10HKOHD, MO0 20
Mmr, no 10 TabneTok
Y KOHTYpHili
YapyHKOBIW

MpAT
"papmaneBTu
yHa hipma
"fapHuus"”

YkpaiHa

MpAT
"®apmMaueBTnYHa
thipma "AapHuusg"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHY | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMIEHOro cepTudpikata
BiNOBIAHOCTi a60 BW/TyYEHHS cepTudikata

3a
peyenmom

UA/17500/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns

ynakosLi, no 3 abo
N0 9 KOHTYPHUX
YapyHKOBUX
YNakoBOK B nauLli

A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - HoBuii cepTudikar
Bifl HOBOrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS).
MopaHHA HOBOroO cepTudikaTa BigNoBIgHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2015-240-
Rev 00 ansa A®| po3yBacTaTuH KasblLito Big,
HoBoro Bupo6Huka NANTONG CHANYOO
PHARMATECH CO., LTD., CHINA. Sk Hacnifok
OHOBJ/IEHO Ta A0MNOBHEHO po3ginn 3.2.5.4.1.
Cneupndpikauis Ta 3.2.S.4.2. AHaNiTUYHI METOAUKN
0151 BXiAHOr0 KOHTPOJIK0 Ha Aitlody peqyoBuHyY 3a
MOKa3HNKOM «3a/TMLLKOBI PO3UYNHHUKM» Ta
po3AinoM TepMiH nepekoHTposnio Ad|
3anponoHoOBaHOro BUPO6HMKa (2 poku). 3MiHu |
Tmny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNpo6yBaHHS). 3MiHa y MeToAax BUNpoGyBaHHSA
Ad| 3a nokasHukamn «Jomiwka L» Ta
«EHaHTiOMepHa uncToTa», a came MeToAUKM
KOHTPO/O 3aUInLLEHO 6€3 3MiH, BHECEHO
peAakuiiHi npaBku, siki 0)OpMIIeHi BignoBigHO A0
pekomeHAauili Ta ctuaictukm AdY. 3miHu | Tuny -
3MiHK 3 aKocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii Ta/abo JoNyCcTUMUX
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTea Ad|
(iHWi 3miHW). CynyTHA 3MiHa - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiXKHOTO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuLTBa APl (HE3HaUHI 3MiHN Y
3aTBEPMKEHVX MeToAax BUNPobyBaHHs). [lo
marepianiB peecTpauiiHoro Aocke, Ha Aitody
PEeYOBUHY, BHECEHO 3MIHU: NOKa3HUK
«PO0O34MHHICTb» BiANOBIAHO A0 BUMor AdY 1.4
«MoHorpadii» Ta € 1.5.1.7 «Characters» mae
pekoMeHAaLiiHWi xapakTep, Ha NigCcTasi 4oro
iHhopmauito Woao po3unHHocTi A®| nepeHeceHo
[0 3arasibHWX BNacTUBOCTEW, a Takox A0

HOpPMYBaHHS Ta METOAMKN NokKasHuka «CynpoBifHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[OMILLKM» BHECEHO pefakLiiiHi npaBku, AKi
ochopMeHi BiANOBIAHO A0 pekoMeHaauiin Ta
cTunictuku JPY.
123. | MPEBEHTOP | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/17500/01/01
nNiBKOBOIO "papmaneBTn "®apMaueBTUYHA 3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudpikat peuenmom
060n0Hkoto, No 10 YyHa hipma ipma "AapHuug" BignosigHocTi/lE-cepTudikar BignosigHOCTI
mr, no 10 TabneTok "NapHuus” €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA

Y KOHTYpHIlA
YapyHKOBIW
ynakosLi, no 3 abo
N0 9 KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLli

HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - Hosuii cepTudikart
Bifl HOBOrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS).
MopaHHA HOBOroO cepTudikaTa BigNoBIgHOCTI
€sponelicbkii hapmakonei Ne R1-CEP 2015-240-
Rev 00 ansa A®I po3yBacTaTuH KasblLito Big,
HoBoro Bupo6Huka NANTONG CHANYOO
PHARMATECH CO., LTD., CHINA. Ak Hacnifgok
OHOBJ/IEHO Ta A0MNOBHEHO po3ginn 3.2.5.4.1.
Cneundpikauis Ta 3.2.S.4.2. AHaiTUYHI METOAUKN
0151 BXiAHOr0 KOHTPOJIKO Ha Aitlody peqyoBuHyY 3a
MOKa3HNKOM «3a/TMLLKOBI PO3UYVHHUKM» Ta
po34inoM TepMiH nepekoHTposo Ad|
3anponoHOBaHOr0 BMPOOHUKA (2 pokm). 3MiHu |
Tmny - 3MiHK 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y
MeTogax BunpobysaHHsa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNpoGyBaHHSA). 3MiHa y MeToAax BUNpoGyBaHHSA
Ad| 3a nokasHukamn «Jomiwka L» Ta
«EHaHTiOMepHa uncToTa», a camMme MeToAUKM
KOHTPO/O 3aUIMLLEHO 6€3 3MiH, BHECEHO
peAakuiiHi npaBku, siki 0QOpMIIeHi BignoBigHO A0
pekomeHAauili Ta ctunictuki AdY. 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JonMyCcTUMUX
MeX, BU3HaYeHuX y cneuudikauisx Ha Ad®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BVIKOPVICTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
(iHWi 3miHW). CynyTHA 3MiHa - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXigHOrO Matepiany/npoMixXHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci Bupo6HnLTBa APl (He3HauHi 3MiHM y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aTBEPMKEHVX MeToAax BUNpPobyBaHHs). [lo
marepianiB peecTpauiiHoro Aocke, Ha Aitody
PEYOBYVHY, BHECEHO 3MiHW: NOKA3HMK
«PO0O34MHHICTb» BiANOBIAHO A0 BUMor AdY 1.4
«MoHorpadii» Ta € 1.5.1.7 «Characters» mae
pekoMeHAaLiiHWi xapakTep, Ha NigcTasi Yoro
iHhopmauito Woao po3unHHocTi A®| nepeHeceHo
[0 3arasibHWX BNacTUBOCTEW, a Takox A0
HOPMYBaHHS Ta METOAUKN NokKasHuka «CynpoBifHi
[OMILLKM» BHECEHO pefakLiiiHi npaBku, AKi
ochopMmeHi BiANOBIAHO A0 pekoMeHaauiin Ta
cTunictuku JPY.

124.

MPErABANIH
HEKCT®APM

Kancynu TBepgi no
150 wr; no 14
Kancyn y énictepi;
no 4 6nictepu y
nauui

Akkopfa,
Xenckea
C.Y.

IcnaHis

BMPOGHMLTBO
niKapcbKoro
3acoby, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii:

IHTac
dapmacbtoTikanc
Nimiteq , IHAis;
BUPOGHMLTBO
niKapcbKoro
3aco0y, neperHHe
Ta BTOPUHHE
nakyBaHHs
(anbTepHaTMBHWMIA
BMPOBHUK): IHTac
dapmacbtoTikanc
Nimiteq, IHAis;
KOHTPO/b SIKOCTI:
€spochiHc
AHaniTikan
Cepsices XaHrepi
KdT., YropumHa;
KOHTPO/b SIKOCTI:
®APMABA/IL,
nra.
Mikpob6ionoriyHa
nab6opaTopis,
YropumHa;
popatkosa
OinbHMLA 3
BTOPVHHOTO
nakyBaHHS:
O4n CANJI YENH
(ITania) CIMA,

IHgis/
YropwmHa/
ITania/
Monbwa/
HimeuuunHa/
Benuka
BputaHis/

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micua
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BkIo4aun
AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOJI0 AKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, He BK/IOYakUM BUMYCK Cepiid)
3MiHa HalimeHyBaHHs1 BUpo6HuKa M3,
BiANOBIAA/ILHOIO 3a KOHTPO/Ib AKOCTI. Bupo6HMya
OinbHUUA, agpeca Ta yci BUpobHu4i onepaduii
3a/IMLIATbCSA HE3MIHHMMK. [liloya pefakuis:
Beccninr Xanrepi KdoT., Yropuwuta / Wessling
Hungary Kft., Hungary MponoHoBaHa pefakuis:
€podpiHc AHaniTikan Cepsices XaHrepi K.,
YropuwwHa / Eurofins Analytical Services Hungary
Kft., Hungary

3a
peyenmom

UA/19209/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

ITania; gogatkosa
OinbHULA 3
BTOPUHHOTO
naKkyBaHHs:
CuHonTun3

IHpacTpian Cn. 3

0.0., MonbLa;
nogarkosa
AinbHUUA 3
BTOPUHHOTO
naKkyBaHHs:

MpecTnx
lMpomoyLH

Pepkaydcdepsep

YHI eHf
depbcepsic
vm6X ,
HimeuumnHa,;
BiANOBiAA/IbHWIA 32
BUNYCK cepil:
AKKOP[,
XENNCKEA

NIMITEL, Benuka
BpuTaHis;
nofarkosa
OinbHULA 3

NepBUHHOTO Ta
BTOPUHHOTO
naKkyBaHHs:

AKKOP[,
XENNCKEA

NIMITEL, Benuka

BpuTaHis;
BiANOBIAA/IbHWIA 32

BUNYCK cepil:

AKKopg, Xesnickea

Moncka Cn. 3 0.0.

Cknag ImnopTtepa,

MonbLa;
nofarkosa
OinbHULA 3

NepBUHHOTO Ta
BTOPUHHOTO
naKkyBaHHs:

AKKOP[-HOKEI

NIMITEL, Benvka
BpuTaHis;

KOHTPO/b SKOCTI,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

popatkosa
OinbHULA 3
BTOPVHHOTO
nakyBaHHS:
NABOPATORPI
®YHOACIO JAY,
IcnaHis;
popatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
CEHTPAN
DAPMA
(KOMEKIHI
MNAPTHEP)
NIMITEL, Benvka
BpuTaHis;
Aoparkosa
AiNbHMUA 3
BTOPVHHOIO
nakysaHHsa: CK
dapma JloricTike
m6X, HimeyunHa

125.

NMPErABANIH
HEKCT®APM

Kancynu Teepai no
300 wmr; no 14
Kancyn y énictepi;
no 4 6nictepn y
nauui

Akkopfg,
Xenckea
C.Yy.

IcnaHis

BMPOGHMLTBO
nikapcbkoro
3aco6y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii:

IHTac
dapmacbloTikanc
Niviteq , Ingis;
BMPOGHMLTBO
niKapcbkoro
3acoby, nepBuHHe
Ta BTOPVHHE
nakyBaHHs
(anbTepHaTMBHWMIA
BMPOGHUK): IHTac
dapmacbloTikanc
Nimiten, Hais;
KOHTPO/b SIKOCTI:
€BpoduiHC
AHaniTikan
Cepgices XaHrepi
K., YropwmHa;
KOHTPO/b SKOCTI:

IHAis/
YropuwHa/
ITania/
Monbwa/
Himeuunna/
Benuka
Bputania/

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/IoUaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBsigae
BMPOGHMK/IMNOpPTEp, He BK/IOYaloUM BUMYCK Cepiid)
3MiHa HaliMeHyBaHHS1 BUPOGHUMKa M13,
BiANOBIAA/ILHOrO 3a KOHTPO/Ib AKOCTI. Bpo6Huya
AinbHUUSA, agpeca Ta yci BUpo6HWYi onepadii
3a1MLalnTbCA He3MiHHMMK. [litoya pefakuis:
Beccninr Xanrepi KdT., Yropuwmta / Wessling
Hungary Kft., Hungary NponoHoBaHa peakuis:
€spochiHc AHaniTikan Cepsice3 XaHrepi K.,
YropwwuHa / Eurofins Analytical Services Hungary
Kft., Hungary

3a
peyerimom

UA/19209/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

SAPMABAJIA,
nra.
Mikpob6ionoriuHa
naboparopis,
YropuuHa;
Aoparkosa
AinbHMUA 3
BTOPWHHOIO
nakyBaHHS:
A4 CANSI YENH
(Itanis) CMNA,
ITania; pogaTkosa
AiNnbHMUA 3
BTOPVHHOIO
nakyBaHHS:
CuHonTtus
IHgacTpian Cn. 3
0.0., MNMonbLua;
popatkosa
OinbHULA 3
BTOPUHHOTO
nakyBaHHS:
MpecTnx
MpomoyLH
Pepkaydcdepaep
YHT eHf
depb6eepsic
6X ,
HimeuunHa;
BiNOBIAaNbHUIA 3a
BWMNYCK Cepii:
AKKOP[,
XE/ICKEA
NIMITEL, Benvka
BpuTaHis;
Aoparkosa
AinbHMUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[,
XE/ICKEA
NIMITEL, Benvka
BpuTaHis;
BiiNOBIAaNbHMIA 3a
BWMNYCK Cepii:
Akkopf Xenckea
Moncka Cn. 3 0.0.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Cknag Imnoptepa,
MonbLua;
popatkosa
AiNbHMUA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOP[I-tOKEW
NIMITEL, Benuka
Bputanis;
KOHTPO/b SIKOCTI,
popatkosa
AiNnbHMUA 3
BTOPVHHOIO
nakyBaHHS:
NABOPATOPI
®YHJACIO AAY,
IcnaHis;
popatkosa
OinbHULA 3
BTOPVHHOTO
nakyBaHHS:
CEHTPAN
PAPMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
Bputanis;
popatkosa
AinbHUUA 3
BTOPVHHOIO
nakysaHHs: CK
dapma JloricTike
mM6X, HimeuunHa

126.

NMPErABANIH
HEKCT®APM

Kancynu Teepai no
75 wmr, no 14 kancyn
y 6nictepi; no 4
6nictepn y nauui

Akkopa,
Xenckea
C.Yy.

IcnaHis

BVMPOGHMLTBO
nikapcbkoro
3acoby, nepBrHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii:

IHTac
dapmacbloTikanc
Niviteq , Ingis;
BMPOGHMLTBO
niKapcbKoro
3acoby, NepBUHHe

IHAis/
YropuwHa/
ITania/
Monbwa/
Himeuunna/
Benuka
Bputanis/

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/IoUaoun
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBsigae
BMPOGHMK/IMNOpPTEp, He BK/IOYaloUM BUMYCK Cepiid)
3MiHa HaliMeHyBaHHS1 BUPOGHMKa 13,
BiANOBIAA/IbHOrO 3a KOHTPO/Ib AKOCTI. Bpo6HMya
AinbHUUSA, agpeca Ta yci BUpo6HWYi onepadii
3a1MWalnTbCA He3MIHHMMU. [litoya pefakuis:
Beccninr Xanrepi K., Yropuwmta / Wessling

3a
peyerimom

UA/19209/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

Ta BTOPVHHE
nakyBaHHs
(anbTepHaTMBHWIA
BMPOGHUK): IHTac
dapmacbloTikanc
Nimiten, Hais;
KOHTPO/b SIKOCTI:
€BpoduiHC
AHaniTikan
Cepgices XaHrepi
K., YropwmHa;
KOHTPONb AKOCTI:
SAPMABAJIA,
nra.
Mikpob6ionoriuHa
naboparopis,
YropuuHa;
Aoparkosa
AiNbHMUA 3
BTOPVHHOIO
nakyBaHHS:
A4 CANSI YENH
(Itanis) CMNA,
ITania; pogaTkoBa
AinbHMUA 3
BTOPWHHOIO
nakyBaHHS:
CuHonTuns
IHgacTpian Cn. 3
0.0., MNMonbLua;
popatkosa
OinbHULA 3
BTOPVHHOTO
nakyBaHHS:
MpecTnx
MpomoyLH
Pepkaydcdepaep
YHT eHf
depb6eepsic
m6X,
HimeuumnHa,
BiiNOBIAaNbHMIA 3a
BWMNYCK Cepii:
AKKOP[,
XE/ICKEA
NIMITEL, Benvka
BpuTaHis;
Aogarkosa

Hungary Kft., Hungary NponoHoBaHa peakuis:
€spochiHc AHaniTikan Cepsice3 XaHrepi K.,
YropwuHa / Eurofins Analytical Services Hungary
Kft., Hungary
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AiNbHMUA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOPA,
XEJICKEA
NIMITEL, Benvka
BpuTaHis;
BiNOBIAabHUIA 3a
BWMNYCK Cepii:
Akkopf Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
MonbLua;
Aoparkosa
AiNnbHMUA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOP[I-tOKEW
NIMITEL, Benuka
Bputanis;
KOHTPO/b SIKOCTI,
Aoparkosa
AinbHMUA 3
BTOPWHHOIO
nakyBaHHS:
NABOPATOPI
®YHJACIO AAY,
IcnaHis;
popatkosa
OinbHULA 3
BTOPVHHOTO
nakyBaHHS:
CEHTPAN
PAPMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
Bputanis;
popatkosa
AinbHUUA 3
BTOPVHHOIO
nakysaHHs: CK
dapma JloricTike
'mM6X, HimeuunHa

127.

NMPErABANIH

Kancynu Teepgi no

TOB «TeBa

YKpaiHa

MNIBA XpBartcka

Xopsaris

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:

3a

He

UA/13629/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

-TEBA

75 mr no 14 xancyn
y 6nictepi; no 1, 2,
ab6o 4 6nictepn y
Kopobui

YKpaiHa»

4.0.0.

3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeANYHOro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
NpoBefeHNX BiAMOBIAHO A0 NiaHy negiaTpuyHnX
pocnigpxeHs (PIP) (iHWwi 3MiHK). 3MiHK BHECEHO B
IHCTPYKL,il0 418 MeAnYHOro 3acTocyBaHHs
nikapcbKoro 3acoby Ao po3gainis "OcobmBocTi
3acTocyBaHHs" Ta "Mo6iuHi peakuii" BignosigHoO 4o
OHOB/IEHOT iHdhopMaLii Wwoo 6e3neku
3aCTOCYBaHHS AiH040T PeYOBUHY 3TiHO 3
pekomeHgauieto PRAC. TepMiH BBeEHHS 3MiH -
npoTArom 6 micsAuiB nicns 3aTBepKeHHs. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCTOCyBaHHS TeHepUUYHUX/TibpUAHMX/6ionoaiBHMX
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA TiEl camol
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@aHHs XOAHNX HOBUX AOAATKOBMX
AaHvx). 3MiHY BHECEHO B iHCTPYKLiO 4115
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "®apmakonoriyHi BNacTMeocTi",
"Oco611BOCTI 3acToCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaaH”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMKN
mMexaHismamu", "Cnoci6 3acTocyBaHHs Ta 403K,
"MepeposyBaHHsA", "Mo6IYHI peakuil™ BigNoBIgHO
[10 OHOB/EHOT iHdhopMaLii B iIHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHS ped)epeHTHOro
nikapcbkoro 3acoby JIIPUKA, kancynu no 75 wmr,
150 wmr.
TepMmiH BBELEHHS 3MiH - NPOTArom 6 MicAuiB nicns
3aTBEPAKEHHS

peyerimom

nionsieae

128.

NMPErABANIH
-TEBA

Kancynu Teepai no
150 mr no 14 kancyn
y 6nictepi; no 1, 2,
abo 4 6nictepn y
Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

MNIBA XpBaTtcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MicTaBi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKun NiKapcbKoro

3a
peyerimom

He
niossieae

UA/13629/01/02




112

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
NpoBeAeHNX BiAMOBIAHO A0 NAaHy negiaTpudHnX
pocnigpxeHs (PIP) (iHWwi 3MiHK). 3MiHK BHECEHO B
IHCTPYKL,il0 418 MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao posgainis "OcobmBocTi
3actocyBaHHs" Ta "Mo6iuHi peakuii" BignosigHo 4o
OHOB/IEHOT iHdhopMaLii Wwoo 6e3neku
3aCTOCYBaHHS 4iH04O0T PeYOBUHY 3TiHO 3
pekomeHgauieto PRAC. TepMiH BBeEHHS 3MiH -
npoTArom 6 micsAuis nicns 3aTBepKeHHs. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCyBaHHS TeHepUUYHUX/TibpUaHMX/6ionoai6HMX
NiKapcbKnx 3acobiB Nic/1s BHECEHHS TiEl camol
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@HHs XOAHNX HOBUX AOAATKOBUX
AaHvx). 3MiHY BHECEHO B iHCTPYKLiO A11A
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "®apmakonoriyHi BNacTmeocTi",
"Oco61BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaa”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMKN
mMexaHismamu", "Cnoci6 3acTocyBaHHs Ta 403K,
"MepeposyBaHHsA", "Mo6IYHI peakuil™ BigNoBigHO
[10 OHOB/EHOT iHdhopMmaLii B iIHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHS ped)epeHTHOro
nikapcbkoro 3acoby JIIPUKA, kancynu no 75 wmr,
150 wmr.
TepMmiH BBELEHHS 3MiH - NPOTArom 6 MicALiB nicns
3aTBEPAKEHHS

129.

NPEQHI3ON
OH

KpucTaniyHmi
MOPOLLIOK
(cy6eTaHuin) y
nakeTax noABiNHUX
nonieTnIeHoBUX
ans
thapmaueBTUYHOro
3aCTOCYyBaHHS

MpAT
"®apmaueBTu
YHa hipma
"AapHnus”

Ykpaina

TianmkuH TiaHs0
dapmac oTukasnic
Ko., 114,

Kutan

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMMX MEX, BU3HaUYeHuX y cnevmdikanisax
Ha A®|, abo BYXiZHWNIA/MPOMIXKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHLWi 3MiHN)
CynyTHS 3MiHa - 3MiHK 3 sikocTi. A®I. KoHTporsb
A®|. 3miHa y meTodax BunpobysaHHsA APl abo
BUXiAHOr0 Marepiaay/npomKHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHWIi 3MiHM Y MeToAax
BMNpoGyBaHHSA (BK/IKOYaluM 3amiHy abo

UA/14311/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[0noBHeHHs) A®| abo BUXiZHOro/NpPOMIDKHOTO
npoaykTy)- lo matepianiB peecTpauiiiHoro Aockbe
Ha fjtody peyoBuHy MNpeaHi30/10H A0 NoKasHUka
«3aNLLKOBI PO3YMHHUKN» BHOCATLCA 3MiHU, &
came BMPOOHUK Yy NpoLeci CUHTe3y 3amiHNB
PO3YMHHVK AMMeTUNhopMamif, Ha AuxnopmeTaH
Ta MeTaHon (6e3 3MiHU WAxy cuHTesy Adl),
BiANOBIAHO, METOAUKY KOHTPOJHO | HOPMYBaHHS
npvBeLEHO Y BIAMNOBIAHICTb [0 aKTyasTbHUX
marepianis BUpo6HuKa. MNonepegHs pegakuis
Cneumdrmkaumsa OcTaTouHble KonmyecTsa
OpraHnMYeckux pactTBopuTenei
Ovnmetundopmammnga — He 6onee 880 ppm (EP,
2.2.28, metop M'X) HoBa pegakuis Crneuundikavis
3anuLWKoBi PO3UYMHHUKN MeTaHony — He GinbLue
3000 ppm AuxnopmeTaHy — He GinbLlue 600 ppm.
(€, 2.2.28, meTopg, 'X) - 3MiHn | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPO6HULTBa ADI
(iHwWi 3MiHM y MeToaax BUNpobyBaHHS (BK/IOYaUM
3aMiHy abo fonoBHeHHS) APl abo
BVXiZHOro/MPOMIKHOro NpoAyKTy) - 3miHa y
mMeTofax BunpobyBaHHs AD| MNpeaHi30noH o
nokasHvika "CynpoBiZHi fOMilLKn", a came
METOANKY KOHTPOJII0 NPUBEAEHO Y BiANOBIAHICTb
[0 aKTyanbHVX MaTepianis BUPObHUKa. 3MiHu |
Uy - 3MiHKU 3 AKOCTi. A®Il. KoHTposb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(monoBHeHHs cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA0M BUNPO6BYBaHHS) -
3MiHa y napameTpax cneuudikaLiii Ha aitouy
peuoBuHy MpeAHi30M10H, a came BBeAEHO po3in
«Po3Mip YyacTUHOK» (99% 4acTUHOK 3 PO3MIPOM
MeHLue 30 MKM. (MeTof MiKpockorii)).

