MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

10 motoro 2023 poky Ne 273

IIpo jgepkaBHY peecTpariiio (mepepeecTpariiio) JKapCbKHX 3aco0iB (MegHUYHHX
iMyHOOio/ToTiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 10 Tlopsaky [mep)kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKHUX 3acobiB,
3aTBep/pKeHOro 1moctaHoBoro Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aiy aABafliTh ChOMOTO IMAMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO 0XOpPOHHU 370pOB’sl YKpaiHU, 3aTBep)KeHOro MocTaHoBoo KabiHery
MinictpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pepakiiii 1moctaHOBU
KabGinety MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuxX  mpemapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHeCEHHs 3MiH /10 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCcTpalliiHiX MaTepiasis,

HAKA3YIO:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
JIOJaTKOM 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. dapmareBTHUHOMY ympabiinHio (Osekcanap [I'pitjeHKo) 3abe3meunTtu
OTIPU/TFOJHEHHSI 1[bOTO Haka3dy Ha odiliiiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

KOHTpO]’Ib 3d BUKOHAHHSAM LbOI'O HAKA3Y 3d/IMIIAI0 3d coboro.

MiHuicTp BikTop JISAIIIKO



J10 IEPKABHOI'O PEECTPY JIIKAPCBKHNX 3ACOBIB YKPATHI

ITEPEJIIK
3APEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJUYHNX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IKI BHOCATBCSHA

Aopatok 1

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

MaTepianie»

Biag 10 notoro 2023 pokKy Ne 273

Ne Hassa ®opma surnyckKy (/ikapcbka 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n JliKapcbKo20 c¢hopma, ynakoska) 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHA peecmpayitiHo2o
3acoby nocBi0O4Y€eHHs
1. BETATICTUHY NOpOLLIOK (Cy6CcTaHUis) y AT "dapmak” YkpaiHa Ami IHais peecTpauia Ha 5 - He UA/19894/01/01
riaPOX0PUL, noAgiliHMX nonieTuIeHoBMX NaiichcaiieHs pokiB nionsizae
naketax gns papmaL,eBTUUYHOro Mpueat NlimiTeqn
3acToCcyBaHHSA
2. CYMATPUNTAHY | nopoLok (CybcTaHuis) y naketax AT “KUIBCbKWNI YkpaiHa XyHaH [xnygiaH Kutaii peecTpauia Ha 5 _ He UA/19895/01/01
CYKUMHAT noABiliHMX NoNieTUIEHOBUX ANs BITAMIHHW XOHrHT pokiB nionseae
hapmaLeBTUYHOro 3ABOL" PapmachboTikan
3acTocyBaHHA Ko., Jita.

B.o. Haua/ILHUKA
dapMaiLeBTUYHOT0 yIIPaB/IiHHA

Ounexkcanpap I'PILHEHKO




Aopatok 2

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

Big 10 moToro 2023 poky Ne 273

ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI

BHOCSATHCS /10 JEPXKABHOI'O PEECTPY JIIKAPCEKUX 3ACOKBIB YKPATHU

Tuny flip-off seal 3
nNacTVKoBUM
KOBMa4YKOM 3e/IeHOro
KOMbOpY; N0 2 onakoHu
3 PO34MHOM AN iHY3iiA
y KOMnnekTi 3 1
hNaKkoHOM 3 PO34NHOM
Ans npomyBaHHA (Mo 5
M1 PO3YMHY A5
NPOMVBAHHA Y
NPO30pOMY CKISTHOMY

KOHTPO/b, GiOHaBaHTaXKeHHS
Ta KOHTPO/b MPY BUNYCKY:
CTepUsIbHICTb, 6akTepiabHi
€HJ,0TOKCUHM)
PO34MH 4151 NPOMUBAHHS:
06p0o6Ka NikapcbKoro 3acoby
Ta NepBUHHE NakKyBaHHSA
(HanoBHEeHHS1 PO34YMHOM AN1A
NMPOMUBAHHSA) Ta
BUNPOBYBaHHS KOHTPO/IO
AKOCTi (KOHTPO/Ib B NpoLeci

3aCTOCYBaHHS /iKapCbKoro 3acoby
BignoBigHO A0 MaTepianis
peecTpavuiiHoro AochE.
MepiognyHicTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHEeHHsT hapmakoHariaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU 340pPOB’S
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B

chnakoHi (ckno | Tuny), BMPOGHMLTBA: MiHicTepcTBi tocTuLii Ykpainun 29
3aKynopeHoMy MPO6KOo iaeHTndikauisi, BisyasibHUiA ciyHsa 2007 poky 3a Ne 73/13340 (y
(byTunkayuyk) Ta KOHTPO/b, pepakuii Hakaly MiHicTepcTBa

06TUCHYTOMY
a/IIOMIHIEBOIO KPULLIKOO
Tuny flip-off seal 3
nNacTVKoBUM
KOBMa4YKOM XOBTOrO
KOMbOPY) B KAPTOHHii
KopoobLi

6ioHaBaHTaXEHHS, KOHTPO/b
npy BUMYCKY: CTEPUIIBHICTb,
6akTepiasibHi eHA0TOKCUHN)
BeTtTep dapma-depTiryHr
rmoX i Ko. KI, HimeuunHa;
roToBwuii Nnikapcbkuii 3acio:
BMNPOBYBaHHA KOHTPOSO
AKOCTi (KOHTPOJIb B MPOLECI
BUpOGHUUTBA:
ineHTudikauis, BisyanbHuii

OXOPOHW 340pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
NoAaHHs PerynsipHyX 3BiTiB 3
6e3neku

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
1. BPIHEWPA po3unH A4Nns iHdysiii, 30 BioMapuH IpnaHgis roToBwWiA Nikapcbkuii 3aci6: HimeuunHa/ MepepeecTpauis Ha 5 pokiB 3a He UA/16841/01/01
Mr/MA1; N0 5 M PO3UUHY IHTepHeLwHN 06po6Ka NikapcbKoro 3acoby Ipnangis/ OHOB/IEHO iHhopMmaLito y peuyenmom niosnsieae
ANst iHAy3in y Nimiteq Ta NepBMHHE NakyBaHHsA CnonyyeHi posginax "OcobnmsocTi
NpPO30pPOMY CK/IAHOMY (HanoBHEHHS TOTOBUM Wratn 3acToCyBaHHA", "3acTOCyBaHHSA Y
donakoHi (ckno | Tuny), nikapcbkrM 3acobom) Ta Amepuku/ nepiog, saritTHoCTi abo rogyBaHHs
3aKynopeHoMy npo6Ko BUNPOBYBaHHSA KOHTPOJIO HimeuunHa/ rpyaa"” (BHeCeHHs 40AaTKOBUX
(6yTnnkayuyk) Ta AKOCTi (KOHTPOJIb B MPOLECI IpnaHgis/ 3acTepexeHb), "Cnoci6
06TUCHYTOMY BUpOGHUUTBA: BenukobputaH 3acTocyBaHHA Ta o3un", "MobiyHi
/IIOMIHIEBOIO KPULLIKOO ineHTudikauis, BisyansHuUiA in peakuii" iIHCTpyKLUii 4158 MeguyHoro




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

KOHTPO/1b, GiOHABaHTaXKEHHS
Ta KOHTPO/b MPY BUNYCKY:
CTEpPUSIbHICTb, 6akTepiabHi
€HJ,0TOKCUHM)
PO34MH 4151 NPOMUBAHHS:
BMNPOBYBaHHA KOHTPOSO
AKOCTi (KOHTPOJIb B MPOLECI
BUpOGHUUTBA:
ineHTudikauis, BisyansHuUiA
KOHTPO/1b, GiOHABaHTaXKEHHS
Ta KOHTPO/b MPY BUNYCKY:
CTepPUsIbHICTb, 6akTepianbHi
€HJ,0TOKCUHM)
BeTtTep dapma-depTiryHr
'm6X i Ko. KI, HimeuunHa,;
roToBwWiA Nikapcbkuii 3aci6:
BTOPVHHE NakyBaHHSA
(mapkyBaHHs Ta npouec
KIHL,EBOrO NaKyBaHHs)
PO34MH 4151 NPOMUBAHHS:
BTOPVHHE NaKyBaHHS
(mMapkyBaHHS Ta npoLec
KiHLLeBOro nakyBaHHS)
Anmvak ®apma Cepsice3
(Apnenp) Nimiteq, lpnaHais
roToBwuii nikapcbkuii 3aci6:
BMNPOBYBaHHA KOHTPOSO
AKOCTi (KOHTPOJIb B MPOLECI
BUpOGHUUTBA:
ineHTUdikauis) Ta
BMNPOGYBaHHA CTabi/IbHOCTI
PO34MH 4151 NPOMUBAHHS:
06pobka nikapcbKoro 3acoby
(BPOGHMLTBO
Hepo3ghacoBaHOro
NPOMDKHOr0 po3y4nHy Ans
NpoMVBaHHS) Ta
BMNPO6GYBaHHS KOHTPO/O
AKOCTI (KOHTPOJIb B MPOLECi
BMPOGHMLTBA:
iaeHTudikauia Ta
BMNPOGYBaHHSA
cTabiNbHOCTI)
BioMapuH ®apmacbloTukan
IHK., CnonyueHi WTtatn
Amepukun
roToBwuii Nnikapcbkuii 3acio:
36epiraHHsa Ta




PeecmpayjitiHa npoyedypa

Ymosu

n/n

Hassa

JliKapcbK0O20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

Bionycky

BUNPOOYBaHHS KOHTPO/IO
AKOCTi (KOHTPO/Ib B NpoLeci
BMPOGHMLTBA: Bi3yaslbHUIA
KOHTPO/b)
PO34MH 4151 NPOMUBAHHS:
36epiraHHA Ta
BUNPOBYBaHHS KOHTPO/IO
AKOCTi (KOHTPO/Ib B NpoLeCi
BMPOGHMLTBA: Bi3yaslbHUIA
KOHTPO/b)
BeTtTep dapma-depTiryHr
'M6X i Ko. KI', HimeuunHa
roToBwWiA Nikapcbkuii 3aci6:
BMNPO6GYBaHHS KOHTPO/O
AKOCTI (KOHTPO/Ib MpY
BMNYCKY: KPiM CTEPWU/ILHOCTI)
Ta BUNPO6YBaHHSA
cTabinbHOCTI Ta BUNYCK cepil
PO34MH A1 NPOMUBAHHS:
06po6ka nikapcbkoro 3acoby
(BpOGHMLTBO
Hepo3dacoBaHOro
MPOMDKHOTO PO34MHY ANs
NpoM1BaHHs) Ta
BUNPOBYBaHHS KOHTPO/IO
AKOCTi (KOHTPO/Ib B NpoLeCi
BMPOGHMLTBA:
ineHTndikauisi, KOHTPOsIb
npv BUNYCKY: Kpim
CTepusIbHOCTI),
BMNPOGYBaHHA CTabi/IbHOCTI
Ta Bunyck cepii
BioMapvH IHTepHewHn
Niviten, lpnaxgis
roToBwuii nikapcbkuii 3aci6:
BTOPVHHE NaKyBaHHS
(mMapkyBaHHSA Ta npoLec
KiHLLeBOro nakyBaHHS)
PO34MH A1 NPOMUBAHHS:
BTOPWHHE NakKyBaHHSA
AHpepcoHBpekoH (HOK)
Nimiten, BenukobputaHis

MepepeecTpalis Ha HeobMeXeHUIA

3a

Peknamys Homep
aHHs1 peecmpayjiliHo2o
nocsioYeHHs1
He UA/16348/01/01
nionsi2ae

rPOMPNHO3N
H®-PIXTEP

cupon, 250 mr/5 mn no
150 mn 'y chnakoHi, no 1
h1aKkoHy Y KapTOHHIl
ynakoBLi, B KOMNAEKTI 3

NPUCTPOEM ANSA

BAT
"lefeoH
PixTep"

YropLmHa

KOHTPO/b AKOCTI, 403BIiN Ha
BWMYCK Cepii:

TOB "T'egeoH Pixtep

Monbwa", NonbLya;