130.

NPOCTI],

kancynm m'siki, 0,5
mr; no 10 kancyn y
6nictepi; no 3
6nictepu B
KapTOHHI/ Kopoo6Li

€Bpo
Naiidokep
MpavisiT
Nimiteq

IHais

Onis Xenckep

IHgis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNnacHvka peecTpauiiHoro noceigyeHHs). 3miHa
afpecy 3asBHUKA.

3a
peyenmom

UA/18090/01/01

131.

NYCTUPHUK
A HACTOWKA

HacToika ans
BHYTPILLUHBOTO
3aCTOCyBaHHs, No
25 mn abo 100 mny

AT
"Nly6Hnchapm”

Ykpaina

AT "ly6Hndhbapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3akynoproBasibHuWi
3aci6. 3miHa dopMmn abo po3mipy KoHTelHepa yu

6e3
peyenma

nidnsieae

UA/7318/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

thnakoHax CKISHUX,
no 25 mn a6o no
100mMn y dpnakoHi
CcKknsHomy; no 1
hnakoHy B nauui 3
KapToHy

3aKynoproBasIbHOTr0 3acoby (MepBUHHOI YNakoBKM)
(HecTepunbHI nikapcbki 3aco6u) — AofaBaHHSA
3aKynoproBasibHOr0 3acoby (MPOBKW | KPULLIKK, WO
HarBMHYYOTbCS), Y 3B’A3KY 3 BBEAEHHAM
[0[aTKOBOro BUAy nakyBaHHs (s1akoH 06'eMOM
100 mn). BBEeAEHHSA 3MiH NpOTArom 6-T1 MicALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu 3
skocTi. FoTOBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO JlikapCbKoro 3acoby
(3MiHa Macun/06'eMy BMICTy KOHTellHepa
6arato,030B0Oro fikapcbkoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHA (abo
0HOA030BOr0, YaCTKOBOTO BUKOPUCTaHHS)) -
BBE/IEHHS [OAATKOBOrO BMAY YNakoBKK, a came no
100 mn y chnakoHax CKASAHWMX 3aKynopeHnx
npo6Kamy i KpMLLKaMK, LLIO HArBMHYYTLCA B NauLli
a6o 6e3 nauky, 6e3 3MiH1 NePBUHHOTO
nakyBaslbHOrO mMaTtepiasly (3aTBepgkeHo: no 25 mn
y hnakoHax CKAsiHUX, 3aKyrnopeHnx npobkamu-
KpanenbHULAMU | KpULLKaMK, LLLO HArBUHYYOTbCS),
3 BiZNOBIAHNMM 3MiHAMKM A0 p. «YNakoBKa»,
«Cknag» Ta n. «06’em BMIiCTY p1akoHy» y
cneuudikavii/meTogax KoHTpono akocti MKA N3.
3MiHN BHECEHO B iHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3fainis
"Cknag" Ta "Ynakoska" (foAaBaHHsA [OAAaTKOBOro
BMAY YNakoBky - no 100 mMn, y chiakoHax CKISHWX;
no 100 mn y dpiakoHi cknsiHomy no 1 conakoHy B
nadui 3 KapTOHY) Ta, SIK HACNIAOK, Bi4NOBIgHI 3MiHW
BHECEHO A0 po3aigy "Cnocib 3actocyBaHHs Ta
[031". BBelEHHA TEKCTY MapKyBaHHA 40AATKOBOI
NepBUHHOT Ta BTOPVHHOI YNaKOBKY liKapCbKOro
3acoby ansa ynakosku 100 mn. BeegeHHs 3MiH
NPOTArom 6-Tv MiCALiB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAax BUNPOGYBaHHS) —
BHECEHHS 3MiHM A0 N. «O6’eM BMICTY hriakoHy», a
came y meTofi BunpobyBaHHA 06’eMy BMICTY
dhrnakoHy no 100 mn (3miHa KisbKOCTi chnakoHiB).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) 3MiHU BHECEHO B
IHCTPYKLUit0 AN MEAMYHOT0 3aCTOCYBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nikapcbKoro 3acoby Ao po3sgainis "OcobmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta fo3n"
(yTouHeHHs iHdhopmaui) Wwoao 6e3neku
3aCTOCYBaHHS NiKapcbkoro 3acoby, a Takox [0
po3gainy "Mo6iuHi peakwyii" Woa0 3BITyBaHHS Npo
no6iuHi peakuii. OHOBNEHO TEKCT MapKyBaHHS
yNaKkoBOK JliKapCbKOro 3acoby, 3okpema
BU/TYYEHHS iH(pOpMaLlii, 3a3Ha4YeHOl pPOCiCbKO
MOBOI0.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
132. | PAMI Tabnetkn no 5 mr/25 CaHpo3 CnoBeHis BupobHmyTBO Monbwa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4259/01/02
CAHAO03® mr, no 10 Tabnetok dapmachbioTika Hepo3dacoBaHoro Himeuunna | 3minm Il TMNy - 3MiHK 3 SKocTi. FOTOBWIA Nikapcbkuidi |  peyenmom
KOMMO3UTY | y 6nicTepi; no 3 n3 a.a. npoayKTy, 4,03BiN 3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
M 6nictepu B Ha BUMYCK cepii: 3MiHa napameTpiB cneungikaLii Ta/abo
KapTOHHIA Kopoo6Li Nek C. A, O0NYCTUMMX MEX FOTOBOTO J1iKapCbKoro 3acoby
MonbLya; (3miHa 3HaxoAMTbCA No3a 3aTBEpPAKEHNMU
MepBuHHA Ta [ONYyCTUMUMK Mexamu cneuudikawlin)
BTOpPUHHA PO3LUNPEHHSA MEX crieumndikalii fns TepmiHy
ynakoBka, [03BiN NpUAAaTHOCTI 415 NoKasHWKa «XpomarorpadivuHa
Ha BUMYCK cepii: yncToTax, a came: gomiwka Ramipril Impurity D 3
ek C. A, NMT 3,0% go NMT 5,0% Ta cyma gomiwok Total
Monbwa; impurity 3 NMT 5,0% o NMT 6,0% . BBefeHHs
Brpo6HMLTBO 3a 3MiH NPOTArOM 6-TW MiCALB NiCNs 3aTBEPAKEHHS
MOBHUM LK/IOM:
Cantotac dapma
'M6X, HimeyunHa
133. | PAHOCTON® | ma3b 10 %, no 20 r MPAT YkpaiHa BiANOBigabHNIA 3a Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 6e3 niosisieae UA/8650/01/01
a6o no 40 r, abo no "®ITOPAPM" BUPOBHMLTBO, 3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peuenma
100 ry Ty6i; mo 1 nepBrHHe, 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
Ty6i B navuj 3 BTOPVHHE npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
KapToHy nakyBaHHs, niKkapcbKoro 3acoby (36i/bLUEHHS TePMiHY
KOHTPO/b SKOCTI npuaaTHOCTI rOTOBOrO MikapcbKoro 3acoby) - [ns
Ta BUNYCK cepil: TOProBoT ynakoBku (NigTBEPAKYETLCA AaHNMU
MPAT peanbHOro Yacy) 36ibLUEeHHS TePMIHY
"OITOGAPM" NpUAATHOCTI FOTOBOTO JTiKAPCbKOro 3acoby Ha
YkpaiHa,; OCHOBI NO3UTMBHWX pe3y/bTaTiB AOBIOCTPOKOBUX
BiAnoBiganbHUIA 3a [ocnimkeHb CTabinbHOCTI y peasibHOMY Yaci:
BMPOGHMLTBO, 3aTtBepakeHo: TepMiH NpuMAaTHOCTI.
nepBUHHE, 2 poku. 3anponoHoBaHo: TepMiH npuaaTHOCTI. 3
BTOPVIHHE poKW. 3MiHV BHeCeHi B po3ain "TepMiH
nakyBaHHA Ta npugaTHOCTI" B IHCTPYKL,O 4719 MEANYHOrO
KOHTPO/b SIKOCTI: 3acToCcyBaHHS Nikapcbkoro 3acoby. BBegeHHsA 3MiH
MpAT NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPAXKEHHS.
dapmaueBTNYHA
thabpuka "Biona",
YKpaiHa
134. | PEBIBA/I® Kancynm Megokemi Kinp BUPOBHMUTBO Kinp BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/17932/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
racTpope3nCTEHTHI nTa roTOBOrO 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
TBepai no 30 mr; no nikapcbKkoro Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
10 kancyny 3aco6y, KOHTpO/ib y3arasibHeHNxX AaHnx npo cucremy
6nicTepi; no 3, 6 abo SIKOCTI, BUNYCK thapmakoHarnsgy (BBeAeHHs y3ara/lbHeHNX JaHux
9 6nicTepiB y cepi: npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHIlA KOpO6L Mepokemi 1T yNOBHOBaXeHOT 0cobwu, BignoBifabHOT 3a
(UeHTpanbHuii 3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
3aBog), Kinp thapmakoHarnaay 3asBHuKa ans 34iicCHeHHA
BMPOGHMLTBO hapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
roTOBOro BiJl yNOBHOBaX€EHOI 0CO6MU, BiAMOBIAa/IbHOI 3a
niKapcbKoro 3iiCHeHHs1 hapMakoHarnaay (Bkiuakum
3aco6y, nepBuHHe KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHi
Ta BTOPVHHE MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
nakyBaHHs: KOHTaKTHOI 0CO6U 3asBHWKa, BifnoBigasibHOI 3a
Mepokemi 1T hapmakoHarnsg B Ykpaii.
(3aBopg AZ), Kinp [itoua pepakuis: MNenex Mlogmuna
OnekcaHgpisHa. MpornoHoBaHa peakLis:
MapaueHko Hatanis BonogumupisHa. 3MiHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
Bi4NoBiAaIbHOI 32 hapMakoHarnsa B YkpaiHi.
135. | PEBIBANI® Kancynm Megokemi Kinp BVMPOGHMLTBO Kinp BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/17932/01/02
racTpope3vCTEHTHI nTa roTOBOrO 3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
TBepAi no 60 mr; no niKapcbKoro Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
10 kancyny 3acoby, KOHTPO/Ib y3arasibHeHNxX AaHnx npo cucremy
6nicTepi; no 3, 6 abo SIKOCTi, BUNYCK hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX JaHux
9 6nicTepiB y cepi: npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHI Kopoobui Mepokemi 1T YMNOBHOB&XeHOT 0cobw, BigNoBifanbHOI 3a
(UeHTpanbHuii 3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
3aBog), Kinp thapmakoHarnaay 3asBHuka ans 34iliCHeHHA
BVMPOGHMLTBO hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BigMiHHA
roTOBOro BiJl yNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
niKapcbKoro 3[iicHeHHs chapMakoHarnsay (Bkiyakyn
3aco6y, nepBuHHE KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
Ta BTOpVHHE MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
nakyBaHHs: KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigabHOI 3a
Mepokemi 1T thapmakoHarnsg B Ykpaii.
(3aBopg AZ), Kinp [itoua pepakuis: MNenex Mlogmuna
OnekcaHgpiBHa. MpornoHoBaHa peakLis:
MapaueHko Hatanis BonognmupisHa. 3MiHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
Bi4NoBiAabHOI 3a hapMakoHarnsa B YkpaiHi.
136. | PENOAIAB Tabnetku no 0,5 mr, KPKA, a.4., CnoBeHis Bupo6HMK, CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14143/01/01
no 15 tabnetok y HoBo mecTO BiANOBigabHNIA 3a Xopsaris 3MiHn | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom

6nictepi; no 2, 4 abo
6 6nictepiB y
KapTOHHIA KopoobLi

BMPOBHMLTBO "in
bulk", nepsuHHy Ta
BTOPWHHY
yNaKoBKy,
KOHTpPO/b Ta

Ta (hapmakoHarnsgy. 3MmiHa yactotu Ta/abo
TEPMIHIB NOAAHHS PErysIipHO OHOBJ/TOBAHUX 3BITiB
3 6e3neku nikapcbknx 3aco6iB. 3MiHa YacToTu Ta
TepMiHy NofaHHsA peryispHoO OHOB/IOBAHOTO 3BiTY
3 6e3nekun (PO3B) nikapcbkoro 3acoby: fitoya
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BWMNYCK Cepii: pepakuis: YactoTta nogaHHa PO3B6 - 3 poku;
KPKA, a.4., Hoso KiHueBa gata A5 BKIOUYEHHS aaHux go PO36 -
mecTo, CrnoBeHis; 31.12.2020 p.; gara nogaHHa PO3b6 - 31.03.2021
KPKA-®APMA p. MponoHoBaHa pefakyisa: Yactota nogaHHs
[.0.0., XopBaris PO3Bb - 5 poki; KiHueBa faTa An1s BK/IOUYEHHS
paHnx ao PO3b - 31.12.2025 p.; gara nogaHHs
PO3B - 31.03.2026 p. PekomeHA0BaHO A0
3aTBepKeHHA BiANOBIAHO A0 NepiognYHOCTI
nofaHHsA perynsipHo OHOB/OBaHMX 3BITIB 3
6e3nekn Nikapcbkunx 3acobis y €Bponencbkomy
Cotosi.
137. | PENOAIAB Tabnetkn no 1 mr, KPKA, a.4., CnoBeHis Bupo6HMK, CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14143/01/02
no 15 tabnetok y HoBo mecTo BiANOBIgaIbHNIA 32 XopBartis 3MiHn | TUnYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
6nictepi; no 2, 4 abo BMPOBHUUTBO "in Ta (papmakoHarnsgy. 3MmiHa yactotu Ta/abo
6 6nicTepiB y bulk", nepsuHHy Ta TEPMiHiB NOAAHHS PErysIipHO OHOBJ/IIOBAHMX 3BITiB
KapTOHHIA Kopoo6Li BTOPUHHY 3 6e3neku fikapcbknx 3aco6iB. 3MiHa YacToTu Ta
yNaKoBKy, TepMiHy NofaHHsA peryispHO OHOB/IOBAHOTO 3BiTY
KOHTPO/b Ta 3 6e3nekun (PO3B) nikapcbkoro 3acoby: [itova
BWMYCK Cepii: pepakuis: YactoTta nogaHHa PO3B6 - 3 poku;
KPKA, a.4., Hoso KiHueBa gaTa A5 BKIOUYEHHS AaHux fo PO36 -
mecTo, CrnoBeHis; 31.12.2020 p.; gara nogaHHa PO3b - 31.03.2021
KPKA-©APMA p. MponoHoBaHa pefakuis: YactoTa nogaHHs
[.0.0., XopBartis PO3B - 5 pokiB; KiHueBa faTa AN BK/IOUYEHHS
paHnx ao PO3b - 31.12.2025 p.; gara nogaHHs
PO3B - 31.03.2026 p. PekomeHA0BaHO A0
3aTBEp/XEHHSA BiANOBIAHO A0 NepioAnYHOCTI
nofaHHs perynsipHO OHOB/OBAHMX 3BITIB 3
6e3nekn Nikapcbkunx 3acobiB y €EBponencbkomy
Cotosi.
138. | PENOAIAB TabneTkn no 2 mr, KPKA, a.4., CnoBeHis Bupo6HMK, CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14143/01/03
no 15 tabnetok y HoBo mecTO BiANOBigabHNIA 3a Xopsaris 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
6nictepi; no 2, 4 abo BMPOBHMLTBO "in Ta (hapmakoHarnsgy. 3miHa yactotu Ta/abo
6 6nicTepiB y bulk", nepsuHHy Ta TEePMiHiB NOAAHHSA PerysiipHO OHOBJ/IIOBAHMX 3BITiB
KapTOHHIA KopoobLi BTOPVHHY 3 6e3neku fikapcbknx 3acob6iB. 3MiHa YacToTu Ta
yNaKoBKy, TepMiHy NofaHHsA peryispHO OHOB/IOBAHOTO 3BiTY
KOHTPO/b Ta 3 6e3nekun (PO3B) nikapcbkoro 3acoby: [itovya
BUNYCK cepil: pegakuis: YactoTta nogaHHsa PO3B - 3 poku;
KPKA, a.4., Hoso KiHueBa gata Ansa BKIOUYEHHS aaHux fo PO36 -
mecTo, CnoBeHis; 31.12.2020 p.; gara nogaHHa PO3b - 31.03.2021
KPKA-OAPMA p. MNponoHoBaHa pefakuisa: YactoTa nogaHHs
[.0.0., XopBartis PO3B - 5 pokis; KiHueBa faTa A1 BKIOUYEHHS
paHnx ao PO3b - 31.12.2025 p.; gara nogaHHs
PO3B - 31.03.2026 p. PekomeHA0BaHO A0
3aTBEPKEHHS BiANOBIAHO A0 NepiogNYHOCTI
nojaHHsA perynsipHO OHOB/OBaHMX 3BITIB 3
6e3nekn nikapcbkunx 3acobiB y €EBponeinicbkomy
Cotosi.
139. | PECMEPO Kancynm . MNonb- HimeyuunH BrnpobHMUTBO HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 6e3 UA/4948/01/01
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Peknam

Homep

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby
MUPTON

ynakoska)
KMLUKOBOPO3YMHHI NO
120 wr;

no 10 kancyny
6nicTepi; no 2
6nictepu y
KapTOHHIlA KOpO6L

Bockamn
m6X & Ko.
Kr.

a

HENOKPUTUX
kancyn: KataneHt
[xepmati
E6epb6ax Mmb6X,
HimeuunHa; I
MNonb-Bockamn
'm6X & Ko. KT,
HimeuuunHa;
MokpuTTA Kancyn:
. Monb-Bockamn
m6X & Ko. KT,
HimeuunHa;
MNepBuHHE Ta
BTOPVHHE
nakyBaHHs: I".
MNonb-Bockamn
m6X & Ko. KT,
HimeyunHa;
Bunyck cepii: I
MNonb-Bockamn
v6X & Ko. KT,
HimeyunHa

3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHeCeHOo
y TEKCT MapKyBaHHS BTOPUHHOI YNakoBKM
nikapcbkoro 3acoby (n. 17. IHWE) wono
3a3HaYEeHHS LUTPUX-KOAY, BHYTPILLHIX NO3HAYOK Ta
KopiB.

peyernma

6e3

UA/4948/01/02

140.

PECIEPO
MUPTON
DOPTE

kancynm
KMLLKOBOPO3YMHHI NO
300 wr; no 10
Kancyn y énictepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

. Monb-
Bockamn
m6X & Ko.
Kr.

HimeyunH
a

Bupo6bHuuTBO
HENOKPUTUX
kancyn: KataneHt
[xepmaHi
E6epbax Mmo6X,
HimeuuuHa; Csicc
Kanc Arl,
LLseiuapis;
MokpuTTA Kancyn:
. Monb-bockamn
m6X & Ko. KT,
HimeuunHa;
MNepBuHHe Ta
BTOPVIHHE
nakyBaHHs: I
MNonb-Bockamn
m6X & Ko. KT,
HimeuunHa;
Bunyck cepii: T.
MNonb-Bockamn
'm6X & Ko. KT,

HimeyunHa

Himeyumnna/
LLseiuapis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta cpapmakoHarnsagy (iHwi 3miHu) 3MiHW BHECEHO Y

TEKCT MapKyBaHHS1 BTOPUHHOT yNaKkoBKu
nikapcbkoro 3acoby (n. 17. IHWE) wogo
3a3HaYeHHs LWTPUX-KOAY, BHYTPILLHIX NO3HAYOK Ta
KopiB.

peyenma

6e3

UA/17340/01/01

141.

PVHOTAIACC
CMPEN
HA3AMNBHUI

cnpeli HazanbHUiA,
po3uuH 0,1 % no 10
M1y chnakoHi 3

[Op. Taiicc
HatypsapeH
M6X

HimeuunH
a

[p. Taiicc
HatypBapeH 'M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TUnY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0

y3araJ/ibHeHuX gaHux npo cnucremy

peyernma

po3nuarBayem, no
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

1 donakoHy y
KapTOHHilA KopooLi

thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BigNOBigaNLHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa gnsa 34iCHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
BiJl yNOBHOBaX€EHOI 0CO6MU, BiAMOBIAa/IbHOI 3a
3[iiCHeHHs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEeHHi
macTep-aiina cuctemy papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
YMNOBHOB&XeHOT 0COOM 3asIBHMKA, BifnoBigasibHOI
3a (hapmakoHarnisg, B YkpaiHi.

142.