BVMPOGHMLTBO

MonbLa/
PymyHis

TEepMiH
OHoB/eHo iHdhopMaLiio B
IHCTPYKLii Ana MeguyHoro

3aCTOCYBaHHS MikapcbKoro 3acoby

peyenmom




n/n

Hassa
JliKapcbK0O20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

3acoby

[103yBaHHSA 3 MipHOIO
wkanot Big 0,5 mn go 5
M

Hepo3acoBaHoro
NpoAyKTy, NepBUHHa
ynakoBka, BTOPUHHA

ynakoBKa, KOHTPO/1b AKOCTI:

'epeoH Pixtep PymyHis
A.T., PymyHis

y po3ginax
"GapmakoTepanesTuyHa rpyna”
(wopo Haszsw), "PapmakonoriyHi

BnacTmBocTi" (LWoao 6esnekm),
"B3aemogis 3 iHWMMUN NiKapCbKUMu
3acob6amu Ta iHLWi BUAn
B3aemogiii", "OcobnmnBoCTi
3acTocyBaHHs", "30aTHiCTb
BNAMBaTU Ha LUBUAKICTb peakLil
npv KepyBaHHi aBTOTPaHCNOPTOM
abo iHWYMKU MexaHismamn®,
"Cnoci6 3acTocyBaHHA Ta fo3un"
(peparyBanHs), "Oitn"
(peparyBaHHs), "MNepeno3yBaHHA",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn
[ito40i pevoBUHU
MepiognyHiCTb NOgAHHSA
perynisipHO OHOB/IHOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0 MNopsaaky
3pjilicHeHHs chapmakoHarnaay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHUW 340P0B’A
Ykpaiuu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi ocTULT YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHVMK Y NepioguyHoCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku

ANPOTOH®

Tabnetku no 5 mr, no 14
TabneTok y 6nictepi; no
1 a6o no 2, a6o no 4
6nicTepy B KApPTOHHIl
ynakoBLi

BAT
"TefeoH
PixTep"

YropLmHa

BAT "leseoH Pixtep"

YropumHa

MepepeecTpalis Ha HeobMeXeHUIA
TEepMiH
MepiognyHicTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHeHHsT hapmakoHariaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y

pepakuii Haka3ly MiHicTepcTBa

OXOPOHW 340pOB'st YKpaiHu Big 26

3a
peyenmom

He
nionsieae

UA/7679/01/02




n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanyYHOCTI

NnoAaHHsA PerynsipHyX 3BiTiB 3

6esneku.

IVIPOTOH®

Tabnetkv no 10 wmr, no
14 TabneTok y 6nicTepi;
no 1 aéo no 2, a6o no 4
6nicTepy B KapPTOHHIN
ynakoBLi

BAT
"lepeoH
PixTep"

YropuwumHa

BAT "lepeoH Pixtep"

YroplmHa

MepepeecTpauis Ha HeObMeEXeHWIA
TEepMiH
MepiognyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3neku, BignosigHo Ao MNopagky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa 0XOpPOHN 34,0POB’SA
YKpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioANYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
niossieae

UA/7679/01/03

IVPOTOH®

Tabnetku no 20 wmr, no
14 TabneTok y 6nicTtepi;
no 1 a6o no 2, a6o no 4
6nicTepy B KApPTOHHIi
ynakoBLi

BAT
"TefeoH
PixTep"

YropLmHa

BAT "l'eseoH Pixtep"

YropumHa

MepepeecTpavis Ha HeobMeXeHUIA
TEepMiH
MepiognyHICTb NOAAHHSA
perynisipHo OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0 MNopsaky
3[jiCHEeHHs hapmakoHariaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0OXOPOHM 340P0B'S
Ykpaiuu Big, 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULil Ykpainm 29
ciuHs1 2007 poky 3a Ne 73/13340 (y
pepaxuii Hakaly MiHicTepcTBa
OXOPOHW 30pOB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rifHO 3i CTpOKamu,
3a3HavyeHVMK Y NepiognYHOCTI
NoAaHHsA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/7679/01/04

AIONTOK®

Kancynm
KMLLKOBOPO34YMHHI TBEPA
no 30 mr; no 10 kancyny
6nictepi; no 3 abo 6
6nicTepiB y nayui 3

AT
"papmak”

Ykpaina

AT "®apmak”

(nakyBaHHs i3 in bulk cipmn-

BMpOGHMKa SlabopaTopioc
HopmoH, C.A., Icnanis)

YkpaiHa

MepepeecTpauis Ha HeobMeXeHUIA
TEepMiH
OHOB/IEHO iH(hopmaLito B
IHCTPYKUIT AN MeguuHoro
3aCTOCYBaHHS /iKapCbKoro 3acoby

3a
peyenmom

He
nidnsieae

UA/16564/01/01




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KapToHy y po3ginax "®apmakonoriyHi

BNacTUBOCTI" (YTOYHEHHS
iHchopmadii), "B3aemogisi 3 iHWmnMun
nikapcbkuMmn 3acobamu Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocCTi
3acTocyBaHHA", "3acToCyBaHHA Y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaa"” (yTouHeHHs iHdopmadii),
"Cnoci6 3acTocyBaHHA Ta fo3un"
(yTOYHeHHs iHchopmawii),
"Mepeno3yBaHHs", "Mo6GiyHI
peakuii" BiANoBIigHO A0 OHOBMNEHOI
iHchopmawii pedhepeHTHOro
nikapcbkoro 3acoby CimbanTta®,
Kancy/sim K1WKOBOPO34YMHHI TBEPA].

MepiognyHiCTb NOgaHHSA
perynspHo OHOB/IHOBAHOTO 3BiTY 3
6e3neku, BignosigHo Ao MNopagky

3[jiCHEHHST hapMakoHariaay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHN 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3

6e3neku.
7. ALONOK® Kancynu AT YkpaiHa AT "dapmak” Ykpaina MepepeecTpavis Ha HeobMeXeHUi 3a He UA/16564/01/02
KMLLKOBOPO34YUHHI TBEPAi "dapmak” (nakyBaHHs$ i3 in bulk chipmu- TEepMiH peuenmom niosnsieae
no 60 wmr; no 10 kancyny BMpOGHMKa JSlabopaTopioc OHoB/eHO iHdhopmaLiio B
6nicTepi; no 3 abo 6 HopmoH, C.A., Icnanis) IHCTpYKUiT AN MeguyHoro
6nicTepiB y nayui 3 3acTocyBaHHA NikapcbKoro 3acoby
KapToHy y po3ginax "®apmakonoriyHi

BNaCTMBOCTI" (YTOYHEHHS
iHchopmadii), "B3aemogis 3 iHWmnMun
nikapcbkumy 3acobamu Ta iHLi
BuUaAn B3aemogijin”, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyAAak” (YTOUHEHHs iHdhopmadii),
"Cnoci6 3acTocyBaHHA Ta f03un"
(YTOYHEeHHs1 iHchopmauii),
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

"Mepepo3yBaHHsa", "NoGIYHI
peaxuii” BignoBigHO A0 OHOB/IEHOT
iHhopmawii pecbepeHTHOro
nikapcbkoro 3acoby Cimbanta®,
Kancynm K1LWKOBOPO3UWHHI TBEP;.

MepiognyHicTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky

3[jiCHEeHHsT hapmakoHariaay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHM 340POB's
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHW 340pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanyYHOCTI
NoAaHHs PerynsipHyX 3BiTiB 3

6esneku.
8. AHONOK® Kancynm AT YKkpaina NTABOPATOPIOC IcnaHis MepepeecTpauis Ha HeObMeXeHNI - He UA/16565/01/01
KMLLKOBOPO3YVHHI TBepAi "®apmak” HOPMOH, C.A. TEpMiH. nionsizae
no 30 wmr; in bulk: no MepiognyHICTb NOAAHHSA
11,66 kr y 6apabaHax perynsipHoO OHOB/IOBAHOTO 3BiTY 3

6e3neku, BignosigHo Ao MNopagky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpPOHN 34,0POB’SA
YKpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVIMU y NepioAnNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3

6e3neku.
9. AHONOK® Kancynm AT Ykpaina NNTABOPATOPIOC IcnaHis MepepeecTpavis Ha HeobMeXeHUIA - He UA/16565/01/02
KMLLKOBOPO34YUHHI TBEPAi "®apmak” HOPMOH, C.A. TEPMiH. nionsieae
no 60 wr; in bulk: no MepiognyHicTb NogaHHA
11,66 kr y 6apabaHax perynspHo OHOB/IKOBAHOIO 3BITY 3

6e3neku, BignoBigHO A0 MNopsaky
3[iiCHEHHS hapmakoHaraaay,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTULT YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHW 3[0POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHVMK Y NepioguyHoCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.

10.

EHANAMNPUN
H-TEBA

Tabnetku 10 mr/25 wr;
no 10 TabneTtok y
6nicTepi; no 2 abo no 3,
ab6o no 5, abo no 6, abo
no 10 6nicTepiB y
Kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

AT dapmaueBTUYHUIA 3aBOA,
TeBa

YropumHa

MepepeecTpaLis Ha HeobMeXeHUIA
TepMiH. OHOBMEHO iHhopMmaLito B
IHCTPYKLi AN1s MeguyHoro
3aCTOCYBaHHSA MiKapcbKoro 3acoby
y po3gaini "Mob6iyni peakuii”
BiANOBIAHO A0 OHOBMEHOT
iHbopmaLii WoA0 BaX/IMBOCTI
3BiTyBaHHSA NPOo No6iYHi peakw;i.
MepiognyHicTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHeHHsT hapmakoHariaay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHM 340POB's
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHU 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMK Y NepioguyHoOCTI
noAaHHs perynsipHyX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/16668/01/01

11.

IBIKAPA® H

Tabnetkv no 40 mr/12,5
M, N0 7 TabNeTok B
antomiHieBomy bnictepi,
no 2 6nictepu y
KapTOHHI KopobLi; no 7
TabneTok B
antomiHiesomy bnictepi,
no 4 6nictepu y
KapTOHHIl KopooLi

OPIAHOCMU
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EBepTogxeH flaiid CaeHcn3
Nimiteq

IHais

MepepeecTpavis Ha 5 pokiB.
OHOB/IEHO iHGhopmaLiio B
IHCTPYKLii Ana MeguyHoro

3aCTOCyBaHHSA MikapCcbKoro 3acoby
y po3ginax "OcobnunBocTi
3acTocyBaHHs", "Mo6ivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT
iHcbopmalii 3 6e3neku Ajtoyoi
PeYOoBMHM.

3a
peyerimom

He
nionsieae

UA/16929/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

MepiognyHicTb NogaHHA
perynsipHo OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky

3[jiCHEeHHSs1 hapmakoHariaay,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHMW 300POB’s
Ykpaiuu Big, 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHW 340pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HayYeHVMU y NepioanYHOCTI
noAaHHs PerynsipHyX 3BiTiB 3
6esneku.

12.

IBIKAPA® H

Tabnetkv no 80 mr/12,5
M, 0 7 TabneTok B
antomiHieBoMy bniictepi,
no 2 6nictepu y
KapTOHHI Kopobui; no 7
TabneTok B
antomiHiesomy bnictepi,
no 4 6nictepu y
KapTOHHIlA KOpooLi

OPIAHOCMU
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EsepTogxeH Maiid CaeHcn3
NimiTeq

IHais

MepepeecTpavis Ha 5 pokiB.
OHoB/eHo iHdhopMaLiio B
IHCTPYKLii Ana MeguyHoro

3aCTOCYyBaHHS NikapCbKoro 3acoby
y po3ginax "OcobnunBocTi
3acTtocyBaHHs", "Mo6i4HI peakuii”
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku ajtoyoi
PeYOoBUHM.

MepiognyHicTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky

3[jiCHeHHsT hapmakoHariaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3ly MiHicTepcTBa
OXOPOHM 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMK y NepioguyHoCTI
noAaHHs perynsipHyX 3BiTiB 3
6esneku.

3a
peyerimom

He
niosnsieae

UA/16929/01/02

13.