PI3BOMNTAH®

Tabnetku no 10 mr;
no 3 Tabnetkn y
6nicTepi; no 1, 2 abo
3 6nictepu y
KapTOHHI nauyuj; no
10 TabneTtok y
6nictepi; no 1
6nictepy y
KapTOHHI navu,i

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3mMiHM y BUpOOHULTBI (iHLWi 3MiHW) BHECEHHS

3MiH 10 pE€ECTpaLiiHOro AOCbE, a caMme 3MiHa
NpoBefEeHHSA KOHTPOJTIO NOKA3HWKIB B PYTUHI Ta Ha
Basligauii ana Tabnetok HeposdacoBaHux. 3miHa

NpoBeeHHS KOHTPOJIKO MOKA3HWKIB B PYTUHI -

3MiHa NpoBeAEeHHS KOHTPO/II0 NOKA3HUKIB Ha
Banigavii - 3miHu | Tuny - 3miHu 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI (iHLUi
3MiHWN) BHECEHHS 3MiH 4O PEECTPALiiHOro AOChE, a
came 3MiHa NPOBeAEHHS KOHTPO/TIO NMOKa3HUKIB B
PYTWHI 4n18 Macu ans TabneTtyBaHHs - 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHKn
Y BUPOGHMLTBI (iHLWi 3MiHK) 3MiHa chopmaTy
po3ginis 3.2.P.3.4 Ta 3.2.P.3.5. MponoHyeTbCA
BuAaneHHs 3 po3ginis 3.2.P.3.4 1a 3.2.P.3.5
iHchopMmaL,ii LLoA0 KOHTPOSIIO FOTOBOI NPOAYKLi Y
3B’A3KY 3 NpuBeAeHHAM Ao copmaty 3TA,.

IHdhopMaLis WoA0 KOHTPOSTH FOTOBOI NPOAYKLT

npusegeHa y po3gini 3.2.P.5.1. - 3miHu | Tuny -
3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuiA 3aci6. 3MiHW y

BMPOOGHMLTBI (iHLWWi 3MiHW) BHECEHHS 3MiH [0
po3ginis 3.2.P.3.4 Ta 3.2.P.3.5, a came 3MiHa
Ha3BW nokasHuka «OAHOPIAHICTb MacK NONOBUHOK
Tabnetok» Ha «Po3gineHHs TabneTok»
(NpuBeAEHHS Y BiANoBIAHICTb A0 APY).

3a
peyenmom

UA/15160/01/01

143.

PIHFTEPA
PO34YMH

PO34UH AN1s iHQY3il,
no 200 mn Ta no 400
My NAALWKaX
CKNsAHMX abo y
hnakoHax

TOB
"APTEPIYM
nTa*

YkpaiHa

MAT "lranuudapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TURy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKumii
3aci6. Cuctema KoHTeliHep/3akynoproBabHuWii
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX MEPBMHHOI YNaKoBKM rOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHu). CynyTHS 3MiHa-
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KOHTelHep/3aKynoproBasibHUIA 3aci6.

3a
peyenmom

UA/18010/01/01




120

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHa y MeTofax BUNPOOYBaHHA NEPBUHHOI
ynakoBKU rOTOBOr0 NiKapcbKoro 3acoby (He3HauHi
3MiHM y 3aTBEPAXEHUX MeTofax BUNpobyBaHb)
akTyasisauis crneumdikalii Ta MeTOAiB KOHTPO/IH0
[Mpo6oK rymoBrx MiKpoBIOOriYHO YNCTUX Ta
Mpo60ok ryMoBUX roToBux 0 cTepuniszauil
BignosigHoO fo Bumor A®Y 2.6., MmoHorpadis 3.2.9
«['yMOBI 3aKynoproBasibHi 3ac06V A151 KOHTEHEPIB
[ONA BOOHWX NapeHTepasibHWX npenaparis, AN
NMOPOLLKIB i /1i0thiNi30BaHMX MOPOLLKIB».

144.

POKCUIMNEP

TabneTku, BKPUTI
nNiBKOBOIO
ob6onoHkoto, 20 mr/4
mr/1,25 wr, no 10
TabneTtok y 6nictepi,
no 3 a6o 9 6nictepi
Y KapTOHHIli kopobLi

KPKA, a.4.,
Hoso mecTo

CnoBeHisi

BMPOBHULTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b Ta
BWMYCK Cepiii:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpO/b cepili
(hiznyHi Ta XimiuHi
meToam
KOHTPO/H0):
KPKA, a.4., Hoso
mecTo, C/ioBeHis

CnoBseHis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
YTOUHEHHs1 peecTpauiiiHol Npoueaypy B Hakasi
MO3 Ykpainu Ne 1350 Big 31.07.2024 - 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonel) - Houid cepTudikart
Bif] BXe 3aTBEPAXEHOro BUPO6HMKa - MogaHHs
HOBOro cepTudikaTa BifgnoBiAHOCTI EBpoONeECHKii
thapmakonei Ne RO-CEP 2019-245 - Rev 01 gns
aitoyoi peyosuHy Perindopril tert-butylamine Big,
BXe 3aTBepaKeHoro BrpobHuka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHu | Tuny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkili thapmakonei: s A®l; ona
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y BUPOOHULTBI
A®I; ona AONOMIKHOI peyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) - Hoswii
cepTugikart Bif BXe 3aTBEP)KEHOI0 BUPOOHMKA -
MoaaHHA HoBOro cepTuddikaTa BigNOBIAHOCTI
€Bponeiicbkili hapmakonei Ne RO-CEP 2019-235 -
Rev 00 ansa gitoyoi pevosuHu Perindopril tert-
butylamine gns Bxe 3aTBepaXeHOro BUpoOHMKa
Zhejiang Menovo Pharmaceutical Co., Ltd. Ne 8,
Jing 13 Road, Hangzhou gulf Shangyu economic
and technological development zone, Shangyu

3a
peyenmom

UA/17731/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

City, Zhejiang 312369, China (BnacHunk CEP
KRKA, d.d., Novo mesto). 3miHu | Tuny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

OHOBJ/IEHOrO cepTudikara BifnosigHOCTI a6o

BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons

BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNULTBI

A®I; ona foNoMiKHOT peqyoBuHN (cepTudpikat

BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMpO6HUKa - [ofaHHA OHOB/IEHOro cepTuddikara
BiiNOBIAHOCTI E€Bponelickkilt thapmakonei Ne R1-
CEP 1998-075 - Rev 05 (3atBepmxeHo: R1-CEP

1998-075 - Rev 04) ans Aitoyoi pevoBuHU
Indapamide Bif Bxe 3aTBEPAXEHOr0 BUPOOHUKA
BIOINDUSTRIA L.I.M. S.P.A. 3miHu | TUny - 3MiHu
3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
BMPOGHULTBI. 3MiHa po3mipy cepii (BKIOHaoun
Jiana3oH po3Mipy cepii) roToBOro JlikapCbkoro
3aco0by (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPMKEHUM PO3MIpOM) - 36iNbLUEHHSA PO3MIpY
cepii. 3aTBepmxeHo: Po3mip cepii: 120000

TabneTok, BKPUTVX MNIBKOBOKO 060/10HKOIO.

3anponoHoBaHo: Po3mip cepii: 120000-480 000
Tab1eToK, BKPUTUX M/1IBKOBOK 060/IOHKOH. 3MiHU |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHM Y NpoLieci

BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,

BK/THOHAK0UM MPOMIKHWIA NPOAYKT, WO
3aCTOCOBYETLCA MNPV BUPOOHULITBI rTOTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOGHMLTBA) - 3MiHW Y BUPOBHUYOMY NpoLECi -
3MiHa NOpsAAKY NPUroTyBaHHSA CyMmillei
KOMMOHEHTIB: CrioyaTky 3MilllyBaHHS iHganamigy 3
MIKPOKPUCTaNi4yHO LieNto1030t0 y eTani 2, a noTim
CyMiL NepuHAonpuay TepT-6yTunaminy 3
MiKPOKPUCTa/TIHHOIO Lie/Ti0/103010 Ha eTani 4. 3miHa
nocnifoBHOCTI BBEAEHHS NpeMiKcy iHganamigy Ta
npemikcy TepT-6yTunamidy y 3millyBasibHy EMHICTb

Ha eTani 9. CyMiLli KOMNOHEHTIB NOAAITb Y
€MHICTb A4/19 3MiLLyBaHHS B Takiii NOC/iL0BHOCTI:

KomnoHeHTu cTagii 01. Mpewmikc iHganamigy cragii
03. MpeMikc nepuHaoNpuy TepT-6yTunamiHy 3i
ctagii 05. Mpemikc po3ysBacTaTuHy 3i ctagii 07.
Llentonosa mikpokpucTaniyHa, Tmn 200, HM3bka
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BOJIOTICTb 3i cTagil 08. 3miHu | Tuny - 3miHKW 3

sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA
roTOBOIO /1iKapCbKOro 3acoby, BKIOYaun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHWLITBI FOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHM) - 3MiHa BHOCUTbCS Yepes AoJaBaHHs
HaniBnpoaykTy MonepeAHsa KOMNpeciiiHa cyMmiL
(80 3maLLyBaHHs) 4719 AKOro NPONoHYeTbcA 1
MiCSILIb BUTPUMKM B 3aKPUTOMY KOHTEHEpI 3
Hepxasitoyoi cTani. 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) - 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
BTOPUHHOI yNakoBKMX Nikapcbkoro 3acoby B M. 8.
«[JATA 3AKIHUEHHA TEPMIHY
MPNOATHOCTI», a TakoX yTOYHeHHS iHdhopMaLii
LL0A0 10roTUNYy BUPOOHMKA Ha NepPBUHHI Ta
BTOPWHHIlA yNakoBL,i Nikapcbkoro 3acoby.
BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHM y npoLieci BUPO6HMLTBA FOTOBOrO
nikapcbKoro 3acoby, BK/IKUYAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA NPV BUPOOHULITBI
rOTOBOrO JliKkapCbKOro 3acoby (He3HauyHa 3miHa y
npoveci BUpo6HULTBA) - 3MiHW Y BUPOBHUYOMY
npoueci - nepernsHyTi napameTpy npouecy,
6epyum [0 yBaru 36inbLUEHHS PO3Mipy cepii.
MpuroTyBaHHS NPEMIKCIB 3AiACHIOETLCS B NPOLECI
Ana MiHiMi3auii BTpaT filo4nMX peYOBYH i
BUKOHYETBLCS BPYYHY, TOMY HEMAE [OAATKOBUX
napameTpis npotiecy. Lo cTtocyeTbea
NpUroTyBaHHs1 KOMNPECIHOI CyMmiLli, yac
3MiLLyBaHHS Ta LWIBWMAKICTb 3MillyBaHHS Ha cTagisix
BMPO6HMLTBA 9 i 12 6ynn nepernsHyTi 3
ypaxyBaHHAM 36iMbLUEeHHS po3mipy napTii. Y
npoLeci KoMnpecii napamMeTpu npoLiecy He
3MiHI0ITbCA. LLlofo NpuroTyBaHHsa cycneHsii ns
NOKpUTTS, OY/10 OHOB/IEHO YaC 3MilLlyBaHHS Ha
eTani 16 Ta nigxoauTb A5 BCbOro
3apEECTPOBAHOr0 fliana3oHy po3mipy Cepiid.
Mpouec HaHeceHHs NAIBKOBOro NOKPUTTA (eTan
17) oHoBNeEHO eTanamu Ta napameTpamu nNpoLecy.
Y BMpPOGHUYOMY NpoLLeCi BiACYTHI NPOMIXHI cepii. 3
L€l NPMYMHKM iHchopMaLito Npo HUX Byno
BUAaNIEHO. Hemae XOo4HNX 3MiH y
BHYTPILLHbOBUPOBHNYOMY KOHTPO/I, MOB’A3aHMX i3

3MiHaMu y BUPOBGHMYOMY NPOLIECI.
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145. | POKCUMEP TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/17731/01/02
nNiBKOBOIO HoBo mecTO bulk", nepsuHHe YTOUHEHHS1 peecTpauiiiHol npoueaypy B HaKasi peuyenmom

060s10HKO0, 10 Mr/8
mr/2,5 mr, no 10

Tabnetok y 6nictepi,
no 3 abo 9 6nictepis
Y KapTOHHIli kopoobLi

Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b Ta
BUMYCK Cepili:
KPKA, a.4a., Hoso
mMecTo, C/noBeHis;
KOHTPO/Ib Cepiid
(piznyHi Ta XimiuHi
MeToan
KOHTPO/H0):
KPKA, a.4a., Hoso
mMecTo, CnoBeHis

MO3 Ykpainu Ne 1350 Big 31.07.2024 - 3miHu |
Tuny - 3MiHn 3 sakocTi. CepTuddikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/EHOro cepTudikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOI peyoBuMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudpikat
Bifl BXX€ 3aTBEPXEHOro BUPOOHUKA - MogaHHA
HOBOro cepTudikata BifgnoBiAHOCTI EBPONENCHKIN
thapmakonei Ne RO-CEP 2019-245 - Rev 01 gns
Aitoyoi pevosuHy Perindopril tert-butylamine Big,
BXe 3aTBepxeHoro BupobHunka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHu | Tuny - 3miHn 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNULTBI
A®I; ona foNOMiIKHOT peqyoBuHN (cepTudpikat
BiNOBIgHOCTI €Bponelickkilt hapmakonei) - Hosuii
cepTudikaT Bif BXe 3aTBEpPAKEHOro BUPOGHMKA -
MopaHHA HOBOroO cepTudikaTa BigNoBIgHOCTI
€Bponeiicbkiii hapmakonei Ne RO-CEP 2019-235 -
Rev 00 ans gitouoi peyosuHu Perindopril tert-
butylamine ans Bxe 3aTBepAXeHOro BUPOGHMKa
Zhejiang Menovo Pharmaceutical Co., Ltd. Ne 8,
Jing 13 Road, Hangzhou gulf Shangyu economic
and technological development zone, Shangyu
City, Zhejiang 312369, China (BnacHuk CEP
KRKA, d.d., Novo mesto). 3MiHu | Tuny - 3miHu 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHULTBI
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A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEeHWi cepTuddikaT Bif, yXe 3aTBepAXEHOr0
BMPOGHMKa - MNogaHHs OHOB/IEHOTO cepTuddikaTa
BiANoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 1998-075 - Rev 05 (3atBepmxeHo: R1-CEP
1998-075 - Rev 04) ona Aito4oi pevoBrHN
Indapamide Bif Bxe 3aTBEpAXEHOro BUPO6GHUKaA
BIOINDUSTRIA L.I.M. S.P.A. 3Minu | TUny - 3MiHK
3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMUTBI. 3MiHa po3Mmipy cepii (BkIovarun
Aiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3ac006y (36inbweHHs Ao 10 pasiB NOPIiBHSAHO i3
3aTBEPKEHVNM PO3MIPOM) - 36iNbLUEHHS PO3Mipy
cepii. 3atBepxeHo: Po3mip cepii: — 120000
TabneTok, BKPUTVX MAIBKOBOKO 060/T0HKOIO.
3anponoHoBaHo: Po3mip cepii: 120000-480 000
TabneTok, BKPUTMX NAIBKOBOK 060/TIOHKOH. 3MiHM |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMLTBI. 3MiHM y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/10UAK0UY MPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPO6HULITBA) - 3MiHW Y BUPOGHMYOMY NpOLiECi
Tabn1eTokK - 3MiHa NopsAKY NPUTroTyBaHHS CyMilLeid
KOMMOHEHTIB: cnoYaTKy 3MillyBaHHSA iHOanamiay 3
MIKPOKPMCTa/TIYHOIO Lie/TI0/103010 Y eTani 2, a noTiM
CyMiLLl NnepuHaoNpuy TepT-6yTrnamidy 3
MIKPOKPUCTa/TIYHOIO LiesTi0103010 Ha eTani 4. 3miHa
NoCNifOBHOCTI BBEAEHHS NPEMIKCY iHAanamigy Ta
npemikcy TepT-6yTunamMiHy y 3amMilyBasibHy EMHICTb
Ha eTani 9. CyMiLli KOMNOHEHTIB NOAAITb Y
€MHICTb 4719 3MiLLyBaHHS B Takiil NOC/i40BHOCTI:
KomnoHeHTn cTagii 01. Mpemikc iHganamigy cragii
03. MpeMikc nepuHaoNpuy TepT-6yTunamiHy 3i
cTagji 05
Mpemikc po3yBacTatuHy 3i ctagii 07. Llentonosa
MikpokpucTaniyHa, Tun 200, HA3bKa BOOTICTb 3i
ctagii 08. 3miHu | TMNy - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoveci BUpOOHNULTBA FOTOBOTO NiKapCbKOro
3aco6y, BK/OUaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHW) - 3MiHA BHOCUTbLCS
yepes AoAaBaHHA HaniBNpoAykTy MonepeaHs
KOMMpeciiiHa cymill (40 3maLlyBaHHs) 415 SKOro

NPONOHYETHCA 1 MiCcsLIb BUTPUMKUN B 3aKpUTOMY
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTeliHepi 3 Hepxasitoyoi cTasi. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHun) - 3MiHW BHECEHO A0
TEKCTY MapKyBaHHs1 BTOPMHHOI YNakoBKu
nikapcbkoro 3acoby B n. 8. «AATA 3AKIHUEHHA
TEPMIHY MPUAOATHOCTI», a TakoX YyTOYHEHHS
iHhopmawuii Lwoao noroTmuny BUPO6HMKA Ha
NEepPBUHHI Ta BTOPUHHI yNakoBL,i /likapCbKoro
3acoby. BBefileHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA
roTOBOIO /1iKapCbKOro 3acoby, BK/I0Uaoun
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpO6GHMLTBA) - 3MiHK
Yy BUPOBGHNYOMY MpoLeci — NnepernsHyTi napameTpu
npouecy, 6epyun 4o yBaru 36inbLLIEHHS po3Mipy
cepii. MpurotyBaHHsA NPEMIKCIB 3[iACHIOETLCS B
npoueci 4N MiHiMi3auii BTpar Ailo4umx peYOBUH i
BUKOHYETbLCS BPYYHY, TOMY HEMAE [OAATKOBUX
napaveTpis npotiecy. Lo ctocyeTbea
NPUroTyBaHHSA KOMMNPECINHOI cyMiLli, Yac
3MiLLyBaHHS Ta LWBWAKICTb 3MillyBaHHA Ha cTagisx
BMPO6HMUTBA 9 i 12 6ynn nepernsHyTi 3
ypaxyBaHHsSM 36i/bLLIEHHSI po3Mmipy napTii. Y
npoueci Komnpecii napameTpu npowecy He
3MiHI00TLCSA. LLlogo npuroTyBaHHa cycneHsii ans
NOKPUTTS, 610 OHOBMIEHO YaC 3MiLLyBaHHSA Ha
eTani 16 Ta nigxoauTb 4718 BCbOro
3apeecTpoBaHOro fianasoHy po3mipy Cepiid.
MpoLiec HaHeceHHs NiBKOBOro NOKpuTTA (eTan
17) oHOB/IEHO eTanamMun Ta napameTpamu npoLecy.
Y BMpPOGHMYOMY MpOLECi BiACYTHI NPOMiXHI cepii. 3
L€l NPMYMHM iHhopMaLLito Npo HUX 6y
BUAAIEHO. HeMae XOAHUX 3MiH Y
BHYTPILLHbOBUPOOHNYOMY KOHTPO/i, MOB’A3aHMX i3
3MiHamMu y BUPO6GHMYOMY npoueci. 3MiHun | Tuny -
3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BYPOBHMLTBI.

146.

POKCUIMNEP

TabneTtku, BKPUTI
nNiBKOBOIO
o6onoHkoto, 20 mr/8
mr/2,5 mr, no 10
TabneTtok y 6nictepi,
no 3 a6o 9 6nicTepis
Y KapTOHHili kopobLi

KPKA, a.4.,
Hoso mecTo

CnoBeHisi

BMPOBHUUTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPONb Ta
BWMNYCK Cepiii:
KPKA, a.4., Hoso
mecTo, CNnoBeHis;

CnoBeHis

BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis:
YTOUHEHHs1 peecTpauiiiHol npoueaypy B Hakasi
MO3 Ykpainu Ne 1350 Big 31.07.2024 - 3miHu |
TMny - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI 260 BUyYEHHS cepTudikara

3a
peyenmom

UA/17731/01/03
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KOHTpO/b cepili
(thiznyHi Ta XimiyHi
meToam
KOHTPO/H0):
KPKA, a.4., Hoso
mecTo, CrioBeHis

BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - HoBuii cepTudikar
Bif] BXE 3aTBEPAXEHOro BUPOBHMKa - [MogaHHsA
HOBOro cepTudikaTa BifgnoBiAHOCTI EBpoNeiichKii
thapmakonei Ne RO-CEP 2019-245 - Rev 01 gns
aitoyoi peyosuHn Perindopril tert-butylamine Big,
BXe 3arBepaKeHoro BrpobHuka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHu | TUny - 3MiHu 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/MpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI E€Bponeiickkili hapmakonei) - Hoswii
cepTuguikart Bif BXe 3aTBEP)KEHOro BUPOOHMKA -
MoaaHHA HoBOro cepTuddikaTa BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne RO-CEP 2019-235 -
Rev 00 ans gitoyoi pevosuHu Perindopril tert-
butylamine gns Bxe 3aTBepXeHOro BUPOOHMKa
Zhejiang Menovo Pharmaceutical Co., Ltd. Ne 8,
Jing 13 Road, Hangzhou gulf Shangyu economic
and technological development zone, Shangyu
City, Zhejiang 312369, China (BnacHunk CEP
KRKA, d.d., Novo mesto). 3miHu | TUny - 3miHu 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiickkili hapmakonei: gns Adl; ons
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNoOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonel) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMpO6HUKa - [ofaHHA OHOB/IEHOro cepTuddikara
BiNOBIAHOCTI E€Bponelickkilt hapmakonei Ne R1-
CEP 1998-075 - Rev 05 (3atBepmxeHo: R1-CEP
1998-075 - Rev 04) ans Aitoyoi pevoBuHU
Indapamide Bif BXxe 3aTBEPAXEHOr0 BUPOOHUKA
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BIOINDUSTRIA L.I.M. S.P.A. 3miHu | TUny - 3MiHu
3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA

roTOBOIO /1iKapCbKOro 3acoby, BKIOYaun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHWLITBI FOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHM) - 3MiHa BHOCUTbCS Yepes AoJaBaHHs
HaniBnpoaykTy MonepeAHsa KOMNpeciiiHa cyMmiL
(80 3maLLyBaHHs) 4719 AKOro NPONoHYeTbcA 1
MiCSILIb BUTPUMKM B 3aKPUTOMY KOHTEHEpI 3
Hepxasitoyoi cTani. 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) - 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
BTOPUHHOI yNakoBKMX Nikapcbkoro 3acoby B M. 8.
«[JATA 3AKIHUEHHA TEPMIHY

MPNOATHOCTI», a TakoX yTOYHeHHS iHdhopMaLii

LL0A0 10roTUNYy BUPOOHMKA Ha NepPBUHHI Ta
BTOPWHHIlA yNakoBL,i Nikapcbkoro 3acoby.
BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.