IBIKAPA® H

Tabnetkn no 80 mr/25 mr
no 7 TabneTok B
antomiHieBomy bnictepi,
no 2 6nictepu y

OPIAHOCMU
H
NAN®CAEH
CU3 (E®

OAE

EBepTogxeH flaiid CaeHcn3
Nimiteq

IHais

MepepeecTpavis Ha 5 pokiB.
OHOB/IEHO iHGhopmaLito B
IHCTPYKLii Ana MeguyHoro

3aCTOCYBaHHS MikapcbKoro 3acoby

3a
peyerimom

He
nionsizae

UA/16929/01/03
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KapTOHHI Kopobui; no 7 3ET ) y po3ginax "OcobnunBocTi
TabneTok B 3acTtocyBaHHs", "Mo6ivHI peakuii”
antoMiHiesomy bnictepi, BiANOBIAHO [0 OHOBMEHOT
no 4 6nictepu y iHchopmawii 3 6e3neku Ajtoyoi
KapTOHHilA KopooLi peyoBUHM.
MepiognyHicTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHEeHHsT hapmakoHariaay,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHM 340POB's
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHW 340pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanyYHOCTI
NoAaHHs PerynsipHyX 3BiTiB 3
6esneku.
14. NIAOKAIHY KpMcTaniuHWin NOPOLLIOK ToBapucTBo YkpaiHa C.LM.C.C.P.N. ITanisa MepepeecTpauis Ha HeobMexXeHui - He UA/16992/01/01
FIAPOXNOPUA | (cy6cTaHuis) y 3 TEepMiH nionsizae
noaBiniHMX 06MeXeHo
nonieTnIeHoBMX BignoBigasb
naketax gns HiCTIO
hapMaLeBTUYHOIO "®apmaueBT
3acToCyBaHHS nyHa
KOMnNaHis
"3popos'a”
15. METEOPIK rpaHynn romeonartuyHi BAJIA HimeuuunH BAJIA Xaiinbmittens M6X HimeyunHa MepepeecTpavis Ha HeobMeXeHUIA 6e3 niossieae UA/16194/01/01
AAPOH no 20 r y dpnakoHi, no 1 Xaiinbmitte a TepmiH. OHOB/EHO iHhopMaLio B | peyenma
rnoeyni chnakoHy B KOpOO6Li nb MM6X IHCTPYKUiT AN MeguuHoro
BENATI 3acToCcyBaHHS /iKapCcbKoro 3acoby

y posginax "OcobnusocTi
3actocyBaHHs", "lNo6iuHI peakuii"
BifNOBIAHO A0 OHOBEHOT
iHbopmawii 3 6e3neku
3aCTOCYBaHHS fjilounx Ta
[OMOMIKHUX PEYOBVH.
MepiognyHiCTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPAKEHOr0 Hakasom
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
MiHicTepcTBa OXOpPOHN 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTeBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioANYHOCTI
nojaHHsA perynsipHuX 3BiTiB 3
6e3neku.
16. METPOHIAA30 | kpucTaniyHmii NOpOLLIOK ToBapucTBO YkpaiHa XYBEWN XYHIOAHb Kutaii MepepeecTpavis Ha HeobMeXeHUi - He UA/17038/01/01
n (cy6eTaHuin) y 3 SAPMACBHIOTIKAN TEepMiH nionsieae
NOABINHNX 06MeXeHo TEKHONO4XI KO., T4
noslieTuIeHoBMX BignoBigasb
naketax gns HiCTIO
thapmaueBTUYHOro "®bapmaueBT
3aCTOCYyBaHHS nyHa
KOMMaHis
"3p0pos'a”
YKpaiHa
17. PUMPOHAT Kancynu Teepai no 250 TOB YkpaiHa K.O. Pomdapm Komnai PymyHis MepepeecTpauis Ha HeobMeXeHUIA 3a He UA/16424/02/01
Mmr no 10 kancyny "YOPNA C.P.N. TEepPMiH peyenmom nionsizae
6nicTepi; no 4 abo 6 MEANLIH" OHOBAEHO iHdhopMaLiio y

6nicTepiB y KAPTOHHIl
Kopobui

posgainax "®apmMakonorivHi
BnactTuBocTi", "lMpoTunokasaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3n",
"Mo6iuHI peakyii" iIHCTPYKUIT ANns
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBigHO A0
OHOB/EHOI iHGhopMaLi Woao
6e3nekn 3acTocyBaHHS fito4oi
peyoBuHM.
MepiognyHiCTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A
YKpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULiT Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),

CTaHOBWTb: 3rifHO 3i CTpOKamu,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

3a3Ha4YeHVMU y NepioANYHOCTI
nofaHHsA perynspHuX 3BiTiB 3
6e3neku.

18.

PUMNPOHAT

kancynv TBepgi no 500
Mr no 15 kancyn B
6nicTepi; no 4 6nictepu
B KapTOHHIi kopo6ui

TOB
"YOPN[,
MEANLIVH"

YkpaiHa

K.O. Pomdpapm KomnaHi
C.P.J.

PymyHis

MepepeecTpavis Ha HeobMeXeHUi
TEepMiH
OHOB/EHO iHhopMmaLito y
po3ginax "®apmMakosoriyHi
BnactusocTi", "lMpoTunokasaHHA",
"Cnoci6b 3acTocyBaHHA Ta fo3un",
"Mo6iuHI peakyii” iIHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
NiKkapcbKoro 3acoby BiAMOBIAHO A0
OHOBJIEHOI iHChopMaLil LLoAo
6e3rnekun 3aCTocyBaHHsA Aito4oi
PEYOBWHM.
MepiogunyHicTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jiCHEeHHsT hapmakoHariaay,
3aTBEPKEHOIO HakasoM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHU 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMK Y NepioguyHoOCTI
noAaHHs perynsipHyX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/16424/02/02

19.

LUTUKONIH-
340POBSi

pO34nH opasibHuiA, 100
mr/mn no 30 mn, no 50
mn a6o no 100 mn y
donakoHi 3i ckna; no 1
hNakoHy 3i cTakaHoOM
MipHUM Yy KOpobLi 3
KapToHy; no 50 mn a6o
no 100 mn y dpniakoHi
noniMepHomy; no 1
chnakoHy 3i Wwnpuuy-
NiNeTKOI [,03YHY0I0 Y
Kopo6Li 3 KapTOHyY; No
10 mn y cawe; no 20
calle y kopobui 3
KapToHy

ToBapucTeo
3
06MmexXeHo
BignoBigasb
HiCTIO
"®apmaueBT
nyHa
KOMnaHis
"3popos'a”

Ykpaina

ToBapnCTBO 3 OOMEXEHOI0

BifNoBiAaNbHICTIO

"papmaueBT1YHa KOMNaHis

"370poB's"”

Ykpaina

MepepeecTpauisa Ha HeObMeXeHNIA
TEPMiH.

OHOB/IEHO iHGhopmaLito B
IHCTPYKUiT AN MeguuHoro
3aCTOCYBaHHS MiKapcbKoro 3acoby
y posginax "OcobnusocTi
3actocyBaHHs", "lNo6iuHI peakuii"
BiANoBIAHO A0 iHdhopMau;i
pedhepeHTHOrO JiKapcbKoro
3aco6by LiepakcoH, po3unH ans
nepopasibHOro 3aCTOCYBaHHS.
MepiognyHiCTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3[iiCHEeHHs1 chapmakoHarnaay,
3aTBEPAKEHOr0 Hakasom

3a
peyerimom

He
nionsieae

UA/16711/02/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

MiHicTepcTBa OXOpPOHN 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTeBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioANYHOCTI
nojaHHsA perynsipHuX 3BiTiB 3
6e3neku.

B.o. Haua/TLHKA
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanpap I'PIHEHKO




ITEPEJIIK
JIIKAPCBKMX 3ACOBIB (MEJUUYHMX IMYHOBIOJ/IOTTYHUX IMPEIMMAPATIB), II[O/0 AKX BYJIM BHECEHI
3MIHU /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATHCSI 10 TEP>KABHOTI'O PEECTPY JIIKAPCBKHUX
3ACOBIB YKPAIHU

AopaTtok 3

[0 Hakasy MiHicTepcTBa OXOPOHU
3A00pOB’A YKpaiHu «po AepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKMX 3ac06iB (MeguUHNX
iMyHOGionioriuHMX npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpavliiiHux

MaTepianis»

Bix 10 moToro 2023 poky Ne 273

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoska) nocsioYeHHs1
1. | AKKOTIM Kancysm TBepgi no AKkopA, Icnanis Brpo6HMLTBO nikapcbkoro IHgia/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/19158/01/01
20 wr; no 1 kancyni Xenckea 3acoby, nepBrHHe Ta Benuka 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NiKapCbKuii peuenmom
y cawle; no 5 cawe y C.JLY. BTOPVHHE NaKyBaHHS, Bputanis/ 3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
nauuj KOHTPO/Ib SKOCTI cepii: ITanis/ iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
IHTAC MonbLua/ KOHTPOJIH0 SIKOCTi FOTOBOTrO NiKapCbKoro 3acoby
PAPMACBIOTIKANI Manbta/ (3amiHa abo gogaBaHHs AiNbHWLI, Ha AKINA
NIMITEL, IHais; YropwuHa 3[iICHI0OETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -

Bnpo6HMLTBO NiKapcbkoro
3acoby, nepBrHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI cepii:

IHTAC
®APMACBIOTIKANS
NIMITEL, IHAis;
[opatkosa AinbHUUA 3
BTOPVHHOTO MaKyBaHHS:
AKKOP/, XE/ICKEA
NIMITEA, Benuka
BpuTaHis;
[JopatkoBa finbHULA 3
BTOPUHHOTO NakyBaHHS:
A4n CANJI YENH
(Iranis) CNA, ITania
[lopartkosa AinbHUUA 3
BTOPVHHOTO MakKyBaHHS:
AKKOPA-tOKEN NIMITEL,
Benuka BputaHis;
Jopatkosa finbH1UA 3

[oflaBaHHA OiNbHULL 3 KOHTPOJIHO SKOCTi FOTOBOro
nikapcbkoro 3acoby -BECC/IIHI XaHrepi K.,
YropuwyHa. 3miHu | Tuny - 3miHu 3 AkocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPO/IH0 IKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs OiNbHWULI, Ha Kl
3[jICHIOETLCA KOHTPO/b/BUNPOBYBaHHS cepii) -
[0AaBaHHA AiNbHULL 3 KOHTPOSIO AKOCTI cepii
roToBOro nikapcbkoro 3acoby - IABAHANI3IC
C.P.N, ITania. 3miHn | Tuny - 3MiHW 3 SKOCTI.
[oTOBWIA NMikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIO SIKOCTi FTOTOBOTO NiKApPChLKOro
3acoby (3amiHa abo AofaBaHHsA AiflbHUL, Ha Kl
3[iACHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
[0AaBaHHA AifbHULI 3 KOHTPOSIKO SKOCTI cepii
roTOBOrO Jlikapcbkoro 3acoby - PAPMABANIL
Nta. Mikpob6ionoriyHa naéoparopisi, YropLymHa.
3MmiHu | TURY - 3MiHK 3 SKoCTi. FOTOBWIA NiKaPCbKN
3aci6. 3MiHM y BUPOOHMLUTBI. 3MiHa
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1

BTOPUHHOIO NakyBaHHSA:
CwuHonTtus IHgactpian Cn.
3 0.0., MNMonbLwa
KoHTponb sikocTi:
Micom Nla6c Nta., ManbTa
KOHTpPO/b SIKOCTI:
Papmagokc Xenckea Jta.
ManbTa
KOHTpPO/b SIKOCTI:
BECC/IHI XaHrepi K.,
YropumHa
KOHTpPO/b SIKOCTI:
NABAHANI3IC C.P.N,
ITanis
KOHTpPO/b SIKOCTI:
PAPMABANIA NTA.
Mikpo6ionoriyHa
NabopaTtopis, YropLmHa
BignoBiganbHuii 3a BUNycK
cepi:

AKKOP[, XENCKEA
NIMITEL, Benvka
BpuTaHis

iMnopTepa/3aMiHu, L0 CTOCYIOTbCSA BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOTrO NiKapCbKoro 3acoby
(3amiHa abo fofaBaHHA AiNbHULL, Ha AKINA
3[jACHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
3aMiHa [iflbHUL 3 KOHTPOJItO AKOCTi FOTOBOrO
nikapcbkoro 3acoby ACTPOH PECbOPY
NIMITEA, Benuka Bputanis Ha Micom Jlabe NT4,,
ManibTa. 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHN.
BunyyeHHs BUPO6HMYOI AinbHUL (BKIHOYAKOUM
AinbHuui Ana A®l, npoMixxHoro npoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AiNbHULi Ans
NpoBefieHHs NaKyBaHHSA, BUPOOHYIKa,
BiAMOBIA&/TLHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAeHHSA KOHTPO0 cepil) abo noctavyanbHUKa
BUXiHOrO Matepiany, peareHTy abo fonoMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BUNYHYEHHS
AiNbHULI §Di3NKO-XIMIYHOrO KOHTPOJIHO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby - MeauyHWii iHCTUTYT
3 MiCLLe3Hax0MKEHHS B YCTi Haf
Nabem/BunpobysasnbHa naboparopis M. 'pageL,
Kpanose, Bynuuya AHa YepHero, 361, 503 41
Ipageu Kpanose; nigpo3ain Nel: Bynuusa AxHa
YepHero, 361, Npagey Kpanose, 503 41, Yexis; -
MefuyHUIA IHCTUTYT 3 MiCLLe3HAaXOXKEHHS B YCTi
Hapg Jlabem/Bunpo6yBanbHa nabopatopisi M.
I'pagev, Kpasiose, Bynuusa AHa YepHero, 361, 503
41 'pagey, Kpanose; nigpo3ain Nela: Bynuvus
Hessanosa, 958, pagey, Kpanose, 50003, Yexis.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYAOUY AiNbHUL ANS
A®I, NpomMiXHOro NPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BifNOBifaIbHOTO 3a
BWMYCK CEPiiA, MicLie NPOBEAEHHS KOHTPO/IHO cepil)
ab0 nocTavasibHMKa BYXigHOrO Marepiany,
peareHTy abo [OMNOMKHOI PEYOBUHY (SIKLLLO
3a3HayeHo y [0CbE) - BUYHYEHHS AiNbHUL (i3nKO-
XiMiYHOTO KOHTPOJ10 AAKOCTi FOTOBOrO NiKaPCbKOro
3acoby - KBIHTA - AHANITUKA c.p.o., Yexis.
3miHu | TMny - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKIKOUAKUN AiNbHNL ANs
A®I, npomi>XHOro NPoAyKTy abo rotToBoro
niKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BAPOOHMKa, BiANOBiLaNIbHOIO 3a
BUMYCK Cepild, MicLLe NPOBEEHHSA KOHTPOSIO cepii)
abo noctavasnibHVKa BUXIQHOrO Matepiasny,
peareHTy ab0 LOMNOMIXXHOI pevOBUHY (KLLO
3a3Ha4YeHo y [0CbE) - BUTyYEeHHS [0AaTKOBOI
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Brpo6HMLTBO nikapcbkoro
3acoby, nepBuHHE Ta
BTOPUHHE NakyBaHHS,
KOHTPO/Ib SKOCTI cepii:

IHTAC
PAPMACBIOTIKANS
NIMITEL, IHais;
[JopatkoBa finbHULA 3
BTOPVHHOIO NakKyBaHHS:
AKKOPJ, XE/ICKEA
NIMITEL, Benuka
BpuTaHis;
Jopatkosa finbHUUA 3
BTOPVHHOTO NakyBaHHS:
A4n CAMNJII YENH
(ITania) CMA, ITanis
[JopatkoBa finbHULA 3
BTOPWHHOIO NakKyBaHHS:
AKKOP[I-FOKEM MIMITEL,
Benvka BputaHis;
[opatkosa AinbHUUA 3
BTOPVHHOIO NakyBaHHS:
CwuHonTus IHgactpian Cn.
3 0.0., MonbLa
KoHTponb skocTi:
Micom Nla6c NTa., ManbTa
KOHTPO/b SIKOCTI:
dapmagokc Xenckea fita.
ManbTa
KOHTPO/b SIKOCTI:
BECC/IHI XaHrepi K.,
YropuimHa
KOHTpPO/b SIKOCTI:
NABAHANI3IC C.P.N,
ITanis
KOHTPO/b SIKOCTI:
SAPMABANIA NTA.
Mikpo6ionoriyHa
JNlabopaTtopis, YroplmHa

[0AaBaHHA AibHUL 3 KOHTPO/IHO AKOCTi FOTOBOrO
nikapcbkoro 3acoby -BECC/IHI XaHrepi K.,
YropwmHa. 3miHum | Tuny - 3MiHKn 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby
(3amiHa abo gogaBaHHs AiNbHWLI, Ha Kl
3[iACHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
[0AaBaHHA AifbHULI 3 KOHTPOSIKO SKOCTI cepii
roTOBOro fikapcbkoro 3acoby - IJABAHANI3IC
C.P.N, ITania. 3miHn | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHS Ai/TbHULI, Ha SKil
3[iICHI0OETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
[0[aBaHHA AiNbHULL 3 KOHTPOSII SKOCTI cepil
roTOBOrO /likapcbkoro 3acoby - PAPMABANIL
Nita. Mikpo6ionoriyHa nabopatopisi, YropLimHa.
3MmiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NiKapCbKui
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gogaBaHHs AiNbHWLI, Ha AKINA
3[iICHI0OETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
3aMiHa [ifIbHUL 3 KOHTPOJItO AKOCTi FOTOBOrO
nikapcbkoro 3acoby ACTPOH PECbOPY
NIMITEA, Benuka Bputanis Ha Micom Jlabe NT4,,
ManibTa. 3MiHu | TUNYy - AGMIHICTPATUBHI 3MiHN.
BunyueHHst BUPO6HMYOI AinbHUL (BKIHOYAKOUN
AinbHuui ana A®l, npoMixHoro npoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AiNbHULi Ans
NPOBEAEHHS NakyBaHHs, BUPOGHUKA,
BiAMOBIAA/TLHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOO cepil) abo noctavyanbHUKa
BMXiHOTO Matepiany, peareHTy abo AonoMiXHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y [OCHE) - BUNYHYEHHS
AiNbHULI §i3NKO-XIMIYHOTO KOHTPOJIHO AKOCTI

rOTOBOrO MiKapCcbKoro 3acoby - MeguyHuiA iHCTUTYT

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
AiNbHUL 3 BTOPMHHOTO MaKyBaHHS rOTOBOI0
nikapcbKoro 3acoby - CBYC ®apwma a.c., Yexisi.
2. | AKKOTIM Kancynu Teepai no AKkopp, Icnanis Brpo6HMLTBO Nikapcbkoro IHpis/ BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a UA/19158/01/02
100 wr; no 1 kancyni Xenckea 3acoby, nepBuHHE Ta Benuka 3miHu | TUNY - 3MiHK 3 SKoCTi. FOTOBMIA NiKapCbKNi peyenmom
y cawle; no 5 cawe y C.JLY. BTOPVHHE NakKyBaHHS, BpuTaHis/ 3aci6. 3MiHM y BUPOGHULITBI. 3MiHa
nauuj KOHTPO/Ib AKOCTI cepii: ITanis/ iMnopTepa/3aMiHu, LLIO CTOCYIOTbCSA BUNYCKY cepii Ta
IHTAC Monbwa/ KOHTPO/IH0 IKOCTi FOTOBOrO MiKapCbKOro 3acoby
SAPMACBIOTIKANS Manbta/ (3amiHa abo gofaBaHHs OiNbHWULI, Ha Kl
NIMITEL, IHais; YropLmHa 3[jICHIOETLCA KOHTPOb/BUNPOBYBaHHS cepii) -
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BignoBiganbHuii 3a BUNycK
cepi:
AKKOP[, XENCKEA
NIMITEL, Benvka
BpuTaHis

3 MiCLLe3Hax0MKEHHS B YCTi Haf
Nabem/BunpobysasnbHa naboparopis M. 'pageL,
Kpanose, Bynuuya AHa YepHero, 361, 503 41
pagey Kpanose; nigpo3gin Nel: Bynuusa HAxHa
YepHero, 361, Npagey Kpanose, 503 41, Yexis; -
MefuyHUIA IHCTUTYT 3 MiCLLe3HAaXOXKEHHS B YCTi
Hapg Jlabem/Bunpo6yBanbHa nabopatopisi M.
I'pagev, Kpasiose, Bynuusa AHa YepHero, 361, 503
41 'pagey, Kpanose; nigpo3ain Nela: Bynvus
Hessanosa, 958, pagey, Kpanose, 50003, Yexis.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHWU. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYAOUY AiNbHULi ANS
A®I, NpomMiXHOro NPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BifNOBifaIbHOTO 3a
BWMYCK CEPiii, MicLie NpoBEeAEHHS KOHTPOJIHO cepil)
abo nocTavasibHMKa BUXiAHOrO Matepiany,
peareHTy abo [OMNOMKHOI PEYOBUHY (SIKLLLO
3a3HayeHo y [0CbE) - BUYYEHHS AiNbHUL (i3NKO-
XiMiYHOTO KOHTPOJ10 AAKOCTi FOTOBOrO NiKapCbKOro
3acoby - KBIHTA - AHANITUKA c.p.o., Yexis.
3MmiHu | TMny - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKIKOUAKUN AiNbHNL ANs
A®I, NpOMiXXHOro NpoAyKTy abo rotToBoro
niKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BUAPOOHMKa, BiANOBiLaIbHOIO 3a
BUMYCK Cepild, MicLLe NPOBEEHHA KOHTPOSIO cepii)
abo noctavasnibHVKa BUXIQHOrO Matepiasny,
peareHTy ab0 LOMNOMIXXHOI pevOBUHY (KLLO
3a3HavYeHo y [0CbE) - BUTYYEHHS [0AaTKOBOI
AiNbHUL 3 BTOPMHHOTO MakKyBaHHSI rOTOBOIO
nikapcbKoro 3acoby - CBYC ®apwma a.c., Yexis.

AKKOTIM

Kancynu TBepai no
140 wr; no 1 kancyni
y cawle; no 5 cawe y
nauuj

Akkopa
Xenckea
C.JY.

IcnaHis

Brpo6HMLTBO Nikapcbkoro
3aco0y, nepeuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib AKOCTI cepii:

IHTAC
PAPMACBIOTIKANI
NIMITEL, Hais;

Brpo6HMLTBO nikapcbkoro
3acoby, nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib SKOCTI cepii:

IHTAC
PAPMACBIOTIKANI
NIMITEL, IHais;
[JopatkoBa finbHULA 3
BTOPWHHOIO NakyBaHHS:

IHpis/
Benuka
BpuTaHis/
ITania/
MonbLua/
Manbta/
YropwmHa

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3MmiHu | TUNYy - 3MiHK 3 SKoCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM y BUPOGHULITBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPO/IH0 IKOCTi FOTOBOrO MiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs OiNbHULI, Ha Kl
3[jICHIOETLCA KOHTPOb/BUNPOBYBaHHS cepii) -
[0[aBaHHA AibHUL 3 KOHTPO/IHO AKOCTi FOTOBOrO
nikapcbkoro 3acoby -BECC/IHI XaHrepi K.,
YropwmHa. 3miHum | Tuny - 3MiHKn 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby
(3amiHa abo gofaBaHHs AiNbHWLI, Ha Kl
3[iACHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
[04aBaHHA AifbHULI 3 KOHTPOJIKO SKOCTI cepii

3a
peyerimom

UA/19158/01/03
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
AKKOP[, XENCKEA roTOBOro flikapcbkoro 3acoby - IJABAHANI3IC
NIMITEL, Benuka C.P.N, ITania. 3miHn | TMny - 3MiHK 3 AKOCTI.
BputaHis; [oTOBWIA NiKapCbKWii 3aci6. 3MiHW Y BUPOGHULITBI.