[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.

3MiHM y npoLieci BUPO6HMLTBA FOTOBOrO
nikapcbKoro 3acoby, BK/IKUYAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA NPV BUPOOHULITBI

rOTOBOrO JliKkapCbKOro 3acoby (He3HauyHa 3miHa y

npoveci BUpo6HULTBA) - 3MiHW Y BUPOBHUYOMY

NpoLeci y 3B’A3KY i3 36iNbLUEHHAM PO3Mipy cepil.

3MiHa NopsAKY NPUroTyBaHHA CyMmillel

KOMMOHEHTIB: cnoYaTky 3MillyBaHHSA iHOanamigy 3

MIKPOKpMCTanivyHO LeNtoa030t0 y eTani 2, a noTim
CyMiLl NnepuHAonpuay TepT-6yTunamidy 3
MIKPOKPUCTaNiYHO LLeNt1030t0 Ha eTani 4. 3miHa
nocnifoBHOCTI BBEAEHHS NPEMIKCY iHAanamigy Ta
npemikcy TepT-6yTunamiHy y 3millyBasibHy EMHICTb
Ha eTani 9. CyMiLli KOMMOHEHTIB NoJarTb y
EMHICTb A/19 3MiLLyBaHHA B Takili NOCNifOBHOCTI:
KOMMOHeHTU cTagii 01; cymiw iHganamigy ctagii
03; cymiL nepuHgonpuny TepT-byTunamify 3i
cTtagii 05; cymiw posysacTtatuHy 3i ctagii 07;
Llentonosa mikpokpuctaniyHa, tun 200, H13bka
BOJIOTICTb 3i cTagii 08. MapameTpu npouecy
nepernsaHyTo 3 ypaxyBaHHAM 36i/bLUEHHS pO3Mipy
cepii. MepernsHyTi napameTpu npouecy.

MepernaHyTo Yac Ta LWBUAKICTb NepeMiLLyBaHHS

Ha eTani 9 Ta 12. OHOBNEHO Yac 3MillyBaHHS

MOKPMBHOI cycneHsii Ha eTani 16, wo nigxoanTb

4N BCbOro fianasoHy cepil. MNpouec nokputTa

nAiBKOBOK 060/10HKOK (eTan 17) OHOB/IEHO
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[oJaTKOBMMM eTanaMu Ta napameTpamu.
BuaaneHo iHhopmau,ito Wwof0 NPOMKHUX CepiiA.
MponoHoBaHa EMHICTb aBTOMATWUYHOI MOKPUBHOT

Yalwi 3MiHeHa Ao 500 n., Hemae 3MiH
BHYTPILLHLONPOLLECHOr0 KOHTPO0. 3MiHu | Tnny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy

BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIK4aun
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6by (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPIXEHUM PO3MipOM) - 36i/bLUEHHS PO3Mipy
cepii. 3aTtBepaxeHo: Po3mip cepii - 120000

TabneTok, BKPUTMX NAIBKOBOH 060/TI0HKOH0.
3anponoHoBaHo: Po3mip cepii -120000 -480000

TabneTok, BKPUTMX NAIBKOBOKO 060/10HKOIO.

147.

POKCUMNEP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, 10 mr/4
mr/1,25 wr, no 10
Tabnetok y 6nictepi,
no 3 abo 9 6nictepis
Y KapTOHHIl kopoobui

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BUWMYCK Cepiii:
KPKA, 4.4., Hoso
mecTo, CroBeHis;
KOHTpPO/b cepili
(izmyHi Ta XimiuHi
meToan
KOHTPO/0):
KPKA, 4.4., Hoso
mecTo, CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
YTOUHEHHS1 peecTpauiiiHOi npoueaypy B HaKasi
MOS3 Ykpainu Ne 1350 Big 31.07.2024 - 3MmiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HouiA cepTudikart
Bif] BXE 3aTBEPAXEHOro BUPo6HMKa - MogaHHsA
HOBOro cepTudikaTa BifnoBiAHOCTI EBpONENCHKIi
thapmakonei Ne RO-CEP 2019-245 - Rev 01 gns
aitoyoi pevosuHu Perindopril tert-butylamine Big
BXe 3aTBepxeHoro BupobHunka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHu | TUny - 3miHu 3
saKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONeNnchbkili
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BUyYEHHS cepTudpikaTa BiANOBIAHOCTI
€Bponeiickkili hapmakonei: gnsa A®l; ons
BMXiAHOrO MaTepiany/peareHTy/npoMibKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) - Hoswii
cepTudikaT Bif, BXe 3aTBEPAKEHOr0 BUPOGHMKA -
MoaaHHA HoBOro cepTuddikaTa BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne RO-CEP 2019-235 -
Rev 00 ans gitoyvoi peyosuHu Perindopril tert-

3a
peyerimom

UA/17731/01/04




129

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

butylamine gns Bxe 3aTBepAXeHOro BUPOOHMKa
Zhejiang Menovo Pharmaceutical Co., Ltd. Ne 8,
Jing 13 Road, Hangzhou gulf Shangyu economic
and technological development zone, Shangyu
City, Zhejiang 312369, China (BnacHuk CEP
KRKA, d.d., Novo mesto). 3miHu | Tuny - 3mium 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BMXiQHOrO Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHoBneHWit cepTuddikaT Bif, yXe 3aTBepAXEeHOro
BMPOGHUKa - MNMogaHHsA OHOBEHOTO cepTuddikaTa
BiANOBIAHOCTI EBponeiicbkin hapmakonei Ne R1-
CEP 1998-075 - Rev 05 (3aTBepmxeHo: R1-CEP
1998-075 - Rev 04) ansa Aito4oi pevoBuHN
Indapamide Big Bxe 3aTBEpAXEHOr0 BUPOOHUKA
BIOINDUSTRIA L.I.M. S.P.A. 3MiHu | TNy - 3MiHn
3 AIKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIK4aun
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPIXEHUM PO3MipOM) - 36i/bLUEHHS PO3Mipy
cepii. 3aTBepmxeHo: Po3mip cepii: 240 000
TabneTok, BKPUTMX NAIBKOBOH 060/TI0HKOI0;
3anponoHoBaHo: Po3mip cepii: 240 000 — 960 000
TabneToK, BKPUTUX M/1iIBKOBOK 06G0/IOHKOH. 3MiHU |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/TOHAKOUM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHULITBA) - 3MiHW Y BUPOOGHMYOMY NpOLiECi
Tabn1eTok - 3MiHa NopsiAKy NPUroTyBaHHS CyMilLeid
KOMMOHEHTIB: cnoYaTky 3MillyBaHHSA iHdanamigy 3
MIiKPOKpMCTanNivyHO LeNtoa1030t0 y eTani 2, a noTim
CyMiLll NnepuHAonpuay TepT-6yTunamivy 3
MIKPOKPUCTaNi4YHO LLeNt1030t0 Ha eTani 4. 3miHa
nocnifoBHOCTI BBEAEHHS NPEMIKCy iHAanamigy Ta
npemikcy TepT-6yTunamiHy y 3millyBasibHy EMHICTb
Ha eTani 9. CyMmiLli KOMMOHEHTIB NoJarTb y
EMHICTb /19 3MiLLlyBaHHA B Takili NOC/ifOBHOCTI:
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KomnoHeHTu cTagii 01. Mpemikc iHganamigy cragii
03. MNpemikc nepuHgonpuny TepT-byTunamiHy 3i
cTagii 05.
Mpemikc po3yBacTaTuHy 3i cTagii 07. Lienonosa
MikpokpucTaniyHa, Tun 200, HX3bKa BONOTICTb 3i
cTagii 08. 3MiHu | TNy - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHN Y
npoueci BUPOGHULITBA rOTOBOrO NiKapCbKoro
3aco6y, BK/IOYAKUM NMPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHW) - 3MiHA BHOCUTbLCS
yepes foAaBaHHA HaniBnpoAykTy MNonepeaHs
KOMMpeciiiHa cymill (40 3maLLlyBaHHS) 415 SKOro
NPONOHYETLCA 1 MiCALb BUTPUMKU B 3aKpUTOMY
KOHTelHepi 3 HepXxasitouoi cTasi. 3MiHu | Tiny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) - 3MiHY BHECEHO A0
TEKCTY MapKyBaHHSA BTOPUHHOT YMNaKkoBKu
nikapcbkoro 3acoby B n. 8. «JATA 3AKIHUEHHA
TEPMIHY MPUNAOATHOCTI», a TakoX YTOYHEHHS
iHcbopMmawii Wwoao noroTuny BUpo6HMKa Ha
NEepPBUHHIM Ta BTOPUHHINA yNakoBL,i /likapCbKoro
3aco6y. BBefeHHs 3MiH NPOTAroM 6-Tu MicsiLiB
nicns 3aTBepmKeHHs. 3MiHn | Tuny - 3miHu 3
AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHU y npoLeci BUpo6HMLTBaA
roTOBOro NiKkapCbKOro 3acoby, BKIYa4Un
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoLeci BUpO6HMLTBA) - 3MiHK
y BUPOGHMYOMY npoueci TabneTok — nepernsHyTi
napameTpu npotiecy, 6epyuun fo yBaru
36i/bLUEHHA pO3Mipy cepil. MpuroTyBaHHA
NpeMiKCiB 3AiACHI0ETLCS B MPOLEC 4718 MiHiMi3aw,i
BTpaT Ail04NX PEHOBUH | BUKOHYETHCS BPYUHY,
TOMY HEMa€E [0[aTKoBMX napameTpis npouecy. Lo
CTOCYETbCSA MPUIOTYBaHHS KOMMPECIVHOT CyMiLui,
yac 3MillyBaHHSA Ta WBUAKICTb 3MiLLYBaHHSA Ha
cTafiax BupobHuutea 9 i 12 6ynm nepernsHyTi 3
ypaxyBaHHAM 36i/bLUEeHHS po3mipy napTii. Y
npoueci komnpecii napamMeTpu npoLiecy He
3MiHI0I0TLCA. LLlogo npuroTyBaHHa cycneHsii ans
NOKPUTTS, BYN10 OHOB/IEHO YaC 3MiLLyBaHHSA Ha
eTani 16 Ta nigxoauTb AN BCbOro
3apeecTpoBaHOro fiianasoHy po3Mipy cepiii.
MpoLec HaHeCeHHs NIBKOBOro NOKpuTTA (eTan
17) oHoBNeEHO eTanammn Ta NapameTpamu npoLecy.
Y BUpPO6GHMYOMY MPOLECi BigCYyTHI NPOMiXHi cepii. 3
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L€l NPMYMHM iHchopMaLito Npo Hux 6yo
BUAaNEeHO. Hemae XogHNX 3MiH Y
BHYTPILLUHbOBUPOOHNYOMY KOHTPOAI, MOB’A3aHMX i3
3MiHaMW Y BUPOGHMYOMY NPOLECI.
148. | POMA3UK TabneTtku, BKPUTI dapmaLeBTuy Monba dapmaLleBTUYHNI Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/13299/01/01
NiBKOBOO HWin 3aBog, 3aBsof 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom | nidsis2ae
o6onoHkoto, no 5 mr; | "Monbchapma” "Monbchapma” C. 3aci6. Cuctema KoHTeliHep/3akynopoBanbHuWii
no 10 TabneTtok y C.A. A. 3aci6. 3MiHa po3mipy ynakoBKM roTOBOr0
6nicTepi; no 3 nikapcbKoro 3acoby (3MiHa KiflbkoCTi OANHNLb
6nictepu y (Hanpwknag TabneTok, amnyn TOLLO) B YNaKkoBL,i:) -
KapTOHHI Kopo6Lyj; 3MiHa y Ajiana3oHi 3aTBepKeHUX po3MipiB
no 15 tabneTtok y ynakoBKK - 3MiHa po3mipy ynakosku /13, a came
6nicTepi; no 2 nopatkose nakyBaHHS Ne30 (15x2).
6nictepu y 3MiHM BHECEHI B po34in "YnakoBka" B iHCTPYKLi0
KapTOHHI KopoobLyi 0151 MEeANYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
Y 3B’A3KY 3 BBEAEHHAM [04aTKOBOI YNakoBKu 4115
[o3yBaHb 5 mr, 10 Mr Ta 20 Mr Ta iK HAcNifok -
3aTBEPMKEHHS TEKCTY MapKyBaHHSA f0AaTKOBUX
YNaKoBOK /1iKapCbKOro 3acoby Ans Lyx Ao3yBaHb.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
149. | POMA3UK TabneTku, BKpUTI PapmaLeBTUy Monbwa dapmaleBTUYHNI Monbwa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a He UA/13299/01/02
nNiBKOBOIO HWi1 3aBog, 3aBog 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuyenmom | nidssizae
060/10HKOH0, M0 10 "Monbcapma” "Monbgapma” C. 3aci6. Cuctema KoHTenHep/3akynopoBasibHU
Mr; no 10 TabneTok C.A. A. 3aci6. 3MiHa po3mipy ynakoBKu roToBOro
y 6nictepi; no 3 nikapcbKoro 3acoby (3miHa KisibKoCTi OANHULb
6nictepu y (ranpuknag TabneTok, amnyn TOLLO) B YNakoBLi:) -
KapTOHHI Kopo6Lyj; 3MiHa y Ajana3oHi 3aTBepkeHnX po3Mipis
no 15 tabnertok y ynakoBku - 3MiHa po3mipy ynakosku /13, a came
6nicTepi; no 2 nopatkose nakysaHHs Ne30 (15x2).
6nictepu y 3MiHM BHECeHi B po34in "YnakoBka" B iHCTPYKLiit0
KapTOHHIlA KopooLi 0151 MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby
y 3B'A3Ky 3 BBEA,EHHAM [0AATKOBOI YNakoBKU /15
[o3yBaHb 5 mr, 10 Mr Ta 20 Mr Ta K Hacnifok -
3aTBEPKEHHSA TEKCTY MapKyBaHHS [,04aTKOBUX
yMakoBOK NiKapCbKOro 3acoby Ans Uyx f03YBaHb.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.
150. | POMA3UK TabneTkn, BKPUTI dapmaneBTuy Monbwa dapmaueBTUYHNN Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/13299/01/03
nNiBKOBOO HWi1 3aBog, 3aBog 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCcbKuii peyenmom | niossizae
060/10HKO10, M0 20 "Monbchapma” "Monbpapma” C. 3aci6. Cuctema KoHTeliHep/3akyrnoproBasibHWi
mr; no 10 TabneTok C.A. A. 3aci6. 3MiHa po3mipy ynakoBKM roTOBOTO

y 6nicTepi; no 3
6nictepn y
KapTOHHI KOpoo6L;
no 15 tabnetok y
6nictepi; no 2
6nictepn y

nikapcbKoro 3acoby (3MiHa KiflbkoCTi 0ANHNLb
(ranpuknag TabneTok, amnyn TOLLO) B YNakoBsLi:) -
3MiHa y Aiana3oHi 3aTBeEpKEHNX PO3MIpiB
ynakoBku - 3MiHa po3mipy ynakosku /13, a came
nopartkose nakysaHHs Ne30 (15x2).
3MiHM BHECEHI B p034in "YnakoBka" B iHCTPYKLIiHO




132

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI KopoobLi [ANs MeAnYHOro 3acTOCyBaHHS JiKapCcbKoro 3acoby
Y 3B’A3KY 3 BBEE€HHAM [04aTKOBOI YNakoBKu 4115
[o3ysaHb 5 mr, 10 Mr ta 20 Mr Ta ik HacnifokK -
3aTBEPKEHHA TEKCTY MapKyBaHHS [04aTKOBUX
yNakoBOK /1iKapCbKOro 3acoby Ans Lyx Ao3yBaHb.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.
151. | POMA3UK TabneTku, BKPUTI dapmaLeBTuy Monba dapmaLeBTUYHNI Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/13299/01/04
nNiBKOBOIO HWiA 3aBog, 3aBog 3MiHM BHECEHI B p034in "YnakoBka" B iHCTPYKLi0 peyernmom nionsieae
obonoHkoto, no 40 "Monbchapma” "Monbchapma” C. [ANs MeAnyYHOro 3acToCcyBaHHS JiKapCcbKoro 3acoby
Mmr; no 10 TabneTok C. A A. Y 3B’A3KY 3 BBEEHHAM [04aTKOBOI YNakoBKW AN
y 6nicTepi; no 3 no3ysaHb 5 mr, 10 mr ta 20 Mr. BBegeHHsA 3MiH
6nictepu y NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPAXKEHHS.
KapTOHHI KOopooLi
152. | CAIbBYTAM | aepo30/b Ans nakcoCwmitKn Benvka "nakco Bennkom dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/2032/01/01
on iHransuin, AiH EkcnopT BpuTaHis MpoaakLwH 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom
[030BaHuit, 100 Nimiten Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHECEHO
MKr/go3y; 1 6anoH 3 Y TEKCT MapKyBaHHS NePBNHHOT yNakoBKM
003ylo4nm nikapcbkoro 3acoby M. 4. «[jata 3akiH4eHHs
KnanaHom Ha 200 TepMiHy NpUAATHOCTI» Ta A0 TEKCTY MapKyBaHHS
003y Kopobu,i 3 BTOPVHHOI yYNakoBku N. 8. «/lata 3aKiH4eHHsi
KapToHy TepMiHy NPUAATHOCTI»; AoAaHO iHdhopMaLiiio Npo
HasABHICTb /10rOTUMNY KOMMaHii. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MiCALIB MiCNSA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTpOosib rOTOBOro Nikapcbkoro 3acoby
(iHWi 3MiHW).
OHOB/EHHS BXe 3aTBepAKEeHNX METOAiB
KOHTPONO iKOCTi /13, a came BUKIafEHHS TEKCTY
[epXaBHOK MOBOIO 3riAHO Cy4YacHWX BUMOT.
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPAKEHHS.
153. | CEPOONEKT TabneTkn, BKPUTI JNyHp6ek [aHis BUPOBHMLTBO [OaHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/5601/01/01
060/10HKO0, N0 4 Mr; Ekcnopt A/C Hepo3chacoBaHOro 3MiHK | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peuyenmom
no 10 TabneTok y NpoAYyKTY, Ta hapmakoHarnsagy. BeegeHHs abo 3miHu Ao
6nictepi; no 3 nepBuHHe Ta y3ara/ibHeHUX JaHnx npo cucremy
6nictepn B BTOPUHHE thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx

KapTOHHi KOpO6L

nakyBaHHs, BUMYCK
cepiit: X. JlyHabek

npo cuctemy thapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32

A/C, [aHis; 3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
BUNPOGYBaHHSA 3a thapmMakoHarnsgy 3asBHvKa Ans 34iACHEHHS
NMOKa3HMKOM hapmakoHarnsgy B YKpaiHi, SKL0 BOHA BigMiHHA
"Mikpob6ionoriyHa Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIAaIbHOI 3a
yucrora™ 3ailicHeHHs hapMakoHarnsgy (Bkiyanum
EypodhiHC KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
Biochapma macTep-gaiina cuctemu papmMakoHarnsay). 3miHa
MpopakT TecTiHr KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M 3asiBHYKa,
Jenmapk A/C, Bi4noBiAa/IbHOI 3a dhapMakoHarnsg B YKpaiHi.
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[JaHis
154. | CEPOONEKT TabneTtku, BKPUTI NyHp6ek [aHia BUPOGHMLTBO [JaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5601/01/02
060/10HKO0, N0 12 Ekcnopt A/C Hepo3cacosaHoro 3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI peyenmom
Mr; no 14 tabnetok npoaykKTy, Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y 6nictepi; no 2 nepBuHHe Ta y3arasibHeHUX JaHnX Npo cucTemy
6nictepy B BTOPVHHE hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
KapTOHHIA KopoobLi nakyBaHHs, BUMYyCK npo cmuctemy chapmakoHarnsgy, aMiHa
cepiii: X. JlyHa6ek YMNOBHOB&XEHOT 0C06M, BigNoBiganLHOI 3a
A/C, [aHisi; 3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
BMNPOGYBaHHS 3a thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
NOKa3HVKOM thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
"MikpobionoriuHa Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
yucroTa'™ 3pificHeHHs hapmakoHarnsay (BkioYakyn
EypochiHC KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
Biochapma mMacTep-ghaiina cuctemu thapmakoHarnsgy). 3miHa
MpogakT TecTiHr KOHTaKTHUX AaHWUX KOHTaKTHOT 0CO6W 3asiBHYKA,
HeHmapk A/C, Bi4NoBiAabHOT 3a hapMakoHarnsg B YkpaiHi.
[JaHis
155. | CEPNI®T TabneTku, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a He UA/4446/01/02
060/10HKOI0, N0 100 dapmacbloTHK dapmacboTukas 3MiHu | TUnNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuyenmom | nidssizae
Mr no 14 TabneTtok y an lHgacTpis IHaacTpi3 Nimiteq, Ta hapmakoHarnsgy. 3miHa y KopoTkili
6nicTepi; no 2 Nimiten XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEeKCTi

6nictepu B
KapTOHHI KopoobLi

MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku 3acTocyBaHHSA
nikapcbkoro 3acoby B micnspeecTpaviliHvin nepioa,
ab0 K pe3ynbTar OLiHKM 3BiTY 3 fOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigkenb (PIP) (iHWwi 3MiHW). 3MiHU BHECEHO B
IHCTpPYKLit0 4519 MeANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby o po3sainy "Mo6iyHi peakuyii”
BiANOBIAHO A0 iHhopMaL,i Wwoao 6e3neku
3aCTOCYBaHHSA 4iH04O0T PeYOBUHY 3riHO 3
pekomeHaauieto PRAC. BBeieHHs 3MiH NPOTArom
6-TV MicALIB MicNsa 3aTBepMXEHHSA. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA Ha MicTaBi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKn NiKapcbKoro
3acoby, abo focnigxkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy negiatpudHmnx
pocnipxeHs (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHWUM YNOBHOB&XXEHVM OpraHoM). 3MiHu
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BHECEHO B IHCTPYKLiIO A5 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakwyii" BigNoBigHO A0 iHhopmaLii LWwoao
6e3nekn 3acTocyBaHHS Ail040i PeYOBUHM 3TigHO 3
pekomeHaauieto PRAC. BBeieHHs 3MiH NpOTArom
6-TV MicsLIB NicNsA 3aTBEPKEHHS

156.