[Jopatkosa finbHUUA 3
BTOPWHHOIO NaKyBaHHs:
04N CAMNJII YENH
(Itanis) CMA, ITanis
[opatkosa AinbHULA 3
BTOPWHHOIO NakKyBaHHS:
AKKOP[-HOKEM MIIMITEL,
Benvka bputaHis;
[opatkosa AinbHUUA 3
BTOPVHHOIO NaKyBaHHs:
CwuHonTtus IHgactpian Cn.
3 0.0., MNMonbLwa
KoHTposb skocTi:
Micom Nla6c Nta., ManbTa
KOHTpPO/b SIKOCTI:
Papmagokc Xenckea Jta.
ManbTa
KOHTpPO/b SIKOCTI:
BECC/IHI XaHrepi K.,
YropumHa
KOHTpPO/b SIKOCTI:
NABAHANIBIC C.P.N,
ITanis
KOHTpPO/b SIKOCTI:
OAPMABAIA NTa.
Mikpo6ionoriyHa
NabopaTtopis, YropLmHa
BignoBiganbHuii 3a BUNycK
cepi:

AKKOP[, XENCKEA
NIMITEL, Benvka
BpuTaHis

3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi rOTOBOrO NiKapCbKoro
3acoby (3aMiHa abo AofaBaHHsA AiflbHUL, Ha sKil
3[jACHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
[ofaBaHHA AiNbHULL 3 KOHTPOSIO SKOCTI cepil
roTOBOrO Jlikapcbkoro 3acoby - PAPMABANIL
Nita. Mikpo6ionoriyHa nabopaTtopisi, YroplimHa.
3MmiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo fofaBaHHA AiNbHULL, Ha SAKINA
3[jACHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
3aMiHa [iflbHUL 3 KOHTPOJItO AKOCTi FOTOBOrO
nikapcbkoro 3acoby ACTPOH PECbOPY
NIMITEA, Benuka Bputanis Ha Micom Jla6e N4,
ManbTa. 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHN.
BunyueHHs BUPO6HMYOI AinbHUL (BKIHOHYAKOUM
AinbHuui Ana A®l, npoMixHoro npoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AiNbHuLi Ans
NpoBefileHHs NaKyBaHHSA, BUPOOHYIKa,
BiAMOBIAa/TLHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAeHHS KOHTPO0 cepil) abo noctavyanbHUKa
BUXiHOrO Matepiany, peareHTy abo AonoMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BUNYHEHHS
AiNbHULI §Di3NKO-XIMIYHOrO KOHTPOJIHO AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby - MeauyHuii iHCTUTYT
3 MiCLLe3Hax0MKEHHS B YCTi Haf
Nabem/BunpobysasnbHa naboparopis M. 'pageL,
Kpanose, Bynuuya AHa YepHero, 361, 503 41
pageu Kpanose; nigpo3ain Nel: Bynunusa AxHa
YepHero, 361, Npagey Kpanose, 503 41, Yexis; -
MefuyHUIA IHCTUTYT 3 MiCLLe3HaXOOXKEHHS B YCTi
Hag Jlabem/Bunpo6yBanbHa nabopatopis M.
I'pagev, Kpasiose, Bynuusa AHa YepHero, 361, 503
41 'pagey, Kpanose; nigpo3ain Nela: Bynvus
Hessanosa, 958, pagey Kpanose, 50003, Yexis.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYAOUY AiNbHULi ANS
A®I, NpomMiXXHOro NpPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BifNOBifaIbHOTO 3a
BWMYCK CEPiii, MicLie NpOBEeAEHHS KOHTPO/IHO cepil)
abo nocTavasibHMKa BMXigHOrO Marepiany,
peareHTy abo [ONOMIKHOI peYOBUHM (SIKLLO
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3a3HayeHo y [0CbE) - BUYYEHHS AiNbHUL (i3NKO-
XiMiYHOTO KOHTPOJ10 AAKOCTi FOTOBOrO NiKapCbKOro
3acoby - KBIHTA - AHATIITUKA c.p.o., Yexis.
3MmiHu | TMny - AgMiHICTpaTUBHI 3MiHW. BunyueHHs
BMPOBHUYOI AiNbHUL (BKIKOUAKUN AiNbHNL ANs
A®I, npomi>XHOro NpPoAyKTy abo rotosoro
niKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BUAPOOHMKa, BiANOBiLaIbHOIO 3a
BUMYCK Cepild, MicLLe NPOBEEHHSA KOHTPOSIO cepii)
abo noctavasnibHVKa BUXIQHOrO Matepiasny,
peareHTy ab0 LOMNOMIXXHOI pevoBUHY (KLLO
3a3HavyeHo y [0CbE) - BUTYYEHHS [0AaTKOBOI
AiNbHUL 3 BTOPMHHOTO MakKyBaHHSI rOTOBOIO
nikapcbKoro 3acoby - CBYC ®apwma a.c., Yexis.

AKKOTIM

Kancynu TBepai no
180 wr; no 1 kancyni
y cawe; no 5 cawe y
nauuj

Akkopa
Xenckea
C.JY.

IcnaHis

Brpo6HMLTBO Nikapcbkoro
3aco0y, nepeuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib AKOCTI cepii:

IHTAC
®APMACBIOTIKANS
NIMITEL, Hais;

Brpo6HMLTBO nikapcbkoro
3acoby, nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib SKOCTI cepii:

IHTAC
PAPMACBIOTIKANS
NIMITEL, IHais;
[JopatkoBa finbHULA 3
BTOPVHHOTIO NakyBaHHS:
AKKOPJ, XE/ICKEA
NIMITEL, Benuka
BpuTaHis;
Jopatkosa ginbHUUA 3
BTOPVHHOTO NakyBaHHS:
A4n CAMNJII YENH
(ITania) CMA, ITanis
[JopatkoBa finbHULA 3
BTOPVHHOTO NakyBaHHS:
AKKOP[I-FOKEM MIMITEL,
Benvka bputaHis;
[lopartkosa AinbHUUA 3
BTOPVHHOIO NakyBaHHS:
CwuHonTus IHgactpian Cn.
3 0.0., MonbLa
KoHTponb skocTi:
Micom Nla6c NTa., ManbTa
KOHTPO/Ib SIKOCTi:

IHpis/
Benuka
BpuTaHis/
ITania/
MonbLua/
Manbta/
YropwmHa

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK 3 SKoCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM y BUPOGHULITBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO MiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs OiNbHULI, Ha Kl
3[jICHIOETLCA KOHTPOb/BUNPOBYBaHHS cepii) -
[0[aBaHHA [ibHUL 3 KOHTPOJIHO AKOCTi FOTOBOrO
nikapcbkoro 3acoby -BECC/IHI XaHrepi K.,
YropwmHa. 3miHum | Tuny - 3MiHKn 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOTrO MiKapCbKoro 3acoby
(3amiHa abo gofaBaHHs AiNbHWLI, Ha Kl
3[iACHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
[0AaBaHHA OiNbHULI 3 KOHTPOSIKO SKOCTI cepii
roToBOro fikapcbkoro 3acoby - IJABAHANI3IC
C.P.N, ITania. 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbkWit 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa iMnopTepa/3aMiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHS Ai/TbHULI, Ha SKil
3[jICHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
[0[aBaHHA AiNbHULL 3 KOHTPOSIO SKOCTI cepil
roTOBOrO /likapcbkoro 3acoby - PAPMABANIL
Nita. Mikpo6ionoriyHa nabopatopisi, YroplimHa.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NiKapCbKUi
3aci6. 3MiHM y BUpoOHULTBI. 3MmiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gogaBaHHs AiNbHWLI, Ha AKINA
3[jICHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
3aMiHa [ifIbHUL 3 KOHTPOJItO AKOCTi FOTOBOMO
nikapcbkoro 3acoby ACTPOH PECbOPY

3a
peyerimom

UA/19158/01/04
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Papmagokc Xenckea Jta.
ManbTa
KOHTpPO/b SIKOCTI:
BECC/IHI XaHrepi K.,
YropumHa
KOHTpPO/b SIKOCTI:
NABAHANI3IC C.P.N,
ITanis
KOHTpPO/b SIKOCTI:
PAPMABANIA NTA.
Mikpo6ionoriyHa
NabopaTtopis, YroplmHa
BignoBiganbHuii 3a BUNycK
cepi:

AKKOP[, XENCKEA
NIMITEL, Benvka
BpuTaHis

NIMITEA, Benuka Bputanis Ha Micom Jla6e NT4,,
ManbTa. 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHN.
BunyueHHs BUPO6HMYOI AinbHUL (BKIHOHYAKOUM
AinbHuui Ana A®l, npoMixxHoro npoaykTy abo

roTOBOrO J1iKapCbKOro 3acoby, AiNbHuLi Ans
NpoBefieHHs NaKyBaHHSA, BUPOOHYIKa,
BiAMOBIAa/TLHOrO 3a BUMYCK Cepiii, MicLe

NpoBeAeHHS KOHTPO0 cepil) abo noctavyanbHUKa

BUXiHOrO Matepiany, peareHTy abo AonoMiXHOT

PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BUNYHEHHS

AiNbHULI §i3NKO-XIMIYHOrO KOHTPOJIHO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby - MeauyHWii iHCTUTYT
3 MiCLLe3Hax0MKEHHS B YCTi Haf
Nabem/BunpobysasnbHa naboparopis M. 'pageL,
Kpanose, Bynuuya AHa YepHero, 361, 503 41
pagey Kpanose; nigpo3ain Nel: Bynunusa HAxHa

YepHero, 361, Npagey Kpanose, 503 41, Yexis; -

MefuyHUIA IHCTUTYT 3 MiCLLe3HaXOOXKEHHS B YCTi
Hapg Jlabem/Bunpo6yBanbHa nabopatopisi M.

I'pagev, Kpasiose, Bynuusa AHa YepHero, 361, 503
41 'pagey, Kpanose; nigpo3ain Nela: Bynvus

Hessanosa, 958, pagey Kpanose, 50003, Yexis.

3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. BunyyeHHs

BMPOBHUYOI AiNbHUL (BKNOYAUY AiNbHUL ANS
A®I, NpomMiXXHOro NpPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHUL 4N NPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BifNOBifaIbHOTO 3a
BWMYCK CEPiii, MicLie NpOBEeAEHHS KOHTPO/IHO cepil)
abo nocTavasibHMKa BMXigHOrO Marepiany,
peareHTy abo [OMNOMDKHOI PEYOBUHY (SIKLLO
3a3HayeHo y [0CbE) - BUYHYEHHS AinbHUL (i3nKO-

XiMiYHOTO KOHTPOJ10 AKOCTi FOTOBOrO NliKAPCLKOro
3acoby - KBIHTA - AHANITUKA c.p.o., Yexis.

3miHu | TMny - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs

BMPOBHUYOI AiNbHUL (BKIKOUAKUN AiNbHAL ANs

A®I, npomi>KHOro NPoAYKTY abo rotToBoro
niKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BAPOOHMKa, BiANOBiLaIbHOIO 3a

BUMYCK Cepild, MicLLe NPOBEEHHSA KOHTPOSIO cepii)

abo noctavasnbHVKa BUXIQHOMO Matepiasny,
peareHTy ab0 LOMNOMIXXHOI pevOBUHY (KLLO
3a3HavyeHo y [0CbE) - BUTYYEHHS [0AaTKOBOI
AiNbHUL 3 BTOPMHHOTO MaKyBaHHS rOTOBOIO
nikapcbKoro 3acoby - CBYC ®apwma a.c., Yexis.

AKKOTIM

Kancynu TBepai no
250 wr; no 1 kancyni
y cawle; no 5 cawe y
nauuj

Akkopa
Xenckea
C.JY.