CEPNI®T

TabneTku, BKpUTI
060/10HKO0, N0 50
Mr no 14 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopoobui

CaH
PapmacboThK
an lHgacTpis
Nimiteq

IHais

CaH
dapmMacboTUKa
IHpacTpis Nimiteq,

IHgis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3aco6by, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nMicnspeecTpaviliHvin nepioa,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIIKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigkenb (PIP) (iHWwi 3MiHW). 3MiHM BHECEHO B
IHCTpPYKLit0 4519 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby a0 po3ainy "Mo6iyHi peakuii”
BiANOBIAHO A0 iHhopMmaL,i Wwoao 6e3neku
3aCTOCYBaHHSA AiH040T PeYOBUHY 3riHO 3
pekomeHaauieto PRAC. BBeieHHs 3MiH NpOTArom
6-TV MicALIB MiC/A 3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MicTaBi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
a60 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
NpoBefeHUX BiAMOBIAHO A0 NiaHy negiaTpudHmuX
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVM OpraHoM). 3MiHu
BHECEHO B IHCTPYKLiO AN MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakwyii" BigNoBigHO A0 iHhopmauii Lwoao
6e3nekn 3acTocyBaHHS Ail040i PeHYOBUHM 3TigHO 3
pekomeHaauieto PRAC. BBeieHHs 3MiH NpOTArom
6-TV MicsLIB NicNs 3aTBEPKEHHS

3a
peyenmom

He
nionsiecae

UA/4446/01/01

157.

CIO®OP®
850

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, M0 850
Mr no 15 TabneTtok y
6nictepi; no 4
6nictepn y

BEPNIH-XEMI
Al

HimeuunH
a

MNepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUNYCK cepil:
BEP/IIH-XEMI AT,

HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3miHM y BUpPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO NikapCbKoro 3acoby
(3amiHa abo AofaBaHHA Ai/IbHULI, HA SKil

3a
peyenmom

He
nionsieae

UA/3734/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
HimeuumnHa; 3[iICHI0ETLCS KOHTPO/IL/BUNPOBYBaHHS cepi) -
pofaBaHHA A. MeHapiHi MaHydakTypiHr JloricTike

KapTOHHI KopoobLi

Bupo6HuLTBO “in
bulk" Ta KOHTpOsb
cepiii:
BEP/IH-XEMI AT,
HimeuumnHa,;
[pareHocapm
Anotekep Mowwn
v6X, HimeuunHa;
BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepiii Ta
BUMYyCK Cepili:
MeHapiHi-®oH
XeligeH Mv6X,
HimeuumnHa,;
KoHTponb cepiii:
AJ1C Yecbka
Pecny6nika c.p.o.,
Yecbka
Pecnyb6nika;
KoHTponb cepiii:
AJIC Yecbka
Pecny6nika c.p.o.,
Yecbka
Pecny6nika;
KoHTponb cepiii:
A. MeHapiHi
MaHyhakTypiHr
JoricTikec eHg,
Cepsicec C.p./1,,
ITania

eHp Cepsicec C.p.J1., Itanis/A.Menarini
Manufacturing Logistics and Services S.r.l., Italy)
SIK OAATKOBOI AiNbHULI, Ha AKili 34iiCHI0ETLCA
KOHTpONb cepii I/13. BBeAeHHSA 3MiH NpOTArom 6-
TV MiCALiB NicNa 3aTBEPMKEHHS. 3MiHM | Tuny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3mMiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
MeX roTOBOro /liKkapCbKOro 3acoby (f0NOBHEHHS
abo 3amMiHa nokasHuka cnevudikauii 3a
pe3ynbTaTamu gocnimpkeHb 3 6e3nekn abo AKocTi
(3a BUHATKOM JliKapCbKMX 3ac06iB
6i0/10r4YHOr0/iIMyHONOTYHOrO MOXOMKEHHS)) -
[ofaBaHHSA KOHTPO/IIO JOMiLLKM N-
Hitpo3ogumeTtunaminy (NDMA) 3 HOpMyBaHHAM
«He 6inblwe 32 ppb» B cneundikauito MN3. Mpu

BUMYCKY BUNpo6yBaHHA 6yAe NpoBOAUTUCA 3
4acTOTOH Ha KOXHii 10-ii cepii, ane He pige
0[IHOTO pasy Ha pik. JofaTKoBO, BUNPaB/IEHHS

dhopmynm B meTogi BUNpobyBaHHS «KinbKicHMiA
BMICT AOMILLOK» AN151 PO3paxyHKy BMIiCTY
LiaHoryaHianHy.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWI1 NikapCbkuWii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHWN) - OHOB/IEHHS
po3giny 3.2.P.6.CTaHfapTHi 3pa3ku Ta npenaparu.

OHOB/EHHSA CNpsSIMOBaHe Ha NPVBEAEHHS PIBHSA
KBaUtidoikauii cTaHAapTHUX 3pas3kiB Y BiAMOBIAHICTb
BuMor Ph.Eur.5.12 Ta npeAcTaBneHHs akTyaslbHUX

CTaHAapTHUX 3pas3kis i MaTepianis. BuganeHo
3acTapini CTaHAapTHi 3pasky Ta pesynbTath ix
aHanizy. OHOBNEHHS He MoB’sA3aHe 3i 3MiHamu B
aHaniTMYHNX MeToAMKax. 3MiHW | Tuny - 3MiHu 3

AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHn, LWwo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJ/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BUPOOHMKA, L0 Bignosigae 3a
BBE3€eHHA Ta/abo BMnyck cepii) - He BkIovaroum
KOHTPO/b/BMNPOGYBaHHS cepii - foAaBaHHSA
BMPOBHMKaA rOTOBOr0 NiKapcbKoro 3acoby MeHapiHi
®oH XeiigeH Tm6X, HimeuwunHa (Menarini-Von

Heyden GmbH), BignoBigasibHOro 3a BUNyck cepii,

(us ginaHka Bxe 3aTBepmXeHa A5 KOHTPOIIO
cepiit). 3MiHW BHECEHO B IHCTPYKLt0 Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

MeAMYHOro 3acTOCYBaHHS ikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOOGHMKa Ta afpeca MicLis NPOBaPKEHHS 1ioro
LisANbHOCTI" 3 BigNOBIigHNMYM 3MiHAMUW B TEKCTI
MapkyBaHHS ynakoBoK. BBeeHHs 3MiH NpoTArom
6-TV MiCALIB MicNA 3aTBEPMKEHHSA. 3MiHK | Tvny -
3MiHu 3 sKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTofAax BUNPOGYyBaHHS FOTOBOIO JliKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNpobyBaHHSA) - He3HavyHa 3MiHa B
MeTogi BunpobyBaHHs /13 3a NOKa3HWKOM
«PO34MHEHHS», a came Y 3B’A3KY i3 06MeXeHO
KOMEPpLiHOK AOCTYMHICTIO (hinbTpIB,
BUrOTOB/IEHUX 3 PEreHepoBaHol Lentnosu,
3aCTOCOBYETHLCH a/IbTEPHATVBHWI
hiNbTpyBasibHUIA MaTepian —
noniteTpacTopeTnneH. BBeeHHs 3MiH NPOTArom
6-TV MicALIB Mic/1A 3aTBepMKXEHHSA. 3MiHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BMXiZAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEHWi cepTuddikaT Bif, yXe 3aTBepAXEHOr0
BMPOGHMKA - MOJaHHSA OHOBJ/IEHOrO cepTudikaTy
BignoBigHOCTI EP Bif, BXe 3aTBEPAKEHOro
BMPOGHMKA Ait040T peHOBUHU METOPMIHY
rigpoxnopug Harman Finochem Ltd CEP Ne R1-
CEP 2000-059-Rev 12 (nonepepaHs Bepcis: CEP
Ne R1-CEP 2000-059-Rev 11). 3miHu | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi chapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'a3aHa 3i 3MiHaMu B
L®Y, abo €Bponeiickkili hapmakonei, abo iHLwil
HauioHasbHi thapmakonei gepxasu €C) -
BUJTYYEHHS NOKasHuKa «Badki meTann» 3i
cneumdikauii ansa Bupo6Hmka Wanbury Limited,
IHAiA. 3MiHK | TUNy - 3MiHK 3 skocTi. CepTuddikat
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHoOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[OMNOMDKHOT peYOBUHY (IHLLI 3MiHW) - BHECEHHSA
3MiH go po3ginis 3.2.S.6.Cuctema
KOHTeliHep/3aKynopoBasnbHuii 3aci6, 3.2.5.7.1.
Pestome w040 cTabifibHOCTI Ta BUCHOBKM,
3.2.S.7.2.MNpoTokon nicnapeecTpauiiHoro
BMBYEHHS CTabiNbHOCTI Ta 3060B’13aHHS W00
ctabinbHocTi, 3.2.S.7.3. [laHi Npo cTabinbHICTb
BMpo6Huka APl Wanbury Limited. Lli 3miHn
NoB’A3aHi 3 OHOB/IEHHAM NakKyBasIbHOTO MaTepiasny
Ta BBEEHHSAM nepiofy NOBTOPHOIO BUNPOOYBaHHSA
B CEP R1-CEP 1998-079-Rev 07, ockinbku
3asBHUK He BHIC Lii 3MiHW B HOPMAaTUBHY
[OKyMeHTaLito Ta Xo4e Hapasi BHECTM 3MiHV B
HOpPMAaTVBHY AOKyMeHTaLito. 3MiHW | Tuny - 3MiHun 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpoONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a60
BUyYEHHA cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEHWit cepTuddikaT Bif, yxe 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOrO cepTudikaTy
BigNoBigHOCTI EP Bif, BXe 3aTBEPAKEHOro
BMpO6HMKa Wanbury Limited gns gitouoi peyosuHn
meTdopMiHy rigpoxnopug CEP Ne R1-CEP 1998-
079-Rev 10 (nonepepaHs Bepcis CEP Ne R1-CEP
1998-079-Rev 09)

158.

CIO®OP®
850

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, M0 850
Mr no 15 TabneTtok y
6nictepi; no 4
6nictepn y
KapTOHHIA Kopoo6Li

BEPNIH-XEMI
Al

HimeuumnH
a

MNepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUNYCK cepil:
BEP/IH-XEMI AT,
HimeyumnHa;
Bupo6HMLTBO "in
bulk" Ta KOHTpO/Ib

HimeuuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHun). 3MiHM BHECEHO

[0 IHCTpyKUIii AN MeAWNYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy "dapmakonoriyHi
B1ACTMBOCTI" YTOYHEHHS iH(hopMmaLii BifnoOBIAHO
[0 maTepianiB peecTpauiiiHoro focbe. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.

3a
peyenmom

He
nionsieae

UA/3734/01/03
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n/n

JliKapcbKO20

Hassa

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cepiii:
BEP/IH-XEMI AT,
HimeuumnHa,;
[pareHocapm
Anotekep Mowwn
m6X, HimeuunHa;
BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepiii Ta
BUMYyCK Cepili:
MeHapiHi-®oH
XeligeH Mv6X,
HimeuumnHa,;
KoHTponb cepiii:
AJ1C Yecbka
Pecny6nika c.p.o.,
Yecbka
Pecnyb6nika;
KoHTponb cepiii:
AJIC Yecbka
Pecny6nika c.p.o.,
Yecbka
Pecny6nika;
KoHTponb cepiii:
A. MeHapiHi
MaHyhakTypiHr
JoricTikec eHg,
Cepsicec C.p.J1,,
ITania

159.

CMO®KABIB

EH

LEEHTPANbH

nm

emMynbCia aAnsa
iHdpy3ili; no 986 mn,
no 1477 mn, no
1970 mn, no 2463
MJ/1 B TPUKAMEPHOMY
n1acTMKoOBOMY
KOHTEeliHepi
«BiothiH», aKkni
pasom 3
AHTUOKNCHUKOM
BMILLYOTb Y
30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 986 mn, no 1477
mMA, no 1970 mn B
TprYKaMepHoMy
na1acTMKOBOMY

®peseHiyc
Kabi

[oiiunang,
meX

HimeyunH
a

®pe3seHiyc Kabi
AB

LLseuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0C06M, BignoBigansLHoI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemm hapmakoHarnagy)- 3miHa
KOHTaKTHUX AAHWX KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
dhapmakoHarnsgy B Ykpaii.

3a
peyenmom

UA/14346/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTEliHepi
«bBiothiH», AKuiA
pasom 3
aHTWOKVMCHNKOM
BMIiLLYIOTb Y
30BHILLHIl
NNacTVKOBUI MILLIOK;
no 4 MilKv B
Kopob6L; no 2463 mn
B TPYKamepHoMy
nnacTyKoBoMy
KOHTeliHepi
«BioiH», Akuii
pasom 3
AaHTVMOKVMCHWKOM
BMILLYIOTb Y
30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 3 MiLlKn B
KopoobLi
160. | CONNIPEHAL, | TabneTku, BKpUTI AT "dapmak” YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/17953/01/01
NH-®APMAK | nniBkoBot dapmacbloTikans Pecny6nika 3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
060/10HKOI0, M0 5 Mr, AT BUPOGBHMYOT AiNbHULL (BKNHOYAOUN AiNbHULI AN1A
no 10 TabneTok y A®I, npomixXHOro NpPoAyKTy abo rotosoro
6nicTepi; no 3 abo NiKapcbKoro 3acoby, AibHUL A1 NPOBEeAeHHS
no 10 6nicTepis B nakyBaHHs1, BUPOGHYKa, BiNOBIgaNbHOIO 3a
KapTOHHI Kopoobui BWMYCK CEpiid, MicLie NPOBEAEHHS KOHTPOIO cepii)
ab0o noctavasnbHWKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHYU (AKLLO
3a3Ha4yeHo y A0cbE). BunyyeHHss Bupo6Huka AdI
MSN Laboratories Private Limited, IHAis1.
3anvwaeTbcsi 3aTBEPKEHNI BUPOGHUK AdDI
MEGAFINE PHARMA (P) LIMITED, IHgis
161. | COMIPEHAL, | TabneTtku, BKpUTI AT "®apmak” YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/17953/01/02
NH-PAPMAK nNiBKOBOIO dapmacbioTikans Pecny6nika 3MiHuM | TUNy - AAMIHICTpaTVBHI 3MiHW. BuniyyeHHs peuenmom
o6onoHkoto, no 10 AT BVMPOGHWYOI AinbHNL (BKIHOYAKOUN AinbHALI ANS
Mr, no 10 Tabnetok A®I, npomixXHOro NpoAyKTy abo rotoBoro
y 6nictepi; no 3 abo nNiKapcbKoro 3acoby, AiNbHUL AN NPOBEeAEHHS
no 10 6nicTepis B nakyBaHHs1, BUPOOHWKA, Bi4NOBIigaIbHOIO 3a
KapTOHHIlA KopoobLi BWMYCK Cepiid, MicLle NPOBEeAEHHS KOHTPOSIO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 A0MOMIKHOI PEYOBUHY (SIKLLO
3a3HayeHo y A0cbe). BunyyeHHs BupobHuka Ad|
MSN Laboratories Private Limited, IHAis1.
3anunwaeTbes 3aTBepAKEHNI BUPOOHUK ADI
MEGAFINE PHARMA (P) LIMITED, IHgis
162. | CNA3BMA/IFO | Ta6netky no 10 TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/7059/01/01
H AYO TabneTok y brictepi; YkpaiHa» [ynHuus AT TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 1 a6o no 2, abo 23.07.2015 Ne 460) y 3atBepmxeHnx MKA B
no 5 6nictepiB y po3aini 1.1 "Cneuucpikauii Ta BUnpobyBaHHA Ha
KapTOHHIlA KOpo6L; BUNYCK", SIKa NONArae y HEKOPEKTHOMY 3a3HaueHHi
no 20 TabneTok y Ha3BW NikapcbKoro 3acoby, a came - 3a3HayeHo
6nictepi; no 1 Cna3masiroH® TabneTkn 3amictb CnasmasiroH
6nictepy B AYO, tabnetkun. [itoya pegakuin: Cneuymndikaii
KapTOHHI Kopoo6Li "Cneuwdikauii Ta BUNpobyBaHHSA Ha BMNycK"
Cna3smasiroH® TabneTku.
MponoHoBaHa pepgakuis Cneuudikadii
"Cneuwdikauii Ta BUNpobyBaHHSA Ha BUNycK"
CnasmanroH AYO, TabneTtkm
163. | CNEKTPINA NMopoLUOK AN Megak HimeuunH Bnpo6HuK, Wwo Himeuunna BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/17474/01/01
KOHLeHTpaTy A5 lesenbwadT a BignoBigae 3a 3MiHn | TUny - 3MiHn 3 skocTi. A®l. BUpobHMUTBO. peyenmom
pO34uHy ons chtop KAiHiwe MapKyBaHHS, 3MiHM BUNPO6YBaHb ab0 A0NYCTUMUX MEX Y
iHcpy3iA, no 10 000 LWneujanbnpe BTOPVHHE npoueci BupobHuuTBa A®I, L0 BCTAHOBMEHI Y
Of; 1a6o05 napate M6X naKyBaHHs Ta 3a cneumdikauisix (3BY)XXEHHS AONYCTUMUX MEX)
dhnakoHiB 3 BUMyCK cepii: 3BYXEHHS AONYCTUMUX MEX NOKa3HUKa
NMOPOLLKOM Y Megak €1eKTPONPOBIAHOCTI B NPOLLECi NPOBEAEHHS
KapTOHHIA Kopoo6Li le3enbliadt drop AiadinbTpau,ii |, Wwo BcTaHOBNEH Ans gitoyol
KNiHiWwe peyoBUHM r-L- acnapariHasu B NpoLeci
LWneujansbnpenapa BMpo6HULUTBa —3 «LT 2 mS/cm» fo «LT 2,0
Te M6X, mS/cmy»; pefakuiiiHi 3miHn (p.3.2.S.2.2). 3miHu |
HimeuuunHa; My - 3MiHKU 3 AKOCTi. A®l. KoHTposb A®I. 3miHa y

Bnpo6HuK, Wwo
BignoBigae 3a
BUPOGHMLTBO
roTOBOI NiKapCbKOI
chopmu, NepBUHHE
nakyBaHHs,
BMNPOGYBaHHA/KOH
TPO/b AKOCTI:
JliokoHTpakT
'm6X, HimeuunHa

napameTpax crneundikauiii Ta/abo gonycTtuMmx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuurea Ad|
(iHWi 3MiHW) 3MiHM LLOAO OHOB/IEHHS SKOCTI
BUXiZHOT CMPOBWHW, LLIO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea Adl (posain 3.2.5.2.3)
3a3Ha4yeHo BMPOOHUKIB/NOCTaYaIbHUKIB BUXIgHNX
MaTtepianis, BUXigHy CMPOBUHY Hapasi 3BeeHO B
oKpemy Tab/mLio, a TakoX HaBefeHo pe3y/bTaTu
BUNPOOYBaHb, MPOBEAEHNX NPV OTPUMAaHHS
TOBapy BMPOGHUKOM thapmaLeBTUYHOI cybcTaHLil
— KomnaHieto Wacker Biotech GmbH. Toprosi
Ha3BW , LLIO CTOCYETLCA BUPOOHMKa/NoCTavasibHMKa
BUJTyYEHO.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWi
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX rOTOBOTO JTiKApCbKOro 3acoby
(iHWi 3miHW) 3amiHa MeToAy BMMPOGYBaHHS
«laeHTuikauis» Ta «BMiCcT» MeToA0M
KanisisApHoro 3oHHoro enektpodopesy (CZE) Ha
aHioHo06MiHHY xpomatorpadito (AEC) y
cneuugikaLii roToBoro fikapcbkoro 3acoby.
3miHu | TMNYy - 3MiHK 3 sikocTi. CepTudikat
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii. 3miHu,
MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MOHorpadii APY a6o
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHas1bHOI thapmakonei aepxasun €C (iHLWi
3MiHM) 3MiHa AKOCTi BOAU 3 BUCOKOOUMLLLEHOT BOAW
(HPW) Ha Boay ans iH'exuii (WFI)
3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs AD| abo
BUXiZAHOrO MaTepiany/npomiKHOro
NpPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
OHoBEeHHSA BUNPOBOYBaHHA CeKBEHYBaHHS GiNnkis
(N - terminal sequence, C - terminal sequence)
015 Ailo40T peyoBUHU PeKOMOBIHaHTHOI L-
acnapariHasu, L0 BUKOPUCTOBYETLCA Y NPOLLECi
BMPOGHMLTBA ADI, 3 METOIO NOKPALLEHHS
aBTomarm3sadii aHaniTMyHoi npouenypu. Onnc
MeToAy neperfisitHyTo 3 MeTo HagaHHS BinbLu
iHchopmawii LLoAo BMKOPUCTaHHS 06’emiB Ta
KiNIbKOCTi LMKNIB

164.

CYNb®ALMN
HATPIIO

Kpanni o4Hi 30 %, no
10mny
nnacTykoBoMy
donakoHi; no 1
chnakoHy y nauuj 3
KapToOHyY

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMMX MEX, BU3HAUYeHuX y cnevmdikauisax
Ha A®|, abo BYXiZHWNIA/MPOMIXKHWIA
NpOAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHLWi 3MiHN)
MpuBeaeHHs cneuymdikadii BXIAHOro KOHTPO/O
TOB "93" BIO®PAPMA", YkpaiHa ans A®I
CynbthaueTtamif HaTpito 40 BUMOT MOHOrpadii
Sulfacetamide sodium €® Ta maTepianis
BUpo6HUKa A®I, a came f0LAHO NOKa3HWK
«PO34MHHICTb» Ta «MikpOB6ioNorivYHa YNCTOTaR,
BHECEHO YTOYHEHHS [0 MyHKTIB cneumndikaw,ii
«KinbkicHe BU3HaYeHHs» Ta «Boaa», BUNyUYeHHs
noKasHUKiB «Po3mip YacTok» Ta «Baxki meTanun».
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
AQ®l; ans BUxigHOro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; Ans

3a
peyerimom

UA/5006/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HouiA cepTudpikat
Bifl BX€ 3aTBEPAXEHOr0 BUPOOHUKA.
BnpoBamkeHHs akTyanbHoi Bepcii CEP Ne R1-
CEP 2008-311-Rev 01 (6yno DMF number 5390)
Bif, BUPOGHMKa cybcTaHuii CynbdaueTtamis HaTpito
«Katwijk Chemie B.V.».
165. | CYCNPIH® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19927/01/02
nNiBKOBOIO "TNEAPAPM DPAPM" 3MiHun | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
060/10HKOI0, N0 8 Mr nTa” Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
Ne10 (10x1): no 10 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
Tabnetok y 6nictepi; nocBiAYeHHs, BKIoYaroun MnaxH ynpasniHHA
no 1 6nictepy y pu3nKamMm (3aCTOCYBaHHS TEKCTY, AKUi
KapTOHHIl ynakoBsLyj; NOroKEHNI 3 KOMNETEHTHNM OpraHom)
Ne30 (10x3): no 10 3asBHUKOM HafaHO OHOBMEHWI MNnaH ynpasniHHA
Tabnetok y 6nictepi; pv3unkamm Bepcis 3.0.
no 3 6nictepu y 3MiHV BHECEHO [0 YaCTUH:
KapTOHHI/ ynakosL,i | «3aranbHa iHthopmaLis»
Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 chapmakoHarnsgy»
V «3axoam 3 MiHimi3aLii pusmnkis»
VI «Pe3iome nnaHy ynpaBniHHSA pyU3vkamus»
VIl «Qopatkun» (gogatku 1-8)
y 3B’513Ky 3 OHOB/IEHHAM iHdopmaLii 3 6e3nekn
[il040i peYOBVHM OHAAHCETPOH BiAMNOBIAHO A0
aKTyasbHOI pethepeHTHOT iHhopmaLLii, a Takox y
3B'A3KY i3 3MiHOIO chopmarty BiANOBIAHO 4O BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines).
Pestome MnaHy ynpasniHHa pusukamu Bepcis 3.0
[0A3ETLCA.
166. | CYCMNPIH® TabneTtku, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/19927/01/01
nNiBKOBOO "TNEAPAPM DPAPM" 3MiHu | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom
060/10HKOI0, N0 4 Mr nTa: Ta chapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo

Ne10 (10x1): no 10
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHIA ynakoBLi;
Ne30 (10x3): no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHI ynakosL,i

3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
nocBiAYEeHHs, BKIoYaroun Mnax ynpasniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOroKEHNI 3 KOMNETEHTHNM OpraHom)
3as8BHUKOM HaaHO OHOBMEHWI MNnaH ynpaBniHHA
pu3nkamm Bepcis 3.0.
3MiHU BHECEHO [10 YaCTVH:
| «3aranbHa iHhopmaLlis»
Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 chapmakoHarnsgy»
V «3axoam 3 MiHimi3aLii pusmnkie»
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

VI «Pe3iome nnaHy ynpasniHHSA pyu3rkamms»
VIl «Qopatkun» (gogatku 1-8)

Yy 3B’513Ky 3 OHOBJ/IEHHAM iHhopMaLiii 3 6e3nekn
Ail040i PeYOBVIHM OHAAHCETPOH BifMOBiIAHO A0
aKTyasnbHOI pehepeHTHOT iHhopmaLlii, a Takox y
3B'A3KY i3 3MiHOIO hopmarty BiANOBIAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines).

Pestome MnaHy ynpasniHHa pusukamu Bepcis 3.0
[0A3ETLCA.

167.

CYCNPIH®

PO34MH ANna
opasibHOro
3acTocyBaHHs, 4
Mmr/5 M, no 50 mny
donakoHi, no 1
chnakoHy pasom 3
MipHUM
CTakaH4MKOM B
KapTOHHIA ynakoBL,i

TOB
"TNEAPAPM
nTa”

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. BHeceHHss abo 3miHa(u) oo
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
NnocBiAYEHHSR, BKIOYaroun MnaH ynpasniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOroXEHW 3 KOMNETEHTHAM OpraHom)-
3as8BHUKOM HafaHO OHOBMEHWI MNnaH ynpasniHHA
pviavkamu Bepcis 3.0. 3MiHWM BHECEHO [0 YacTuH: |
«3arasibHa iHthopmauin» Il «Cnevumdikayisa 3
6e3nekn» |l «MnaH 3 hapmakoHarnagy» V
«3axoayu 3 MiHiMi3auii pu3ukiB» VI «Pe3iome nnaHy
ynpas/iHHA pusnkammn» VIl «Jogatku» (nogatkm 1-
8) y 3B’A3KYy 3 OHOB/IEHHAM iHhopMaL,i 3 6e3nekn
[il040i peYOBVIHM OHAAHCETPOH BiAMNOBIAHO A0
aKTyasbHOI pethepeHTHOT iHhopmaLLii, a Takox y
3B'A3KY i3 3MiHOIO hopmarty BiANOBIAHO 4O BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines). Pe3tome MnaHy ynpasniHHA
pvsvkamu Bepcis 3.0 gogaeTbes.

3a
peyenmom

UA/18325/01/01

168.

TEFPETON®

TabneTku no 200 mr;
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y
KapTOHHIlA KopooLi

Hosapric
®Papma Al

LLiBeruapi
2

HosapTic ®apma
C.n.A.

ITanisa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefileHHs y3araslbHeHuX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHvKa 415 34iCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BigNoBiganLHOI 3a
34iicHeHHs hapmakoHarnsay (BkaYakyn

3a
peyenmom

UA/9428/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
macTep-gaiina cuctemy papmMakoHarssay). 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHUKA, BifnoBigasibHOI

3a hapmakoHarnsg,.

[Oitova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. NponoHosaHa pepakuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTH/X AAaHUX YNOBHOBaXKEHOT
0co6u 3asBHKKa, BifnoBigabHOI 3a
hapmakoHarnag. 3miHa MicLe3Haxo4KeHHs
mMacTep-aiina cuctemu dpapmakoHarnisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy

169.

TENAI

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, 50
mr/300 mr/300 mr, no
30 TabneTtok y
KOHTelHepi, no 1
KOHTEliHepy B
KapTOHHIlA KOpooLi

leTepo /1a63
Nimiteq

IHais

IeTepo /1a63
NimiTen

IHgis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nMicnspeecTpaviliHvin nepioa,
ab0 K pe3ynbTar OLiHKM 3BiTY 3 JOCAIIKEHD,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigmkenb (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOB&)XEHVM OpraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiANOBIAHO A0 pekomeHaaLii PRAC. BBegeHHs
3MiH NPOTArom 6-Tu MIiCALB NiCAA 3aTBEPAXKEHHS -
3MiHn | TUnYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKun NiKapcbKoro
3acoby, abo focnigkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
NpoBefeHNX BiAMNOBIAHO A0 NiaHy negiaTpuyHmX
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3miHn
BHECEHO [0 IHCTPYKLIT 415 MEeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO A0 pekomeHAaLii
PRAC.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS

3a
peyenmom

He
nionsieae

UA/18591/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
170. | TIOKTOH PO34MH ON15 iH'EKLLN, TOB "®OPC- YkpaiHa K.T. POM®APM PymyHis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/17881/01/01
600 mMr/24 mn no 24 DPAPMA KOMMAHI C.P.J1. 3MiHu Il Tuny - 3MiHK 3 skocTi. A®l. BUpo6HMLTBO. peuyenmom
My chnakoHi, no 5 ANCTPUNBIO (BMpPOGHMLTBO Ta 3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXHOro
h/1aKkoHIB y LH" nepBuUHHe NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTHLCS Y
KOHTYPHIl nakyBaHHs BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
YapyHKOoBIli ynakoBLi nikapcbkoro (Bkntovaroun, ae HeobxigHoO, MicLe NPOBeAEHHS
Y KapTOHHI nayui 3aco6y; BTOPUHHE KOHTposto sikocTi) APl (3a BigcyTHOCTI
nakyBaHHs, cepTudpikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
KOHTPO/1b hapmakonei y 3aTBepAxeHOMy [OCbE)(BBEAEHHS
KiHLLeBOro HOBOro BMPOOHKKa A®| 3 HaaHHAM MacTep-
nNpoayKTy Ta (paiina Ha Adl) - BBeieHHS [OAATKOBOro
BUMNYCK Cepil) BMpo6HMKa AP TiokToBOI kncnoT Shandong Qidu
Pharmaceutical Co., Ltd., Kutaii 3 HagaHHsaM
malicTep-thaiina Ha A®I (3aTBEPAXEHMNIA BUPOBGHMK
Olon S.P.A. ITanis)
171. | TOBPALEKC | kpanni o4Hi; no 5 mn HoBaprTic LLiBeruapi AsnkoH KyBpbop Benebris BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/2448/01/01
® y thnakoHi- dapma Al a 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
KpanesibHuuj; no 1 Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
dhnakoHy- y3ara/ibHeHUX JaHnx npo cucTemy
KpanenbHuLj B thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
KOpo6L,i 3 KapTOHY npo cuctemy papMakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHuKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBigansLHoI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
macTep-gpaiina cuctemn papmakoHarnsay)- 3miHa
YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.
[Oitova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. - NponoHoBaHa pefakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBAXEHOT 0CO6U 3as1BHMKA, BifnoBiganbHOI
3a (hapmakoHarsag. 3miHa MicLe3HaxomKeHHs
mMacTep-aiina cuctemu dpapmakoHarnisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
172. | TOBPALEKC Ma3b O4Ha; Mo 3,51 Hosapric LLiBeruapi ANKOH KyBpbop Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2448/02/01
® y Ty6i; no 1 1y6i y dapma Al a 3MiHun | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuenmom

KOpoOL,i 3 KapTOHY

Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3araJlbHeHNX AaHux npo cuctemy
hapmakoHarnagy (BBeAEHHS y3araslbHEHUX JaHUX
npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asiBHvKa 415 34iICHEeHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHa
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
3ailicHeHHA hapMakoHarnsgy (BKIyanum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
macTep-gaiina cuctemu hapmMakoHarssay). 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.

[Oitova pepakuin: David J Lewis, B. Sc (Hons),
Ph.D. NponoHosaHa pepakuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTHMX AAaHUX YNOBHOBaXKEHOT
0co6M 3asBHKKa, BifnoBiganbHOI 3a
hapmakoHarnag. 3miHa MicLe3Haxo4KeHHS
mMacTep-aiina cuctemu dpapmakoHarisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.

173.

TPUTAH-[,

TabneTku, no 10
TabneTtok y ctpuni,
no 1 a6o no 10
CTpUWNIB B KAPTOHHIN
ynakoBLi

Kagina
PapmacboThK
ans Nimiteq,

IHais

Kagina
dPapmacboTrKan3
Nimiteq

IHgis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTu1Li NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHsA
nikapcbkoro 3acoby B nMicnspeecTpaviliHvin nepiog,
ab0 K pe3ynbTar OLiHKM 3BiTY 3 fOCAIIKEHDb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigmkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHoM).
3MiHM BHECEHO [0 IHCTPYKUIT AN MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogijs 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmnsocTi
3acTocyBaHHA" LWOA0 6e3nekn 3acTocyBaHHs
[il040i peyoBVHY NapaueTamon BignoBigHO 40
pekomeHaaLiii PRAC. BBefieHHS 3MiH NpoTArom 6-
TN MicALIB NicNs 3aTBEPMAKEHHS

Ne 10 - 6e3
peyenma;
Ne 100 - 3a
peyenmom

He
nionsiecae

UA/14735/01/01

174.

TPUAEPM®

ma3b; no 15 r a6o 30
ry Ty6i; no 1 Ty6i B
KapTOHHI KopoobLi

OpraHoH
CeHTpaui IcTt
M6X

LLiBeruapi
2

OpraHoH XelicT 6B

Benbrisa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHuW | TUNy - AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI finbHNL (BKIHOYAKOUMN AiNnbHALI ANS
A®I, npomixXHOro NpPoAyKTy abo rotoBoro
nNiKapcbKoro 3acoby, AiNbHUL ANS NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOMO 3a
BWMYCK Cepiid, MicLle NPOBEAEHHS KOHTPOSIO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 A0MOMIKHOI PEYOBUHY (SIKLLO
3a3HayeHo y f0CbE). 3MiHa LWOoA0 BUTYYEHHS
BUpo6HMKa A®I knoTpumason, a came F.I.S.
Fabbrica Italiana Sintetici S.p.A., ITanis, Ta

3a
peyenmom

UA/2022/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
AinbHuui IMS S.R.L., ITania (aibTepHaTUBHWIA
caT gns etany mikpoHisauii ana A®l,
BurotossieHoro Ha F.I.S. Fabbrica Italiana Sintetici
S.p.A., ITanif). 3annwaeTbCsa a/ibTEPHATUBHWIA
BMPOGHMK A®| knoTpumason: Bayer Hispania S.L.,
Spain.
175. | TPUOEPM® Kpem; no 151 B OpraHoH LliBeiiuapi | OpraHoH XelicT 6B Benebris BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/2022/01/01
atoMiHieBil Ty6i; no CeHTpan Ict A 3MiHuM | TUNy - AAMIHICTpaTUBHI 3MiHW. BunyyeHHs peuenmom
1 T1y6i y KapTOHHIN 6X BMPOBHMYOT AiNbHULI (BKAKOYAOUN AiNbHULI 415
kopobui; no 30 1 B A®I, npomiXHOro NpPoAyKTy abo rotoBoro
atoMiHieBIl Ty6i; no niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
1 T1y6i y KapTOHHIN nakyBaHHs1, BUPOGHWKA, Bi4NOBIgaLHOrO 3a
Kopobui BWMYCK Cepiid, MicLie NpOBeAEHHS KOHTPOSO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMOMKHOI PEHOBUHY (SIKLLO
3a3HayeHo y A0CbE). 3MiHa W00 BUNYHYEHHS
BUpo6HMKa A®I knoTpumason, a came F.I.S.
Fabbrica Italiana Sintetici S.p.A., ITania Ta
AinbHuui IMS S.R.L., ITania (anbTepHaTUBHWIA
caiT gns etany mikpoHizauii ana Adl,
BurotossieHoro Ha F.I.S. Fabbrica Italiana Sintetici
S.p.A., ITanis). 3annwaeTbCca a/ibTEPHATUBHWIA
BUpo6HMK API knoTpumason: Bayer Hispania S.L.,
Spain.
176. | TPUNENTAN TabneTku, BKpUTI Hosapric LLiBeruapi Micbapm C.n.A., ITanis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/12884/01/01
nNiBKOBOIO dapma Al a ITania (nepsuHHe 3MiHu | TUNYy - 3MiHKn Wopao 6e3nekn/etheKTUBHOCTI peuenmom

o060n0Hkoto, no 300
Mr; no 10 Tabnetok
y 6nictepi; no 5
6nictepiB y
KapTOHHIlA KopoobLi

Ta BTOPUHHE
nakyBaHHs
(anbTepHaTMBHWMIA
3aB0p)); HoeapTic
dapma C.n.A,
ITanis
(Bupo6HuTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepir)

Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefieHHs y3araslbHeHuX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnagy 3asaBHUKa 415 34iNCHEHH:
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BigNoBiganLHOI 3a
3fjiicHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0C06M 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnsg,.

[Litoua pepakuin: Gabriele Hecker-Barth M.D.,
Ph.D. NponoHosaHa pepaxuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTHUX faHnX YNOBHOBaXEHOT
0co6u 3asBHYKA, BigNoBigaibHOI 3a
hapmakoHarniag. 3miHa MicLe3Hax04KeHHs
mMacTep-aiina cuctemu dhapmakoHarnisgy. 3MiHa
MicLs 34iACHEHHS1 OCHOBHOI AisifIbHOCTI 3
dhapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
177. | TPUNENTAN TabneTku, BKpUTI HoBaprTic LLiBenuapi Michapm C.n.A., ITanisa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/12884/01/02
nNiBKOBOIO dapma Al A ITania (nepsuHHe 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peuyenmom
06010HKOt0, N0 600 Ta BTOPVHHE Ta hapmakoHarnsagy. BeegeHHs abo 3miHu o
mr; no 10 TabneTtok nakyBaHHS y3ara/ibHeHUX JaHnx npo cucTemy
y 6nictepi; no 5 (anbTepHaTMBHWMIA thapmMakoHarnagy (BBeAeHHS y3araslbHeHUX JaHnUX
6nicTepis y 3aBof)); Hosaprtic npo cuctemy thapmakoHarnsgy, smiHa
KapTOHHI Kopoo6Li ®apma C.n.A, YNOBHOB&XEHOI 0c06W, BiANOBIAA/ILHOI 3a
ITania 3[iiCHEeHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
(Bupo6HuTBO, thapmMakoHarnsgy 3asBHvKa AN 34iACHEHHS
nepBuHHE Ta thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
BTOPVHHE BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
nakyBaHHs1, BUMYCK 3pjicHeHHs chapMakoHarnsgy (Bkioyarun
cepii) KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.
[Oitoua pepakuin: Gabriele Hecker-Barth M.D.,
Ph.D. NponoHosaHa pepakuis: Dr. Justin Daniels,
Ph.D. 3miHa KOHTaKTHMX AAaHUX YNOBHOBaXKEHOT
0co6u 3asBHKKa, BifnoBigabHOI 3a
hapmMakoHarnag. 3miHa MicLLe3Hax04KeHHS
mMacTep-aiina cuctemu dpapmakoHarnisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.
178. | TPUNMIKCAM | TabneTtku, BKpUTI ne ®paHuisa BiANOBigaIbHNIA 32 PpaHuis/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/13929/01/01
® 10 Mri2,5 N/1iBKOBOIO NTABOPATYA BMPOGHULITBO, IpnaHgis 3MiHu 1l TUny - 3MiHK Wopao 6e3nekn/eekTUBHOCTI | peyenmom
Mr/10 M o060n0oHkoto, no 10 P CEPB'E€ aHanis, nakyBaHHs Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
mr/2,5 mr/10 mr; no Ta BUNycK cepil: 3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
30 TabneTtok y Nab6opatopii NocBiAYEHHS, BKIOYatoun MnaH ynpasiHHA
KOHTeliHepi Ans Ceps'e IHgacTpi, pv3vkamm (3acTocyBaHHS 3MiH(W), ki(a)
Tabnetok; no 1 abo ®paHujs; B/MaratTb(€) NoJaNbLIOr0 06rpYHTYBaHHS
no 3 KoHTeliHepu BiNOBIAaIbHUIA 3a HOBUMM [OAATKOBMM AaHUMMK, LLIO MatoTb
ans TabneTok y BMPOGHMLTBO, HagaBaTnUCs KOMMETEHTHUM OpPraHoOM, OCKiSIbKM
KOpOOGLIi 3 KAPTOHY aHaUli3, nakyBaHHs BMMAraeTbCs CyTTEBA OL|iHKa KOMMNETEHTHUM
Ta BUNYCK cepil: opraHoMm) 3asiBHMKOM HafiaHO OHOBMEeHWIA MnaH
Ceps'e (IpnaHgis) ynpaB/iHHA pu3mkamm Bepcist 3.0. 3MiHM BHECEHO
IHpgacTpic N14, 0,0 YaCTuH:
Ipnangis | «3aranbHa iHopmaLis»
Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»,
V «3axoay 3 MiHiMi3aLii pu3nkis»,
VI «Pe3tome nnaHy ynpasniHHSA pusnkamms»
VII «logaTtku» y 3B'A3KYy 3 MPUBEAEHHAM Y
BignosigHicTb Ao Bumor GVP Module V Rev.2
Pestome MnaHy ynpasniHHa pusukamu Bepcis 3.0
[0A3ETLCA.
179. | TPUNNIIKCAM | TabneTku, BKpUTI ne PpaHuis BiAnoBiganbHUIA 3a dpaHuia/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/13931/01/02
® 5 Mr/1,25 nAiBKOBOO JIABOPATYA BUPOBHMLTBO, IpnaHgis 3MiHu |l Tuny - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI peyernmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MI/10 Mr 060n10HKO0, Mo 5 P CEPB'E aHanis, nakyBaHHs Ta chapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo
mr/1,25 mr/10 mr; no Ta BUNYCK cepil: 30608B'sA3aHb Ta YMOB BUAaui peecTpauiiHoro
30 Tabnetok y Na6opaTopii noceiAYeHHR, BKIOYaroun MnaH ynpasniHHA
KOHTEliHepi 4ns Ceps'e IHgacTpi, pvi3vkamm (3acTocyBaHHS 3MiH(M), ski(a)
Tabnetok; no 1 a6o PpaHuis; BMMaratoTb(€) NofasbLIoro 06rpyHTyBaHHS
no 3 KoHTeliHepu BiiNOBIAaNbHUIA 3a HOBMMW [0AATKOBMM AaHNMK, WO MatoTb
ansa Tabnetok y BMPOGHMNLITBO, Ha/faBaTncs KOMMETEHTHUM OPraHoOM, OCKIIbKM
KOpOGLLi 3 KAPTOHY aHai3, nakyBaHHs BMMaraeTbCsl CyTTEBA OL|iHKa KOMNETEHTHUM
Ta BUNycK cepil: opraHom) 3asiBHYKOM HafiaHO OHOB/EHWi MnaH
Ceps'e (IpnaHgis) ynpasniHHA pu3nkamu Bepcis 3.0.
IHpacTpic NTa, 3MiHV BHECEHO [0 YaCTUH:
Ipnangis | «3aranbHa iHthopmalis»
Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 chapmakoHarnsgy»,
V «3axofun 3 MiHimi3aLi pu3unkis»,
VI «Pe3iome nnaHy ynpasniHHSA pyu3vkamms»
VII «ofaTtku» y 3B’3Ky 3 MPUBEAEHHAM Y
BiAnosigHicTb Ao Bumor GVP Module V Rev.2
Pestome MnaHy ynpasniHHa pusnkamu sepcis 3.0
[0A3ETbCA.
180. | TPUMNMIKCAM | TabneTtku, BKpUTI ne ®paHuisa BiANOBiAa/IbHNIA 3a PpaHuis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/13929/01/02
® 5 Mr/1,25 N1iBKOBOIO NABOPATYA BMPOGHMLTBO, IpnaHgis 3minu |l TUny - 3MiHM Wopo 6e3nekn/edreKTUBHOCTI | peyenmom
Mr/5 M 060/10HKOI0, M0 5 P CEPB'€ aHanis, nakyBaHHs Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) o
mr/1,25 mr/5 mr; no Ta BUNycK cepil: 3000B'A3aHb Ta YMOB Bufaui peecTtpauiiHoro
30 TabneTtok y Na6opaTopii NnocBiAYEHHs, BKoYaroun MnaH ynpaeniHHA
KOHTEliHepi ans Ceps'e IHpacTpi, pu3nKamm (3acTocyBaHHS 3MiH(1), ski(a)
Tabnetok; no 1 a6o PpaHuis; BMMaraTb(€) NoJabLLOro 06r'pyHTYBaHHS
no 3 KoHTeliHepu BiNOBIAaIbHUI 3a HOBUMM [OATKOBUM AaHUMK, LLIO MatoThb
ansa Tabnetok y BMPOGHMLITBO, Ha/faBaTncs KOMMETEHTHUM OPraHoOM, OCKINIbKK
KOpOO6Li 3 KapTOHY aHanis, nakyBaHHs BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
Ta BUMYyCK cepii: opraHom) 3asiBHVKOM HafiaHo OHOB/eHWi MnaH
Ceps'e (IpnaHgis) ynpasiHHA pu3nkamu Bepcisa 3.0. 3MiHW BHECeHO
IHgacTpic /Ta, [0 YaCTUH:
IpnaHgjs | «3aranbHa iHhopmaLlis»
Il «Cneundikavis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»,
V «3axoau 3 MiHiMi3auii pu3ukiB»,
VI «Pe3tome nnaHy ynpasniHHA pusnkamm»
VIl «[lofaTkn» y 3B'A3KY 3 NPUBEAEHHAM Y
BiAnoBiaHICTb Ao BUMor GVP Module V Rev.2
Pestome MnaHy ynpasniHHA pusukamu sepcis 3.0
[0A3ETLCA.
181. | YPOPOCUWH | rpaHynu ans MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a He UA/15454/01/01
® opanbHOro posyunHy, | «Kuismeanpen «KuiBmegnpenapa 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenmom nionsi2ae
no3,0r,no8rs apar» ™ 3aci6. Onuc Ta cknag. 3miHa y cknagi

nakerTi-cawwe, no 1
nakeTty-caile B
nauui i3 KapToHy

(4onomikHMX peyoBMHAaX) roTOBOro NikapcbKoro
3acoby (cmakoBi f06aBKn a60 6apBHUKN) -
[lofiaBaHHs, BUyYeHHs abo 3amiHa. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