IcnaHis

Brpo6HMLTBO Nikapcbkoro
3aco0y, nepeuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/1b SKOCTI cepii:

IHpis/
Benuka
BpuTaHis/
ITanis/

BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM Y BUPOGHULITBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta

3a
peyerimom

UA/19158/01/05
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
IHTAC Monbwa/ KOHTPOJIH0 AIKOCTi FOTOBOrO /iKapCbKOro 3acoby
PAPMACBIOTIKANS Manbta/ (3amiHa abo gofaBaHHsA OiNbHWLI, Ha Kl
NIMITEL, IHais; YropLumHa 3[i/iCHIOETLCA KOHTPO/IL/BMNPOBYBaHHA cepii) -

Brpo6HMLTBO nikapcbkoro
3acoby, nepBuHHe Ta
BTOPUHHE NakyBaHHS,
KOHTPO/Ib SKOCTi cepii:

IHTAC
PAPMACBIOTIKANS
NIMITEL, IHais;
[JopaTtkoBa ginbHULA 3
BTOPWHHOIO NakKyBaHHS:
AKKOP/, XE/ICKEA
NIMITEL, Benuka
BpuTaHis;
[Jopatkosa finbH1UA 3
BTOPVHHOIO NakyBaHHS:
04N CANJII YENH
(Itanis) CMA, ITanis
[JopaTtkoBa ginbHULA 3
BTOPWHHOIO NakKyBaHHS:
AKKOP[-HOKEM MIIMITEL,
Benvka bputaHis;
[opatkosa AinbHUUA 3
BTOPVHHOIO NakyBaHHS:
CwuHonTtus IHgactpian Cn.
3 0.0., MNMonbLwa
KoHTposb skocTi:
Micom Nla6c Nta., ManbTa
KOHTpPO/b SIKOCTI:
Papmagokc Xenckea Jta.
ManbTa
KOHTpPO/b SIKOCTI:
BECC/IHI XaHrepi K.,
YropumHa
KOHTpPO/b SIKOCTI:
NABAHANI3IC C.P.N,
ITanis
KOHTpPO/b SIKOCTI:
SAPMABANIA NTa.
Mikpo6ionoriyHa

NabopaTtopis, YroplmHa

BignoBiganbHuii 3a BUNycK

cepi:
AKKOP[, XENCKEA
NIMITEL, Benvka
BpuTaHis

[0[aBaHHA [ibHUL 3 KOHTPOJIHO SKOCTi FOTOBOrO
nikapcbkoro 3acoby -BECC/IHI XaHrepi K.,
YropuyHa. 3miHu | Tuny - 3miHu 3 akocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofgaBaHHsA AiNbHWLI, Ha Kl
3[iICHIETLCS KOHTPO/IL/BUNPOGYBaHHS cepii) -
[oAaBaHHA AiNbHULI 3 KOHTPOSIO AKOCTI cepii
roToBOro flikapcbkoro 3acoby - IJABAHANI3IC
C.P.N, ITania. 3miHu | TMny - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi rOTOBOrO NiKapCbKoro
3acoby (3aMiHa abo AofaBaHHsA AifIbHUL, Ha sKil
3[jACHIOETLCS KOHTPO/L/BUNPOBYBaHHS cepii) -
[ofaBaHHA AiNbHULL 3 KOHTPOSIO SKOCTI cepil
roTOBOrO Jlikapcbkoro 3acoby - PAPMABANIL
Nitp. Mikpo6ionoriyHa nabopaTtopisi, YroplimHa.
3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOTrO NiKapCbKoro 3acoby
(3amiHa abo fofaBaHHA AiNbHUL, Ha AKINA
3[jACHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
3aMiHa [iflbHUL 3 KOHTPOJItO AIKOCTi FOTOBOMO
nikapcbkoro 3acoby ACTPOH PECbOPY
NIMITEA, Benuka Bputanis Ha Micom Jla6e N4,
ManbTa. 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHN.
BunyyeHHs BUPO6HMYOI AinbHUL (BKIHOYAKOUM
AinbHuui Ana A®l, npoMixHoro npoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AiNbHULi Ans
NpoBefieHHs NaKyBaHHSA, BUPOBHYIKa,
BiAMOBIAA/TbHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAeHHS KOHTPO0 cepil) abo noctavyanbHUKa
BUXiHOrO Matepiany, peareHTy abo AonoMiXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE) - BUNYHYEHHS
AiNbHULI §Di3NKO-XIMIYHOrO KOHTPOJIHO AKOCTI
rOTOBOrO JliKapCbKoro 3acoby - MeauyHWii iHCTUTYT
3 MiCLLe3Hax0oMKEHHS B YCTi Haf
Nabem/BunpobysasnbHa naboparopis M. 'pageL,
Kpanose, Bynuua AHa YepHero, 361, 503 41
pageu Kpanose; nigpo3ain Nel: Bynunusa AxHa
YepHero, 361, Npagey Kpanose, 503 41, Yexis; -
MefVYHUIA IHCTUTYT 3 MicLe3HaX0MKEHHS B YCTi
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Hapg Jlabem/Bunpo6yBanbHa nabopatopisi M.
I'pagev, Kpasiose, Bynuusa AHa YepHero, 361, 503
41 'pagey, Kpanose; nigpo3ain Nela: Bynvus
Hessanosa, 958, pagey, Kpanose, 50003, Yexis.
3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHWU. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYAUY AiNbHUL ANS
A®I, NpomMiXXHOro NpPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHUL 4N NPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BifNOBIfaIbHOTO 3a
BWMYCK CEPiii, MicLie NpOBEeAEHHS KOHTPO/IHO cepil)
abo nocTavasibHMKa BYXiAHOrO Matepiany,
peareHTy abo [ONOMKHOI PEYOBUHY (SIKLLO
3a3HayeHo y [0CbE) - BUYHYEHHS AinbHUL (i3nKO-
XiMiYHOTO KOHTPOJ10 AAKOCTi FOTOBOrO NliKAPCLKOro
3acoby - KBIHTA - AHANITUKA c.p.o., Yexis.
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKIKOUAKUN AiNbHAL ANs
A®I, NpOMiXXHOro NpoAyKTy abo rotToBOro
niKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BAPOOHMKa, BiANOBiLaIbHOIO 3a
BUMYCK Cepild, MicLLe NPOBEEHHSA KOHTPOSIO cepii)
abo noctavasnbHVKa BUXIQHOTO mMatepiasny,
peareHTy ab0 LOMNOMIXXHOI pevOBUHY (KLLO
3a3HavYeHo y [0CbE) - BUTyYEHHS [0AaTKOBOI
AiNbHUL 3 BTOPMHHOTO MaKyBaHHS rOTOBOIO
nikapcbkoro 3acoby - CBYC ®apwma a.c., Yexis.

AKTUNI3E®

niogpinisat gns
pO34nHy AnA
iHcpysiii no 50 mr; 1
onakoH 3
niocpinizatom y
KOMMekTi 3 1
onakoHOM
po3unHHKKa (BoAa
Ans iH'ekuiid) no 50
M1y KapPTOHHIi
Kopoobui

BepiHrep
IHrenbxainm
IHTepHeLwHN

6X

HimeyunH
a

BepiHrep IHrenbxaiim
dapma 'm6X i Ko. KI

HimeyunHa

BHECEHHS 3MiH 40 peecTpavliitHux maTepiasiis:
3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI a60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkin thapmakonei: ans
Adl; gns BUXigHOro
MaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, LLO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[onomixHoi peyoBuHu (FE-cepTudikar
BiANOBIAHOCTI €Bponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/NpoOMiIXXHOro
npoaykTy abo AONOMIXHOT PEYOBUHN) -
OHOBNEHWi cepTUdikaT Bif, BXe 3aTBEPAKEHOIO
BMPO6HUKa. NogaHHa oHoBneHoro ME-
cepTudpikaTa BiANOBIAHOCTI EBPONEChKIl
hapmakonei Ne R1-CEP 2000-412 - Rev 03
(3atBepmxeHo: R1-CEP 2000-412 - Rev 02) ans
Aitoyoi pevoBuHN Bovine Serum Albumin Big, BXe
3aTBEepAKeHOro Bupo6Huka LIFE
TECHNOLOGIES CORPORATION, siK Hacnifok

3a
peyerimom

UA/2944/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHa Ha3Bu A1 060X BUPOOHUUNX AiNTbHALb
(3aTBEepmxeHo: LIFE TECHNOLOGIES NEW
ZEALAND LIMITED Ha THERMO FISHER
SCIENTIFIC NEW ZEALAND LIMITED), 6e3 3miHu
MicL BUPOGHMUTBA. 3MiHM | TNy - 3MiHW 3 AKOCTI.
CeptucpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpONechbkili
thapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTi abo
BWyYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI
A®I; pnsa gonomixHoi pevoBuHy (FE-cepTudikat
BifNoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/MpOMiXHOro
npoAayKTy abo [ONOMDKHOT PEHOBUHM) -
OHOBNEHWIA cepTUdIKaT Bif, BXe 3aTBEPAKEHOTO
BMPOGHUKa . [MogaHHa oHoBneHoro IME-
cepTudpikaTa BiANOBIAHOCTI EBPONEChKIlt
hapmakonei Ne R1-CEP 2000-410 - Rev 03
(3atBepmxeHo: R1-CEP 2000-410 - Rev 02) ans
niroyoi pevoBuHY Bovine Transferringig, Bxe
3aTBEpPAXEHOro BUpo6bHuKa LIFE
TECHNOLOGIES CORPORATION, sik Hacnigok
3MiHa Ha3Bu A151 060X BUPOOHWNYMX AiNbHULb
(3atBepmxeHo: LIFE TECHNOLOGIES NEW
ZEALAND LIMITED Ha THERMO FISHER
SCIENTIFIC NEW ZEALAND LIMITED), 6e3 3miHu
MicLA BUPOGHMLTBA. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb AOMOMDKHUX
peyoBuH (iHWi 3MiHWM) OHOBNEHHSA po3ainy 3.2.R.2
Ta fgopasaHHs po3giny 3.2.P.4.5 «[JonoMixHi
PEYOoBMHM NIIOACHKOrO ab0 TBAPUHHOMO
MOXOMXXEHHS» ANA Ail04O0T PeUOBUHM anbTennasu
(TPA-02; AKTuni3e®)

ANEProcTon

®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, NO 5 Mr,
no 10 TabneTok y
6nictepi; no 1 a6o 2
6nictepu y naudi 3
KapTOHy

MPAT
"®ITOPAPM"

YkpaiHa

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI
Ta thapmakoHarnagy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A4Nsi MeAnYHOro
3acTOCyBaHHSA Ha MiacTasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekm NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuin nepiog,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCIAKEHD,
npoBeAeHnX BiANOBIAHO A0 MnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rompkeHo 3

6e3
peyenma

UA/10337/01/01
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Hasga

no 14 tTabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHI/ KopoobLi

BMNYCK Cepil; BTOPUHHE
nakyBaHHs)

3060B'13aHb Ta YMOB Buaui peecTpaLiiHoro
nocBifyeHHs, BKNtoYatouy MNMaaH ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
BMMaratTb(€) No4asIbLIOro 06I'pyHTYBaHHS
HOBMMW JOAATKOBUM JAaHUMU, WO MatoTb
HajiaBaTncs KOMNETEHTHUM OPraHoM, OCKifIbKK
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHoM) OHoB/EHO MNnaH ynpasniHHA pu3nkamu,
Bepcisi 2.2 Ha Nikapcbkunii 3aci6 AHacTpo3on
CaHpo3®, TabneTkun, BKpUTI M/1IBKOBOKD
060/10HKot0, No 1 Mr; no 14 TabneTok y 6nictepi;
no 2 6nicTepy B KAPTOHHI KOPOGLL. 3MiHK
BHECEHO [0 YacTuH: | «3arasibHa iHchopmavis», Il
«Cneundikauis 3 6e3nekm», Il «MnaH 3
thapmakoHarnagy», VI «Pesiome nnaxy
ynpaBniHHA pusukamus», VIl «ogatkun» y 3B'A3Ky 3
Y3ropKEHHAM iHdhopMaUiT Woao pusmkis
BiANOBIAHO A0 Nepesiiky BaX/IMBUX PU3UNKIB
pedepeHTHOro 13, Wwo ony6nikoBaHa Ha CaiTi
KOOPAMHALNHOI rpyNu 3 B3AEMHOTO BU3HaHHA Ta
neleHTpanizoBaHux npoueayp “CMDh”. Takox a0
MYP BHeCeHOo 3MiHU Yy 3B'A3KY 3 ypaxyBaHHAM
komeHTapiB FRAR Big 30 6epe3Hs 2022 poky, Lo
OTpvMaHi BiANOBIAHO A0 npoueaypv
AT/H/0990/001/R/001 Ta imnnemeHTauii MYP go
CTPYKTYpM BignosigHo Ao GVP Module V Rev 2.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 2.2
[00a€ETbCA.