CMaKoBOi J06aBKN CaxapyiH Ha caxapyiH HaTpito.
3MiHa 06ymoBeHa TUM, LLO WBUAKICTb
PO3UMHEHHS caxapuiHy HaTPIto BULLE HiX
caxapuHy, L0 NO3UTVBHO NO3HAYaETLCH Ha
PO34MHEHHi camoro J13 Ta NoCWUNEHHI CONOAKOro
CMaky. 3MiHM BHECEHO B IHCTPYKLil0 AN
MeAMYHOro 3acTOCYBaHHS MiKkapCbKoro 3acoby y
po3ain "Cknag" (4ONOMiXKHI pevoBUHY) 3
BiANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby,
BK/TOHAKOUM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHK). BHECeHHs 3MiH
ans | etany Bupo6HuuTtea N3 Ha ctagii TM 3
«[MpuroTyBaHHA rpaHynaTy». [iloua TexHonoris
nepefbayae OTPUMaHHA rpaHyNaTy Ha
POSIMKOBOMY KOMMaKTepi (Lu1sxoM arnomepusadii
ApibHoaucnepcHoi dpakLii), NponoHoBaHa
TeXHoNoris nepefdayae OTPUMaHHS rpaHynATy y
3MiLyBaYi (LUISXOM MeXaHiuHOro BnavBY Ha
KOMMOHEHTW A5 X 34enneHHs1 M cob0oto Ta
arnomepyBaHHs). TakoX BUNy4aETbCA i3 onucy
BMPOBHMYOro npouecy iHhopmalia woao
caHiTapHOi NiAroToBKV BUPOGHMLTBA Y 3B'A3KY i3
akTyanisiyieto. IHWi ctagii BupobHMUTBa
3amwatoTbes 6e3 3MiH. BBegeHHA 3MiH NpoTsarom
6-TV MicALIB Mic/1A 3aTBepMKEHHSA. 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPOOHULTBI. 3MiHN BUNpPObOYyBaHbL abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
nig, yac BUPOGHULITBA rOTOBOTO JTiKapCbKOro
3aco6y (iHwWi 3MiHK). 3MiHa Y 3B’A3KY 3
ONTUMI3aL|i€0 TEXHOTOMNYHOTO NpoLecy
BUPOGHMLTBA J13 KOHTPO/Ib MPOMIDKHOIO NPOAYKTY
3a nokasHukamm “BMICT fito401 pevyoBUHN
(dbocdhomiyuH)” Ta “Boga” NPONOHYETLCA
npoBOAUTY Nicnsa ctagii “MNpurotyBaHHA
rpaHynaTy” nepeq pacysaHHaM B nakeTu-calle.
3MiH BUMOr cneuudikauii (B TOMy uunchi 3a
NOKa3HMKaMU «BMICT Ait040i PeHOBUHM
(chocdhomiuumH)» Ta «BoAa») Ta METOAAX KOHTPOSIHO
npu BUpo6HuLTBI 13 He BigdyBaeTbcs. BBeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.

3MiHu | TUNY - 3MiHK Woao 6esnekn/edeKTUBHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Ta chapmakoHarnsagy (iHwi 3miHn). OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKW ikapCbKoro 3acoby,
a came YTOYHEHO iHdhopmaLito Wof0 TepMiHY
NPVUAATHOCTI Ta YTOYHEHHS JIOTOTUMY 3asBHUKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
182. | ®AMOTUAN TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/8956/01/01
H-OAPHUUSA 060/10HKO10, M0 20 "papmaneBTn "®apMaueBTUYHA 3MiHuM | TUNy - 3MiHK 3 AkocTi. CepTudpikat peuenmom
mr no 10 TabneTok y YyHa hipma ipma "AapHuug" BignosigHocTi/lE-cepTudikar BignosigHOCTI
KOHTYPHIi "NapHnus” €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
YapyHKOBIl NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
ynakosLi; no 2 BiANOBIAHICTb A0 MOHOrpadii AdY abo
KOHTYPHI YapyHKOBI €Bponelicbkoi thapmakonei, abo iHwoi
yNaKkoBKU y nayui HalioHanbHOT hapmakonel aepxasun €C (iHLWi
3MiHM) BHECEHHSA 3MiH 0 cneuudikaLii Ta MeTogis
KOHTPO/II0 SIKOCTi JOMOMDKHOI pe4yoBMHW TaslbK Ans
npvBeLEeHHs y BIANOBIAHICTb [0 BUMOT i
pekomeHAaui Aitoumx pegakuii MoHorpadii €EP
«Talc» Ta Y
183. | ®ENI3 C TabneTkun, BKPUTI ToppeHT IHAin ToppeHT IHAis BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/16810/01/01
NiBKOBOO dapmacbioTika dapmacbloTikasnc 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii peyenmom
o6onoHkoto, no 10 nc nTg nTg 3aci6. KOHTpos1b rOTOBOro MikapcbKoro 3acoby
Mmr, no 10 TabneTok (iHWi 3miHWM) OHoBNEeHHA MKA ans nikapcbkoro
y 6nictepi; no 1, 3 3acoby, a came - BUK/TafEeHHS TEKCTY AEPXKABHO
abo 10 6nicTepiB y MOBOHO, 3iHO Cy4aCHUX BUMOT.
KapTOHHI ynakoBsL,i
184. | PIBPUHA3A- | TabneTku, BKpUTI OPIrAHOCUWH OAE EBepTopxeH IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10426/01/02
20 060/10HKOI0, NAN®CAEHC Naiigp CaeHcus 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCcbKuii peuyenmom
KMLLKOBOPO34MHHI no | N3 (E® 3ET I) Nimiteq 3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
20 wr, no 10 (BK/KOHAOUM Ajana3oH po3Mipy cepii) roToBOro
Tabnetok y 6nictepi; nikapcbKoro 3acoby (36inbeHHs go 10 pasis
no 1, 3 a6o no 10 MOPIBHAHO i3 3aTBEPAXEHUM PO3MIpOM). BHeCeHHs
6nictepiB y [,04aTKOBOro po3Mmipy cepii, 3atBepmakeHo: 100
KapTOHHI navwi 000 TabneTok, 3anponoHoBaHo: 100 000
Tabnetok, 200 000 TabneTok
185. | ®IBPUHA3A- | TabneTtku, BKpUTI OPIrAHOCWVH OAE EBepTomKeH IHAjs BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: - UA/10427/01/02
20 060/10HKOI0, NAN®CAEHC Naiigp CaeHcus 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
KMLLKOBOPO34MHHI no | N3 (E® 3ET I) Nimiteq 3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
20 wr, in bulk: no (BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
2500 TabneTok y nikapcbKoro 3acoby (36inbLeHHs ao 10 pasis
KOHTelHepax NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM). BHECEHHS
[0[aTKOBOr0O po3Mipy cepii, 3aTBepmxeHo: 100
000 Ta6netok, 3anponoHosaHo: 100 000
Tabnetok, 200 000 TabneTok
186. | ®NIKCOTUA, aepos3osb Ans nakcoCmiTKn Benwvka "nakco Bennkom PpaHuis/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/7547/01/02
EBOXANNEP iHransuin, AlH EkcnopT BpuTaHis MpoaakLuH, IcnaHis 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuyenmom | nidsisizae
[o3oBaHuit, 125 Nimiteq PpaHuis; Has3Bu fikapcbKoro 3acoby - SATBEP)KEHO:

MKr/go3y; no 120

"nakco Bennkom

PIIKCOTMA™ EBOXAJIEP™
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[03 B C.A,, IcnaHis (FLIXOTIDE™ EVOHALER™)
aepo30/1bHOMY 3AIMPOINOHOBAHO:
6aU10Hi 3 03y04NM ®NIIKCOTU A EBOXANIEP
knanaHom; no 1 (FLIXOTIDE EVOHALER) BBeggeHHs 3MiH
6as10Hy B KOpPO6LL NPOTAroM 6-TW MiCALB NicNa 3aTBepAKEHHS
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
TEKCT MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby:
nepsuHHa ynakoska — n. 4. «AATA 3AKIHYEHHA
TEPMIHY MPUAOATHOCTI» Ta n. 6. «IHLWE>»,
BTOpPUHHA ynakoska — M. 8. «AATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI» Ta n. 17. «IHWE».
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
187. | ®NIKCOTUA, aepo3o/b Ansa nakcoCwmitKn Benuka nakco Benskom dpaHuia/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/7547/01/01
EBOXATNEP iHransauin, AiH ExkcnopT BputaHis MpofakLuH, Icnanis 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom | niossi2ae
[o30BaHunit, 50 Nimiteq PpaHuis; Ha3BW Nlikapcbkoro 3acoby - SATBEP)KEHO:
MKr/go3y; no 120 nakco Benskom PNNIKCOTNA™ EBOXANIEP™
[03 B C.A., IcnaHis (FLIXOTIDE™ EVOHALER™)
aepo30/IbHOMY 3AIMPOIMNOHOBAHO:
6aU10Hi 3 A03Y0UNM ®IIKCOTUA EBOXANIEP
knanaHom; no 1 (FLIXOTIDE EVOHALER) BBeggeHHs 3MiH
6a10Hy B KOPOOLL NPOTAroM 6-Tu MiCALIB NicNa 3aTBePIKEHHS
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
TEKCT MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby:
nepeBuHHa ynakoska — n. 4. «AATA 3AKIHYEHHA
TEPMIHY MPUAOATHOCTI» Ta n. 6. «IHWE>»,
BTOpPUHHa ynakoska — M. 8. «AATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI» Ta n. 17. «IHLWE».
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS
188. | XITAPT PO34NH A5 iH'EKLIN, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/18374/01/01
100 mr/mn; no 2 mn 06MeXeHo 0bMexeHo 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
y thnakoHi; no 5 BignoBigasbHi BiANOBIAANLHICTIO HalilMeHyBaHHs Ta/abo agpecu micus
h1aKoHIB y cTio chipma hipma NpPOBaXeHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
KOHTYPHIi "HoBohapm- "HoBohapm- rOTOBOrO JliKapcbKoro 3acoby, BK/Yaumn
YapyHKoBIl BiocuHTes" BiocnHTes" OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs

ynakosLij; no 2
KOHTYPHI YapyHKOBI
ynakoBKM y nauui 3
KapToHy

KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
3MmiHa agpecu BUpoGHUKa TOBapuCTBO 3
0bMexeHolo BignosiganbHicTo ipma
"HoBodhapm-biocnHTE3": 3MiHWM BHECEHO B
IHCTPYKLUi0 ANSi MeANYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOOGHMKa Ta agpeca MicLis NPOBaPKEHHN 1i0ro
LisiNbHOCTI" 3 BigNOBIAHNMM 3MiHAMMW B TEKCTI
MapKyBaHHs1 yNnakoBOK. TepMiH BBEAEHHS 3MiH -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
npoTArom 6 micsuiB nicns 3aTBepAKeHHS. 3MiHu |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHW BHECeHi y
TEeKCT MapKyBaHHS nepBuHHOI (M. 6. IHLLE) Ta
BTOPWHHOI (M. 17. IHLWE) ynakoBku nikapcbkoro
3aco6y. TepmiH BBEAEHHSA 3MiH - NPOTAroM 6
MiCsILiB Mic/si 3aTBEPAKEHHS.
189. | XJ/IOPTEKCHU pO34uH Ans MPAT YkpaiHa BiAnoBiganbHUIA 3a Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/18022/01/01
ANH 30BHILUHLOTO "®ITOPAPM" BMPOGHMLTBO, 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHX. 3MiHa peyenma
3actocyBaHHs, 0,05 nepBuHHE HaliMeHyBaHHs Ta/abo agpecu micus
% no 100 mn a6o nakyBaHHs, NpoBaPKeHHA AiSbHOCTI BUpobHUKa/imnopTepa
200 MmNy KOHTPO/b SKOCTi: roTOBOro MiKapCbKOro 3acoby, BKIYaYN
noniMepHmX MPAT AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
onakoHax 3 "®ITOPAPM", KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a SKy BiAgnosigae
HacagKolo ans YkpaiHa; BMPOGHMK/IMNOPTEP, HEe BK/IOYA0UM BUMYCK Cepiid)
CnpsiMoBaHoro HaBianoBigabHNI 3miHa agpecu BupobHuka TOB "®apma Yepkac",
BBEJEHHSA 3a BMPOGHULITBO, YKkpaiHa, BiAnoBiJa/ibHOro 3a BUPOOHULTBO,
NiKapcbKoro 3acoby nepBuHHe NepBrHHE NakyBaHHS Ta KOHTPO/b AKOCTI, y
nakyBaHHsa Ta 3B'A3KY 3 pilleHHAM YepkacbKoi MicbKoi paau, 6e3
KOHTPO/b AKOCTI: 3MiHU Micusl BUpOGHMLTBA.
TOB "®apma
Yepkac", YkpaiHa;
BiAnoBiganbHUIA 3a
BMPOGHMLTBO,
nepBuHHE
nakyBaHHSA Ta
KOHTPO/b AKOCTI:
Mn "Kinadpdp",
YKpaiHa;
BiANOBiAa/IbHNIA 3a
BUWMYCK Cepii, He
BK/TIOHA0UM
KOHTPO/b/BMNPOGY
BaHHS cepii: MPAT
"®ITOPAPM",
YkpaiHa
190. | XJ/IOPTEKCHU PO34MH HAaLLKIpHWIA, TOB "®OPC- YkpaiHa M "Kinadpg" Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 6e3 niosisieae UA/5492/01/01
ANH 0,05% no 100 mn DPAPMA 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenma
a6o 200 mny ANCTPUNBIO Ta dhapmakoHarnsagy. 3miHa y KopoTkili
6aHKax cKIsHUX abo LH" XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEKCTi
hnakoHax MapKyBaHHS Ta IHCTPYKLUiT 418 MeAn4HOro
nosliMepHuX 3aCTOCYBaHHS Ha MigcTaBi perynsipHo

OHOBJ/IIOBAHOrO 3BiTYy 3 6e3neKn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepiog,

ab0 K pe3ynbTar OLiHKM 3BiTY 3 fOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkedb (PIP) (3MiHy y3romxeHo 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHom).
3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainis:
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
o0 6e3neky 3acTOCyBaHHS Ailo4oi PeHOBUHM
X/TI0prekcuamnHy GirnKoHaT BignoBsigHO A0
pekomeHgauin PRAC. BBeaeHHS 3MiH NpoTArom 6-
TU MicALIB Nic/a 3aTBEPAKEHHS
191. | LEPBAPUKC | cycneHsisa gns nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/16310/01/01
™ BAKUWHA | iH'ekuiid, mo 0,5 mn AiH ExkcnopT BputaHia | Bionomxikans C.A. 3MiHn | TUny - 3MiHn 3 akocTi. A®l. BUpobHMUTBO. peyenmom
Anda (1 po3a) cycneHsii Nimiteq 3MiHM B npoveci BupobHuuTea APl (He3HauHa
MPO®INTAKT Ons iH'exkuin y 3miHa y npoueci BupobHuutea Adl)
KN nonepegHbL0 HesHauHi 3mMiHM B npoueci BUpo6HMLTBa cepoTunis
3AXBOPIOB HarnoBHeHOMY Br1/1-16 ta BIJ/1-18. BnpoBageHHsA
AHb, WO LUINPULL 3 MOPLUHEM i B3aemMO3aMiHHOCTI cepoTunis BMJ/1-16 ta BM1-18 y
BUKTNKAKOT | KoBnaykom y XpomaTtorpadiyHux rensx 3 AUMeTu aMiHo eTuny
bCA KOMMNJIEKTI 3 rOf1IKOI0 (DMAE), TpumeTun amoHiii etuny (TMAE) i
BIPYCOM (y 6nicTepi) abo y rigpokcnanaTtuty (HA), a Takox kapTpumpkax gis
NARNIIOMUN ch1akoHi 3 MPo6GKOIo; TaHreHujiasIbHOI hinbTpavi
N ANHN no 1 nonepeaHbo notoky/ynsTpadinbtpauii (TFF/UF) ana
TUNIB 16 TA HarnoBHEHOMY oumLLieHHst 060X cepoTtunis BIM/1.
18 LUMPKLLY 3 FO/IKO0
a60 no 1 dpnakoHy B
KapTOHHI/ Kopobui
192. | LEPE3NM® NopoLIoK AN CaHodpi b.B. HigepnaH Brpo6HMUTBO IpnaHgis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/8659/01/02
400 O NPUroTyBaHHSA an KiHLLeBOro 3MiHu | TUNYy - 3MiHK 3 AkocTi. APl BupobHMUTBO. peuenmom
KOHLEeHTpaTy AN NpoAyKTy 3MiHu B npoLieci BUpo6HuLUTBa AdD| (He3HauHa
pO34uHy aoNns (fill/finish), 3MiHa y npoueci BupobHuytea Adl)
iHcpysiii no 400 Of, KOHTPONb cepil, He3HauHi 3MiHM B NpoLeci BUPOGHULITBA Aito40T
no 1 a6o 5 gpnakoHis nakyBaHHs1, pPEeYOBUHM IMirIIOLEPaA3a, LU0 BUKOPUCTOBYETLCS
3 NMOPOLLKOM Y MapKyBaHHS, Ha AinbHuLi Genzyme Corporation, 8 New York
KapTOHHIlA KopooLi MiCLLe3Hax0MKEHH Avenue (NYA), Framingham, Massachusetts,
A1 YNOBHOBaXXEHOT USA, 3 MeTOI0 36i/bLLEHHS LWBUAKOCTI
ocobu, BMNycK 3MilyBaHHA npy po3mopoxysaHHi (NKPP) 3 50 (+/-
cepii: [xeHzalim 2) 06/xB o 78 (+/-3) 06/XB | 3MEHLUEHHS
Ipnang Nimiteq TpuBasocTi 3amMopoxyBaHHs (NKPP) 3219 no =6
rOAVH.
193. | LETPUH cupon 2,5 mr/5 mn €Bpo IHAis ®LC Nimiten IHAis BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 6e3 UA/9079/02/01
no 30 mn a6o no 50 Naiidpkep 3MiHK | TUNY - AOMIHICTpaTMBHI 3MiHK. 3MiHa peyenma
mn abo no 100 mn MpaiiBiT HalilMeHyBaHHs Ta/abo afpecu 3asBHUKa
cupony y pnakoHi; Nimiteq (BnacHuKa peecTpauiiiHoro noceigyeHHs). 3miHa
no 1 donakoHy 3 afipecu 3asBHUKa.
MipPH/AM KOBMNAYKoM Y
KapTOHHI KOpo6Li
194. | LE®OTAKCWU | nopowiok ans MpvBaTHE YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/17286/01/01
M PO34UHY ON5 iH'EKUNA akuioHepHe akuioHepHe 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii peuyenmom
1,0r,no 1 a6o 5, TOBapucTBO TOBapuCTBO 3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby
a60 50 chriakoHiB 3 “Jlekxim — "Jlekxim — XapkiB", (iHWi 3MiHW) HEe3HaYHi 3MiHKM KoHTposto M3, a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MOPOLLKOM Yy Mavi; Xapkis” Ykpaina came BMKOPUCTaHHS pe3y/bTaTiB BXiZHOro
no 1 aéo 5 dpnakoHis (BUPOGHMLTBO 3 KOHTponto chopmu «in bulk» ana koHtposnio M13.
3 MOPOLLKOM Y nakyBaHHs in bulk 3MiHa 06r'pyHTOBaHa HasiBHICTIO Y BUPOOHULITBI
6nicTepi; 1 6nictepy ipMKn-BUPOGHYMKa cepTtudikaTy BignosigHocTi BuMmoram GMP,
y nauuj PetoHr BiICYTHICTIO peknamauiii wopo skocTi N3,
PapmacbioTnKaUl OL|iHKOIO @aHasi3y pU3mnKiB Ta AaHUMWN BUBYEHHS
Ko., N14., CTabifbHOCTI.
KnTaiicbka
HapopgHa
Pecny6nika); TOB
"Nekxim-O6yxis",
YkpaiHa
(BPOGHMLTBO 3
nakysaHHs in bulk
ipMun-BUPOGHYMKa
PetoHr
dapmMacboTUKa
Ko., Nita.,
KuTaiicbka
HapogHa
Pecny6nika)
195. | LE®OTAKCWU | nopowiok ans MpvBaTHE YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/13415/01/01
M PO34UHY ON15 iH'EKUIA akuioHepHe akuioHepHe 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuenmom
no1,0r;1a6o5, TOBapucTBO TOBapuUCTBO 3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby
abo 50 dpnakoHis 3 "Jlekxim- "Jlexkxim-Xapkis", (iHWi 3MiHW), HE3HaYHI 3MiHW KOHTponto N3, a
NOPOLLKOM Y navui 3 Xapkis" YKpaiHa came BMKOPWCTaHHA pe3ynbTaTiB BXigHOro
KapToHy; 1 abo 5 (nakyBaHHs i3 KOHTpOonto chopmu «in bulk» ans koHTponto M3.
h1aKoHiIB 3 chopmu in bulk 3MiHa 06r'pyHTOBaHa HasiBHICTIO Y BUPOOHMLITBI
NOPOLLKOM Y hipMun-BUpoBGHMKA cepTudikaty signosigHocTi BuMoram GMP,
6nictepi; no 1 Qilu BIACYTHICTIO peknamauiin wopao skocti N3,
6nicTepy y navui 3 Pharmaceutical OL|iHKOI0 @aHasli3y pU3MKIiB Ta AaHVMU BYBYEHHS
KapToHy; 1 donakoH 3 Co., Ltd., Kutait); CTabinbHOCTI.
nopoLukom Ta 1 TOB «Jlekxim-
amnyna 3 O6yxiB», YkpaiHa
PO34MHHMKOM no 10 (nakyBaHHS i3
mn (Boga ans dopmum in bulk
iH eKUili) y 6nicTepi; ipMu1-BUPOGHIMKa
no 1 6nictepy y Qilu
nauuj 3 KapToHy Pharmaceutical
Co. Ltd., Kutait)
196. | LE®PTA3NAN | nopoLLoK As MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17818/01/01
M PO34nHYy A5 iH'eKUI akuioHepHe akujioHepHe 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii peyenmom
nolr; TOBap1CTBO TOBapWCTBO 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby
1 r nopoLuky y "Jlekxim- "Jlekxim-Xapkis", (iHWi 3miHW) He3HauHi 3miHW KoHTponto 13, a
chnakoHi; 1 a6o 5, Xapkis" YkpaiHa came BMKOPUCTaHHSA pe3ynbTaTiB BXiAHOro

a6o 50 chnakoHiB y
nauui;
11 nopoLuky y

(BMpPOGHMLTBO 3
npoaykuii in bulk
ipMun-BUPOGHYMKa

KOHTponto chopmu «in bulk» ansa koHtposnio M13.
3MiHa 06r'pyHTOBaHa HasABHICTIO Y BUPOOHULITBI
cepTtudikaTy BignosigHocTi BuMoram GMP,




156

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thnakoHi; no 1 a6o 5 PetoHr BiICYTHICTIO peknamauiii wopo skocTi N3,
dhnakoHiB y 6nicTepi; PapmacboTuKas OLiHKOI aHani3y pu3nkiB Ta JaHUMN BUBYEHHS
no 1 6nictepy y Ko., N14., CTabinbHOCTI.
nauui Kutaiicbka
HapogHa
Pecny6nika)
TOB "/lekxim-
O6yxiB", YKpaiHa
(BMPOGHMLTBO 3
npoaykuii in bulk
hipMu-BrpobHMKa
PetoHr
PapmacboTnKas
Ko., Nita.,
KnTaiicbka
HapogHa
Pecny6nika)
197. | LE®PTPUAKC | nopoLiok gas TOB YkpaiHa HCMC Xeb6eli Kutaii BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/17062/01/01
OH po3unHy ons iH'ekuii | «ICTOAPM>» XyamiHb 3miHa 3asBHuKa /13 (MIBM) (BnacHuka peyenmom
no0,5r; no1a6o dapmacbioTikan peecTpayiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
no 10, a6o no 50 KomnaHi fimiteq Bif 23.07.2015 Ne 460). 3MiHn | TUnYy - 3MiHK
h/1aKoHIB 3 Loao 6e3nekn/edeKTMBHOCTI Ta
NOPOLLKOM Y thapmakoHarnagy. BeegeHHs abo 3miHn fo
KapTOHHI Kopoobui y3arasibHeHNxX AaHnx npo cucremy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0CO6M, BigNoBiganbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, SKLLO0 BOHa BigMiHHa
BiJl yNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-gaiina cuctemy hapmMmakoHarnsgy). 3miHa
YNOBHOBAXEHOT 0CO6U 3as1BHMKA, BifnoBiganbHOI
3a thapmakoHarnag,. Mitova pegakuis: YkaH Tao.
MponoHoBaHa pegakuis: EpemeHko BaneHTrHa
BikTopiBHa. 3MiHa KOHTaKTHUX faHWX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag. 3MiHa MicLie3HaxomKeHHs
macTep-haiina cuctemu chapmakoHarnsgy Ta inoro
Homepa. 3MiHa MicLA 34iiCHEHHS OCHOBHOT
AOiSbHOCTI 3 hapmakoHarasgy.
198. | LE®PTPUAKC | nopoLuok ans TOB YkpaiHa HCIMC Xebeit Kutaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/17063/01/01
OH PO34nHYy A5 iH'eKUI «ICTOPAPM» XyaMmiHb 3miHa 3asBHuKa /13 (MIBIM) (BnacHuka

no 0,5 rin bulk: no 1
donakoHy 3
NOPOLLKOM Y

dapmachbioTikasn
KomnaHi Nimiteq

peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Big, 23.07.2015 Ne 460). 3MiHu | Tuny - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI kopo6Lyj; thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 1000 KapTOHHUX y3arasibHeHUX AaHux Npo cuctemy
KOPO6OK y hapmakoHarnsagy (BBefeHHs y3araslbHeHUX JaHux
KapTOHHOMY KOpObi; npo cuctemy chapmakoHarnsgy, 3MiHa
no 10 donakoHiB 3 YNOBHOB&XEHOT 0C06M, BignoBigancHoI 3a
NOPOLUKOM Y 3[jiiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
KapTOHHI kopo6Lyj; thapmakoHarnagy 3asBHuKa Ansi 34iiCHEHHSA
no 100 KapTOHHUX thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
KOpPO6OK y BiJ, yNOBHOBaXXEHOI 0CO6MU, BignoBiganbHOI 3a
KapTOHHOMY KOpObi; 3pificHeHHs hapmakoHarnsay (BkioYakyn
no 50 dhnakoHiB 3 KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
NMOPOLLKOM Y macTep-haiina cuctemu dpapmakoHarnsgy). 3miHa
KapTOHHI kopo6Lyj; YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBigasibHOT
no 20 KapTOHHNUX 3a thapmakoHarnag. Mitova pegakuis: YxkaH Tao.
KOPO6OK y MponoHoBaHa pegakuis: EpemeHko BaneHTuHa
KapTOHHOMY KOpObi BikTopiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOI
3a thapmakoHarnag. 3miHa MicLe3HaxoMKeHHs
mMacTep-haiina cuctemn hapmakoHarnsay Ta noro
Homepa. 3MiHa MicLA 34iliCHEHHS OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.
199. | LE®TPUAKC | nopowiok ans TOB YkpaiHa HCIC Xebeit Kutaii BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/17062/01/02
OH po3unHy ans iH'ekuii | «ICTOAPM» XyamiHb 3miHa 3anBHuka /13 (MIBIM) (BnacHuka peyenmom
nol,0r;nol a6o dapmacbtoTikan peecTpavuiiiHoro nocsigyeHHs) (3rigHo Hakazy MO3
no 10, a6o no 50 KomnaHi fimiteq Bif 23.07.2015 Ne 460). 3MiHu | TUny - 3MiHK
oNakoHiB 3 oo 6e3nekn/edeKTMBHOCTI Ta
NMOPOLLKOM Y thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
KapTOHHIA Kopoo6Li y3arasibHeHVX AaHUX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, 3MiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHvKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBigansLHoI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu hapmMakoHarnsay). 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag. [itoya pegakuis: UkaH Tao.
[MponoHoBaHa pepfakLis: EpemMeHko BaneHTnHa
BikTopiBHa. 3MiHa KOHTAKTHUX JaHUX
YMNOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBiganibHOT
3a thapmakoHarnag. 3MiHa MicLe3Haxo4KeHHs
macTep-halina cuctemn hapmakoHarnsgy Ta mnoro
Homepa. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
200. | ULE®TPUAKC | nopoluok ans TOB YKpaiHa HCINC Xeb6eli Kutaii BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: - UA/17063/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
OH po3unHy ons iH'ekuii | «ICTOAPM» XyaMmiHb 3wmiHa 3asBHuKa /13 (MIBIM) (BnacHuka
no 1,0 rin bulk: no 1 dapmacbioTikan peecTpayiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
hnakoHy 3 KomnaHi fimiteq Bif 23.07.2015 Ne 460). 3MiHn | TURY - 3MiHK
MOPOLLKOM Y oo 6e3nekn/edeKTMBHOCTI Ta
KapTOHHI KopobLyj; thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
no 1000 KapTOHHUX y3arasibHeHnX AaHux npo cucTemy
KOpPO6OK y thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
KapTOHHOMY KOpO6i; npo cuctemy papmakoHarnsgy, amiHa
no 10 donakoHiB 3 YNOBHOBaXEHOT 0CO6M, BigNoBiganLHOI 3a
MOPOLLKOM y 3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
KapTOHHI Kopo6Lyj; thapmakoHarnagy 3asBHuKa ans 34iicCHeHHA
no 100 KapTOHHUX hapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA
KOpO60oK y BiJl YyNOBHOBaX€EHOI 0CO6MU, BiAMOBIAa/IbHOI 3a
KapTOHHOMY KOpO6i; 34iiCHEeHHs1 hapMakoHarnaay (Bkiuakum
no 50 chnakoHis 3 KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEeHH
MOPOLLKOM y macTep-aiina cuctemu papmakoHarnsgy). 3miHa
KapTOHHI Kopo6Lyj; YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOI
no 20 KapTOHHUX 3a thapmakoHarnag. Mitouva pegakuis: YxkaH Tao.
KOpPO6OK y MponoHoBaHa pegakuis: EpemeHko BaneHTvHa
KapTOHHOMY KOpObi BikTopiBHa. 3MiHa KOHTaKTHUX faHuX
YMNOBHOBaXeHOT 0COOM 3as1BHUKA, BifnoBigasibHOI
3a hapmakoHarnag. 3MiHa MicLie3HaxomKeHHs
macTep-haiina cuctemu chapmakoHarnsgy ta inoro
Homepa. 3MiHa MicLs 34iiCHEHHS! OCHOBHOT
AOiSNIbHOCTI 3 hapmakoHarisgy.
201. | LE®TPUAKC | nopoluok ans MpuBaTHe YkpaiHa BUPOBHMUTBO Ta Ykpaina/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/20381/01/01
OH 0.5 PO3UnHy A5 iH'EKUIA akujioHepHe nepBuHHE Kutai 3MiHW | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI peyenmom | nidsis2ae
no0,5r;05r TOBapUCTBO nakyBaHHs Ta chapmakoHarnsgy. 3miHa y KopoTkili
NOPOLLKY Y dhNaKoHi; «J1ekxim- PO3YNHHVIKA; XapaKkTepucTuLi NikapCbKoro 3acoby, TeKCTi
no 1 a6o 10, a6o 50 XapkiB» BTOPVHHE MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
chnakoHiB y nauui; 1 nakyBaHHs, 3acTocyBaHHS Ha MigcTaBi perynspHo
dh1akoH 3 NOPOLLKOM KOHTpO/b Ta OHOB/IIOBAHOTO 3BITY 3 6e3neKn NikapcbKoro
Ta 1 amnyna 3 BUMYCK cepil 3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
po3unHHMKOM (Boga roTOBOrO nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
Ans iH'ekuii no 5 mn niKapcbkoro ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
B amnyni) y 6nictepi, 3acoby: npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyHnX
no 1 6nictepy B MpuBaTtHe pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
nauui akLioHepHe KOMNETEHTHUM YNOBHOBaXKEHNM OPraHoM).
TOBapuCTBO 3MiHV BHECEHO B iHCTPYKL,iIO A1 MeAUYHOro
«J1ekxim-XapkiB», 3acTocyBaHHS NikapcbKoro 3acoby Ao po3ainis
YKpaiHa; "Oco6mBocTi 3acTocyBaHHA" Ta "MMo6iyHI peakuii™
BMPOBHMUTBO Ta BIAMOBIAHO 4O OHOBEHOT iHGhOpMaLi LWoa0
nepBuHHE 6e3nekn 3acTocyBaHHA Ail040T peYOBUHN 3rigHO 3
nakyBaHHs pekomeHpauieto PRAC. CynyTHA 3MiHa- 3MiHU
NOPOLLKY: oo 6e3nekn/edeKTMBHOCTI Ta
KBiny thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
dapmaveyTikan 3000B'A3aHb Ta YMOB Buaui peecTpauiiiHoro

Ko., 174., Kutai

noceiAYeHHs, BKAOYaroun MNMnaH ynpasniHHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
pr3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOrOKEHWI 3 KOMMETEHTHUM OpPraHom).
3asBHWUKOM HalaHO OHOBJIEHWUIA NNaH yNpaB/iHHA
pvi3vkamu Bepcis 1.1. 3MiHW BHECEHO A0 YacTuH: |
«3arasibHa iHhopmMayist», V «3axoaun 3 MiHimMizawi
pu3ukiB», VI «Pe3tome nnaHy ynpasiiHHA
pusnkammn», VII «logatkn» y 3B'A3Ky 3
[OMOBHEHHAM NPOEKTY iHCTPYKLT 4N MeANYHOro
3aCTOCYBaHHS OHOB/IEHVMM AaHUMK 3 6e3nekn
Ailo4oi peyoBrHN. Pe3tomMe nnaHy ynpas/iiHHA
pu3nkamu Bepcis 1.1 nogaeTbes.
*y pasi BHeCEHHs1 3MiH 00 IHCMPYKUIT PO MeoduYyHe 3acmocyBaHHs
B.o. HauanbHHUKA
q’apMHHEBTH‘IHOFO yrlpaBJ'[lHHH OHEKCHHAP

I'PINEHKO




IIEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
3popoB’a YkpaiHu «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKnx 3aco6iB (mepunuHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHux
MaTepianis»

Biz 08 >xoBTHA 2024 poky Ne 1714

mr/500 wmr; no 10
oNakoHIB 3
NOPOLLKOM Y
KapTOHHIA Kopoo6Li
3 MapKyBaHHAM
YKpaiHCbKOO
MOBOIO @60 3i
CTVKepOM
YKpaiHCbKOO
MOBOIO

cymiwi Luedptasngumy
KapboHaty (uedTasngnmy
neHTarigpart 3 kap6oHaTom
HaTpilo), TECTyBaHHSA Npu
Bunycky); ENCiEc Jlobdap
C.n.A., lTanis
(BUNpobyBaHHs
CTabifIbHOCTi FOTOBOrO
niKapcbKoro 3acooby);
EiCiEc fo6dap C.n.A.,
ITania (BMpo6bHMLTBO,
nakyBaHHs!, KOHTPO/Tb

Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina riocmasa lMpoyedypa
n/n JliKapcbKO20
3acoby
1. ENIPYBILUVH po34uH Ans Mepak HimeyunHa BToprHHE nakyBaHHs, HimeuunHa/ 3acifaHHsA BiaMoBUTM Yy 3aTBepmXeHHi - 3MiHW | Tuny - 3MiHM wWoA0
MEAAK iH'eKLUi, 2 mr/m; lesenbliad MapKyBaHHS, KOHTPO/1b Ta Yecbka HTP Ne 35 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnagy. 3miHa uvactoTv Ta/abo
no 5 mn, abo no T chrop BMMNYCK cepii: Megak Pecny6nika Bif TEPMiHIB MOAAaHHSA PerynsipHO OHOBJIOBaHMX 3BITIB 3  6e3neku
10 mn, a6o no 25 KNiHiwe esenbliadT hrop KNiHiwe 18.09.2024 nikapcbkux 3acobiB  (B.l.10. IAHM) y 3B'A3KY i3 HEeBiAMNOBIAHICTIO
mn, abo no 50 mn, LWneujansnp LWneujiansnpenapate M6X, 3asB/IEHOT0 TNy 3MiH BuMMoram [lopsifKy MPOBEAEHHA eKcnepTusun
abo no 100 mny enapaTte HimeuumnHa; peecTpauiiiHux martepianiB Ha fikapcbki 3acobu, WO MoJaloTbCs Ha
dhnakoHi; no 1 M6X Bupo6HuuyTBo "in bulk”, JepXxaBHy peecTpauito (nepepeecTpawiio), a TakoX eKcnepTusun
chnakoHy B nakyBaHHs, MapKyBaHHA Ta maTepianiB NpPO BHECEHHA 3MiH [0 peecTpauiiHix Matepianis
Kopobui KOHTPO/Ib cepii: OHKOTEK NPOTAroM fii peecTpauiiHoro nocBigyYeHHsl, 3aTBEPAKEHOTO Haka3oMm
dapma MpogakwH MéX, MO3 Bif 26.08.2005 Ne 426 (3i 3MiHamu)
HimeuunHa; BUpobHuLTBO "in
bulk", nakyBaHHsi, MapKyBaHHs
Ta KOHTpOsb cepii: OHkoMe[,
MeHblodeKYEpIHT a.c., Yecbka
Pecny6nika
2. 3ABILE®DTA NMopoLUOK AN NMPANIEP CWA AHTMGIOTIKOC A0 Bpasin Bpasunis/ 3acifgaHHs BigmoBuTK y 3aTBEpMAKEHHI - TEXHIYHA nomusika (3rigHo Hakasy MO3
KOHLeHTpaTy A5 EWY.CLMI. Ntaa, Bpasunis ITanisa HTP Ne 34 Big 23.07.2015 Ne 460). BunpaBneHHs TEXHIYHOT MOMWIIKA B iHCTPYKLT
pO34nHy aons KOPMOPEW (BUPOGHMLTBO Bif, 0N MefMYHOro  3acTOCyBaHHS  NiKapCbKoro 3acoby Ta  TekcTi
iHcby3ii, no 2000 LH HaniBNpoAyKTy CTEPUSIbHOI 12.09.2024 MapKyBaHHS  BTOPUHHOI  yMakoBKM  fiKApCbKOro  3acoby  LoAo

MiCLie3HaxXOMKeHHs BMPOOHMKA He Moxe OyTW pekoMeHfoBaHe [0
3aTBEPKEHHS,, OCKINIbkM 3asBfieHa npoueaypa He nepepgbadvae
BHeceHHA y n. 12. «<HOMEP PEECTPALINHOIMO MOCBIAYEHHS»
TEKCTy MapKyBaHHs BTOPMHHOI yMakoBKM iHdiopmauii Wwoao Homepa
peecTpayiiiHOro noCBiAYEHHA Ta MOTPeGye 3asiB/IEHHSI BiAMNOBiAHMX
3MiH 3ri4HO 3 YNHHNM 3aKOHO4ABCTBOM
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chnakoHi 3i cnpeii-
HacocoMm 3
po3nunioBayemM,
no 1 donakoHy y
naJi 3 KapToHy

Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
AKOCTI Ta BUNyCK cepii)

3. NAMICKIH cnpewi HaLKipHUA, TOB YkpaiHa TOB "Mikpochapm” YkpaiHa 3acifgaHHs BiagmMoBUTY y 3aTBEPAKEHHI - TEXHIYHA nomuska (3rigHo Hakasy MO3
po3unH, 10 mr/r, "Mikpodhapm HTP Ne 35 Big 23.07.2015 Ne 460). BunpaBneHHs TEXHIYHOI MOMUIIKW, 3TigHO
no 30 M/ po34nHYy " Bif, n.2.4. posginy VI Hakasy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
y noniMepHomy 18.09.2024 pedakuii Hakasy MO3 Ykpainm Big 23.07.2015 p Ne 460) -

BvnpaBneHHs TexHiYHOI MNOMW/IKM, MOB'A3aHO 3 HEBIAMNOBIAHICTIO
(pi3HOUMTaHHA) B MeXax OAHOro AOKYMEHTa, [OMYLEHHS MOMWUIKA B
mMeTogax KoHTponww MKA T[/13 3a nokasHnkom «8. KinbkicHe
BM3Ha4eHHs. TepbiHadiHy rigpoxnopua», a came: gonyLieHa nomuika
B poO3paxyHKoBiii chopmyni ans  Tep6iHadiHy rigpoxnopugy Ta
nponyLeHnii onuc 3HavyeHHs «mO» - maca HaBaxku npenapaty; B
MeToAax KOHTPO/I0 3a NokasHUkoM «9. KinbKicHe BU3HauUeHHs. ETaHon
96 %», onuc A/19 HaBaxKn «mO0» BiLKOPUTOBAHO: i3 «B Minirpamax» Ha
«y Minirpamax», Ta BUMpPaBfEHO ONWUC 3HAYEHHS «Mi». BunpasneHHs
TEXHIYHOT MOMUJIKM He MOXe 6yTU pekoMeHAOBaHe A0 3aTBepPMKEHHS,
OCKiNIbKM  3aMponoHOBaHa  pefakuis He Bignosigae apxiBHUM
martepianiaMm peecTpauiiHoro pgocke, posginy 3.2.P.5.2 AHaniTuuHi
MeTOAMKM, a came: 3a MNokasHWKOM «8. KifnbKicHe BU3HAYEHHS.
Tep6iHachiHy rigpoxnopua.» B OpUriHa/iIbHUX MaTepianax Bupo6Huka,
B PO3pPaxyHKOBIi hopMysi y 3HAMEHHUKY 3a3HauvyeHo «1000», 3amicTb
nponoHoBaHoi pegakuii B MKA 13 «500», B TOMy 4YMC/i BifCyTHii
onnc 3HayeHHss «mO» - Maca HaBaxkku npenaparty. Takox, 3a
nokasHnkoM «9. KinbkicHe Bu3HaueHHs. ETaHon 96 %» BunpasneHHs
onmcy B MKA 13 gnsA 3HaveHHs «mO» Ta «mi» - He BignoBifae
iHhopMaLii, W0 3a3HayYeHa B apxiBHMX MaTepianax peectpauiliHoro
pocbe, posginy 3.2.P.5.2 AHanitMuHi MeToauku. 3 ornsgy Ha
BULLE3a3HauYeHe Ta HeBiAMOBIAHICTbL NponoHoBaHoi pedakuii MKA M3,
3rilHO opuriHaNibHUX Martepianis Bupo6Huka (po3zin 3.2.P.5.2
AHaNITUYHI METOAMKKN), BUMPABMEHHS TEXHIYHOI NOMWUKM HE MOXe
6yTN pekoMeHAoBaHe [0 3aTBepIyKeHHs, Ta NoTpebye BHECEHHS 3MiH
y BCT@HOB/MIEHOMY MOPSAKY 3rigHO Hakazy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
p Ne 460)

B.o. HauanLHUKA

dapmaleBTUYHOI0 YNpaB/IiHHSA

Onekcanpap I'PIHEHKO
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