®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
KOMMNETEHTHUM YNOBHOBAXEHNM OpraHom)
3MiHV BHeceHO A0 [HCTPpyKUii AN MeguyHoro
3acToCyBaHHS MikapCbKoro 3acoby Ao po3ainy
"Mo6iuHi peakyji" Woa0 6e3nekn 3acTOCyBaHHS
Ai040T peYOBMHN BiAMOBIAHO A0 pekoMeHAaLi
PRAC.
8. | AMBPOKCOI/Y | kpucTasiyHuii MpAT YkpaiHa BeH MNeTpoxem & dapma IHAjsa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: - UA/5360/01/01
rAPOXNOPUA | nopoLuok "bapmaueBTu (IHgis) NBT. NTA. 3MiHu | TUny - 3MiHK 3 AkocTi. ADL. KoHTposnb AdI.
(cybcTaHuis) y YyHa hipma 3miHa y napameTpax cneuudikauin Ta/abo
nakeTax noAginHMx "NapHuus" [OMNYCTUMUX MEX, BUSHAYEHMX y crieumdikalisx
nosieTuIeHoBMX Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
ans NpOAYKT/peareHT, WO BUKOPUCTOBYHOTHLCS Y
hapmaLeBTUYHOro npoteci Bupo6HuuTea A®| (BUNy4YeHHs
3acTocyBaHHs He3Ha4yHOro MokasHuka SKocTi (Hanpuknag
BW/TyYEHHS 3acTapifioro NoKasHuka)) BUTy4YeHHS
nokasHuka «Badkki MeTanm» BiANOBIAHO 4O BUMOT
MoHorpadii € Ta kepisHmuTsa ICH Q3D.
9. AHACTPO30/ TabneTkn, BKpUTI CaHpo3 CnoBeHis Cantotac ®apma 'm6X, HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/13575/01/01
CAHAO3® NNiBKOBOIO PapmacbioTika HimeuunHa (BMPOGHMLTBO 3MiHn Il Tuny - 3miHK Woao 6e3nekn/edpekTUBHOCTI | peyenmom
060/10HKO10, M0 1 Mr; n3 a.a. "in bulk", nakyBaHHs, Ta papmakoHarnsgy. BHeceHHs a6o 3miHa(un) o
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
10. | APTITEK PO34uH ANs iHQys3il, MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/16986/01/01
8 mr/mnno 250 mny | "dapmauesTu hipma "OapHuua" 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom
donakoHi; no 1 YHa chipma 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
ch1akoHy B nauui "NapHuus" npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36i/1bLUEeHHS TEPMIHY
nNpuAaTHOCTI FOTOBOTO JliKapCbKOro 3acoby) - Ans
TOProBoi yNakoBKky (NiATBEPMKYETLCA AaHUMU
peanbHOro vyacy) 36ibleHHs TepMiHy
npUAaTHOCTI NikapcbKoro 3acoby 3 2 pokiB Ao 3
pokiB. BBefieHHs1 3MiH NpoTArom 6-Tm MicALiB nicns
3aTBEPAKEHHS.
11. | APNDOH® TabneTkn, BKpUTI ne dpaHuin NabopaTopii Ceps'e dpaHuis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/0521/01/01
NNiBKOBOO NABOPATYA IHpacTpi 3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKOM0, M0 2,5 P CEPB'E Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn Ao
mr; no 30 TabneTok y3aras/ibHeHUX AaHux Npo cuctemy
y 6nicTepi; no 1 thapmakoHarnagy (BBeAeHHs y3arasibHeHVX JaHux
6nicTepy y kopobLi 3 npo cuctemy papmakoHarnsgy, amiHa
KapTOHY YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
3[jiCHEeHHSs1 hapMakoHarsay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0c06MU, BiAMoBifabHOT 3a
3pjiicHeHHs1 hapMakoHarnsay (Bkiryakyn
KOHTaKTHI AiaHi) Ta/abo 3MiHM Y PO3MiLLEHHI
macTep-aiina cuctemy hapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBigaIbHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: PokyHb OkcaHa tOpiiBHa.
MponoHoBaHa pefakuis: Jlywnexko /liogmuna
BopuciBHa. 3MiHa KOHTAKTHUX AaHVX KOHTaKTHOI
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
hapMakoHarnag B YKpaiHi.
12. | AGDOPUNIA Kancysm m'ski no [enbta LWsenuapi | Mxentek MpaiseT MimiTeq, IHAjsa BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasiis: 6e3 UA/18381/01/01
EKCMNPEC 200 wmr; no 10 Megjken ] 3MiHu | TUNY - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peyenma
Kancyn M'skux y MpomoyLuH3 Ta hapmakoHarnsgy. 3miHa y KopoTkili
6nictepi; no 1 abo 2 Al XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi

6nictepu B
KapTOHHIA KopooLi

MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6€3Mekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKK 3BITY 3 AOCIAKEHD,
npoBeAeHnX BiMnoBigHO A0 NnaHy negiatpuyHmnx
pocnipkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM)
3MiHV BHeCeHi [0 IHCTPYKLii ANA MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiof BarirTHOCTi abo rogyBaHHs
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

rpyAAr0" BiANOBIAHO A0 OHOBMEHOT iHhopmai 3
6e3nekn 3acToCyBaHHA fil040T peYoBUHN
nikapcbKoro 3acoby. BeefeHHs 3MiH NpoTArom 6-
TV MicALiB Nic/1a 3aTBePAKEHHS.

13.

ADDUIA
MAKC
EKCMPEC

Kancynu m'ski no
400 wmr; no 10
Kancyn M'akmx y
6nictepi, no 1,2, 3
a6o 10 6nicTepis B
KapTOHil kopobu,i

JenbTa
Megiken
[poMOyLLH3
Al

LLiBeiiuapi
f

Dxentek MpaiieT flimiTeq,

IHais

BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasiis:
3MiHu | TUnY - 3MiHK Woao 6esnekn/edheKTUBHOCTI
Ta hapmakoHarnagy. 3miHa y KopoTkiii
XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOBJIIOBAHOrO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavjiiiHuii nepiog,
a60 sK pe3ysibTaT OLiHK/ 3BITY 3 AOCAILKEHD,
npoBefeHnX BigNOBIAHO 40 NNaHy negiaTpuyuHmX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHU BHECEHI A0 iHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHS y nepiog, BaritHOCTi abo rogyBaHHsA
rpyaato” BignoBiAHO 4O OHOBAEHOI iHGhopMaLii 3
6e3nekn 3acToCyBaHHA [il040T peYOBUHN
nikapcbKoro 3acoby. BeefieHHsi 3MiH NpoTarom 6-
TN MicALiB NicNs 3aTBEpPAKEHHSA

6e3
peyenma

UA/18232/01/01

14.

ALETWUICANIL,
WIOBA
KWUCNOTA

Tabnetku no 500 wmr,
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y
6nictepax, no 1 aéo
no 10 6nicTepis y
navui

AT
"ly6HMhbapm"

YKpaiHa

AT "ly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MmiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA NiKapCbKUi
3aci6. Cuctema KoHTeliHep/3aKynopioBabHWi
3aci6. 3MiHa po3mipy ynakoBKu roToBOro
niKapcbKoro 3acoby (3MiHa KiJIbKOCTi 0AMHULb
(Hanpuknag, TabneTok, amnyn TOLLO) B yNakoBLi:) -
3MiHa y Aiana3oHi 3aTBepKeHVX po3MipiB
yNaKkoBKM - 10AA€ETLCA AOLATKOBUIA BUA YNaKOBKU:
no 10 Tabnetok y 6nicTepi, no 1 6nictepy y navui
3 Bi4NOBigHVMM 3MiHAMKN [0 po34iny “Ynakoska”
MKA 13, 6e3 3MiHM NepBUHHOTO NakyBaslbHOr0
matepiany. 3MiH1 BHECEHI B po3ain "Ynakoska" B
HCTPYKLi0 415 MeAMYHOro 3aCTOCyBaHHS
NiKapCbKoro 3acoby Yy 3B"A3Ky 3 BBEAEHHAM
[04AaTKOBUX YNaKOBOK, SIK HACNIAOK -
3aTBEPAKEHHA TEKCTY MapKyBaHHSA [04aTKOBUX
yNakoBOK NiKapcbKoro 3acoby BeeaeHHs 3MiH
npoTArom 6-T1 MicALIB NiCAs 3aTBEPMAKEHHS.

6e3
peyenma —
Ne 10, 3a
peyenmom —
Ne 100

UA/5708/01/01

15.

ALETUNCAILL,
WMOBA
KUCNOTA

Tabnetku no 500 wmr,
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
nauui

TOB
"APTEPIYM
nrao"

YKpaiHa

MAT "Tanuuchapm”,

YkpaiHa

MAT "KniBmegnpenapat”,

YKpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460). BunpaBneHo TeXHi4Hy

NOMWIIKY Y TEKCTi MapKyBaHHS NEPBUHHOT
yMakoBKM iKaPCbKOro 3acoby: 3aTBepaxeHo: 2.
KINbKICTb AIK0YOT PEYOBWHW kncnoTta

6e3
peyenma

UA/18859/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
aueTwnicaniumnosoi 500 mr (mg)
3anponoHosaHo: 2. KINILKICTb AIK04Ol
PEYOBWHW kucnotu ayetuncaniumnosoi 500 mr
(mg) 3a3HayeHe BMNpaB/EHHS BigNoBifae
mMarepianam peecTpauiiHoro 0Che.
16. | BOPEH CyCneHsis opasibHa, My6niuHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTepiasiis: 6e3 UA/10184/01/01
100 mr/5 mn; akujioHepHe TOBapucTBO "HaykoBo- 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
no 100 mny TOBapuCTBO BMPOGHWYUIA LEHTP Ta (hapmakoHarnagy (iHwi 3mMiHu). OHOBNEHHSA
h1aKoHi CKNsTHOMY "HaykoBo- "BopLyariBCbkuii XiMiko- TeKCTy MapKyBaHHS YNakoBKMN Y 3B'A3KY 3
abo nonimepHomy; BMPOGHUYMIA thapmaueBTUYHWIA 3aBoa" BUTyYEHHAM iHhopMaLlii ika HaHOCUTbCSA
no 1 donakoHy B LieHTp POCIACbKOI0 MOBOIO. YTOUHEHO BUKNAAEHHS
nauuj pasom 3 "Bopuariscbk po3ginis «Jlogatkosa iHchopmauis. Al-1.
JI0XKOH0 WA XiMiKo- YnakoBka» MKA. BBeAeHHS 3MiH NpoTArom 6-tu
[,03YBaJIbHOIO; hapmaueBTny MicsILiB nicns 3aTBepKEeHHA. 3MiHK | Tuny - 3MiHK
no 100 mn y 6aHui HWi1 3aBoa" 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
nonimepHiii; no 1 KOHTeliHep/3aKynopoBanibHWii 3aci6. 3MiHa
6aHLi pa3om 3 nocravasnibHUKa nakyBasibHUX MaTepianis abo
JIOXKOH KOMMAEKTYHOUMX (SIKLLO 3a3HAYEHO B AOCLE)
[103yBaJIbHOIO B (BMNyYeHHs mocTavasibHKKa). BHeceHHs 3miH [0
nauui po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akynoptoBasnbHWii 3acib, a came-
BU/TYYEHHS HaliMeHyBaHHSA nocTavasibHUKIB
nakyBa/lbHUX Martepiasis ,y 3B'A3Ky 3
npuBELEHHSM Y BiANOBIAHICTb A0 EBPONENCHKMX
BUMOT.
17. | BPAYHOAVH PO34UH HALLKIPHWA, B. BpayH HimeuuunH B. BpayH Megikan AT, Lseiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/18496/01/01
7,5%; no 100 mny Menb3yHreH a LLIBeliLapist (BUPOGHNLITBO HimeuunHa 3MiHu | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyernma
noslieTUIEeHoBMX Al "in bulk", nepBuHHe Ta Ta thapmakoHarnagy (iHwi 3mMiHu). OHOBNEHHSA
chnakoHax; no 250 BTOPWHHE MaKyBaHHS, TEKCTY MapKyBaHHS ynakoBKW NikapCbKoro 3acoby
MYy KOHTpOnb cepii); b. BpayH LLIOA0 HaHeceHHs WpudTy Bpaiina Ha neperHHe
noslieTUIEeHoBMX Menb3yHreH Arl, nakyBaHHs Ta BuganeHHs wpudTy bpaiins 3
chnakoHax 3i cnpeii- HimeuuunHa (Bunyck cepii) BTOPVHHOIO MakyBaHHS, a TakoxX 3MiHa hopmary
Hacocowm, no 20 3a3HaveHHs iHdpopmauii y po3gini 8. ATA
chnakoHiB y 3AKIHYEHHA TEPMIHY NPUAATHOCTI.
KapTOHHIA KOopooLi BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMAKEHHS.
18. | BPUNIHTA TabneTku, BKPUTI AcTpa3eHeka LBewis Brpo6HMLTBO TabNeTok, Lseuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/12164/01/01
nAiBKOBOO Ab BMNPOOGYBaHHS, NakyBaHHS 3MiHU | TUNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom

o6osoHkoto, no 90
Mr no 14 TabneTtok y
6nictepi; no 1 a6o 4
6nictepn y
KapTOHHilA KOpoo6Li

niKapcbKoro 3acooby,

BUNYyCK cepil:
AcTpa3eHeka Ab

HaliMeHyBaHHS1 Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/IHaoum
OiNbHUUI BUNYCKy cepii abo Micle NpoBeAeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/iMMOPTEp, BKIOYAUN BUMYCK CEPINA).
3MiHa NOLITOBOrO IHAEKCY Ta 3a3HayYeHHs
BMPOGHMYMX (DYHKLA BUpo6HUKa B MKSA 13. 3MiHn
BHECEHO B iHCTPYKLIito 419 MeAUYHOro
3acTOCyBaHHS MlikapcbKoro 3acoby y po3gain




31

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

«Micue3HaxomKeHHs BUpOGHVKa Ta agpeca micus
NPOBaKEHHS MOro AiANbLHOCTI» 3 BiANOBIgHUMM
3MiHaMM Y TEKCTi MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby. BBeAeHHs 3MiH NpoTArom 6-
TV MiCALIB NicNA 3aTBEPOXEHHS.
3MiHu | TUNY - 3MiHK Woao 6esneku/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3mMiHn). OHOBMEHHSA
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBOK NiKapCbKoro 3acoby, a came: BHECEHHS
peAakuiiHnX NPaBoK Ta BUYYEHHS TEKCTY
MapKyBaHHs 6e3 3acTocyBaHHs MixHapoaHoi
cucTeMu oavHNLL Sl. BBEEeHHS 3MiH NpoTArom 6-
TV MicALIB Nic/1a 3aTBePAKEHHS.

19.

BPUNIHTA

TabneTtkn, BKpUTI
NNiBKOBOO
060/10HKO0, M0 60
Mr no 14 TabneTok y
6nictepi; no 4
6nictepu y
KapTOHHIA KOpooLi

AcTpa3eHeka
AB

LLseuis

Bupo6bHMLTBO TabNeTok,

BUMNPOBYBaHHSA, NakyBaHHs

nikapcbKoro 3acooby,
BUNYyCK cepil:
Actpa3eHeka Ab

LLBeuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHM | TRy - AOMIHICTPaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHSA Ai/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKApCbKOro 3acoby, BKIUaUn
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAae
BMPOGHUK/IMNOPTEpP, BKIOYAOYM BUMYCK CEpIld).
3MiHa NoLITOBOrO IHAEKCY Ta 3a3HayYeHHs
BMPOGHMYMX (DYHKLA BUpoGHUKa B MKSA 13. 3MiHK
BHECEHO B iHCTPYKL,O 4719 MEANYHOIO
3aCTOCyBaHHSA NiKapCbKoro 3acoby y po3ain
«Micue3Haxo4KeHHs BUPOOHUKa Ta agpeca Micusa
NPOBaPKEHHS OO AiS/IbHOCTI» 3 BiANOBIAHUMM
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. BeefieHHsi 3MiH NpoTArom 6-
TH MicsLiB NicNs 3aTBepKEHHS.
3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3mMiHu). OHOBNEHHS
TEKCTY MapKyBaHHs NEPBUHHOI Ta BTOPUHHOT
YNaKkoBOK JiKapCbKOro 3acoby, a came: BHECEHHS
peAakuifiHX NpaBoK Ta BUMYYEHHS TEKCTY
MapKyBaHHS 6e3 3acTocyBaHHA MixxHapoaHOT
cucteMun oanHULb Sl. BBeieHHA 3MiH NpoTarom 6-
TV MiCALIB Nic/1A 3aTBEPAXKEHHS.

3a
peyenmom

UA/12164/01/02

20.

BPOHXO-
BAKCOM AITH

Kancynu no 3,5 wmr;
no 10 kancyny
6nictepi; no 1 a6o
no 3 6nictepu B
KapTOHHIA Kopoo6Li

OM dapma
CA

LLisenuapi
a

OM dapma CA

LLiseiiuapis

BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3mMiHu). OHOBNEHHS
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNaKoBOK /likapCbKoro 3acoby. BeegeHHs 3MiH
NpOTSArom 6-Tv MicsLiB Micns 3aTBEPAKEHHS.

3a
peyerimom

UA/18520/01/01

21.

BAKCIrPUMN®
TETPA |
VAXIGRIP
TETRA CNIT-

cycneHsist gns
iH'ekuili; no 0,5 mny
nonepeaHLo
3anoBHEHOMY

CaHodi
Mactep

dpaHuis

NOBHWIA UMK
BMPOGHMLITBA,

3anoBHEHHA, NepBNHHE Ta

BTOPWHHE NaKyBaHHA,

dpaHuisn/
YropumHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis:
3MiHM | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3mMiHn). OHOBNEHHSA
TEKCTY MapKyBaHHs yakoBKW NikapCbKoro 3acoby

3a
peyenmom

UA/16141/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BAKLWVHA ANA
NMPO®INAKTUK
v revny
YOTUPLOXBA
NEHTHA,
IHAKTUBOBAH
A

wnpuui; no 1
nonepegHLo
3anoBHEHOMY
Lwnpuuy 3
NPUKpPINIeHo
TO/IKOK Y KapTOHHiiA
KopooLi 3
MapKyBaHHAM
YKparHCbKO0
MOBOIO; Mo 0,5 mny
nonepegHLo
3anoBHEHOMY
wnpuui; no 1
nonepegHLo
3anoBHEHOMY
Lnpumuy 6e3 ronku y
KapTOHHIA Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOI
MOBOI0; no 0,5 mny
nonepeAHL0
3anoBHeHOMY
wnpuyi; no 1
nonepeAHL0
3anoBHeHOMY
Lwnpumuy 3
MPUKPINIEHO0
TrOJIKOK Y KapPTOHHIi
KopooLi 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO 3i
CTVIKepOM
YKparHCbKO0
MOBOIO; Mo 0,5 mny
nonepegHLo
3anoBHEHOMY
wnpuui; no 1
nonepegHLo
3anoBHEHOMY
Lnpuuy 6e3 ronku y
KapTOHHIA Kopobui 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO
3i CTUKEepoM
YKparlHCLKOK MOBOIO

KOHTPO/b AKOCTI, BUNYCK
cepi:

CaHodpi MacTep, PpaHuis
BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI, BUNYCK
cepii:

CaHodpi MacTep, PpaHuis
3anoBHEHHS, NEPBUHHE Ta
BTOPUHHE NakyBaHHS,
KOHTPO/b SIKOCTI:
CAHO®I BIHTPOM
IHOACTPIA, ®paHuis
BTOPWHHE MaKyBaHHS,
BUNYCK cepil:
CaHodpi-ABeHTic MpaiiBiT
Ko. NiTa., Mnatcopma
NOriCTUKM Ta ANCTpunbyLii
y M. Byganewr, YropuuHa

CTOCOBHO iHGhopMaLiii LLoA0 /T0roTMny BUPOGHMKA.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

22,

BENO3

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3YMHHI N0

ToppeHT
dapmacbioTika
nc ity

IHais

ToppeHT ®apmacbioTikasic
nrg

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao

3a
peyenmom

UA/4849/01/02
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

20 mr, no 10
Tabnetok y cTpuni;
no 2 abo 3 ctpunu B
KapTOHHI ynakoBsL,i

y3ara/ibHeHUX JaHnX npo cuctemy
dhapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a
3[jiCHEHHS1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOB&XeHOT 0CO6MU, BiANOBifabHOT 3a
3AiicCHeHHs hapMakoHarnsagy (BKayaum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-gaiina cuctemy hapmMakoHarnsay) 3miHa
KOHTaKTHOT 0CO6U 3asBHUKA, BiANOBIgaIbHOI 3a
thapmakoHarnag B Ykpaii.

[itoyva pegaxkuisa: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3mMiHa KOHTaKTHUX SAaHWUX KOHTaKTHOI
0cobu 3as1BHUKA, BIAMNOBIAA/ILHOT 38
hapmakoHarnsg B Ykpaii.

23.

BEPMOKC

TabneTkn no 100 mr
no 6 TabneToky
6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBLi

BAT "l'epeoH
PixTep"

YropwmHa

BAT "T'egeoH Pixtep",
YropLyHa (goaaTkoBuii
BUPOGHMK,

BiANOBIAa/IbHNIA 32 BUMYCK

cepii, opopM/IeHHsA
cepTudikaTy sKocTi);
leneoH PixTep PymyHis
A.T., PymyHis

YropuwuHa/
PymyHis

BHECEHHS 3MiH [0 peecTpavLiiiHX
martepianiB:3miHu | Tuny - 3miHu 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN Y
npoLeci BUPObHULITBA FOTOBOTO NiKApCbKOro
3aco0y, BKOYatoUy NPOMKHWIA NPOAYKT, WO
3aCTOCOBYETLCS MNPV BUPOOHMLTBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPO6HMUTBA). BUpo6HMK BBOAUTL HOBE
anbTepHaTUBHE 06M1afHaHHA ANS rPaHy/II0BaHHS B
KANAsYoMy Lwapi 6inbLuoi NPoAYKTUBHOCTI Yepes
NOTICTUYHI NPUYKHW, TOMY ¥ Haa€e OHOB/IEHHS
onucy npoueccy BUpo6HMLUTBA. 3MiHKM | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOBEHNX Y cneuudikauisx,
nif yac BUPOBGHMLITBA FOTOBOrO /1iKapCbKOro
3aco06y (3BY)XXEHHS AOMYCTUMUX MEX) 3MiHU
BMNPOGYyBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHVX Y cneuundikauisx, nig vac
BMPOOHULITBA rOTOBOIO NiKapcbKoro 3acoby, a
came rapmoHi30oBaHi BUNpo6yBaHHs B NPOLECi
BMPOGHMLITBA - HACUMHA IYCTUHA, CUMYYICTb,
OOHOPIZHICTb Macu, CTUPAHHICTb i CTIMKICTb A0
po34aBnoBaHHs BiAMNOBIAHO A0 NOTOYHOI Ph. Eur.
Mexi napameTpiB IPC 3amLIaloTbCsi HE3MiIHHUMM.

3a
peyenmom

UA/7363/01/01

24,

BIKAIP®

Tabnetkn, no 10
Tabnetok y cTpunax
abo y 6nictepax; no
10 TabneTok y
6nicTepi; no 1 abo 2

MAT
"Tannudapm"

YKpaiHa

MAT "Tanuuchapm”,
YKpaina;

MAT "Kvismegnpenapart”,

YKpaiHa

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN
3aci6. 3MiHM Yy BUPOOHMUTBI (iHLWi 3MiHN)
akTyanisauis posginy 3.2.P.3.3 «Onuc
BMPOBGHNYOro NpoLecy Ta KOHTPOJII0 NPOLECY»,

6e3
peuyenma

UA/4946/01/01
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a6o no 100 mny
donakoHax-
KpanenbHUuAX; no 1

donakoHy y
KapTOHHI ynakosL,i

3MiHM B npoveci BupobHMuTBa AP (iHLWi 3MiHW)
[lopaBaHHA 0OAATKOBOrO MicUS A1 BUPOLLYBaHHS
pocnuHHoro marepiasny Lachesis: Surinam (South
America) Ta Valence (France, Europe). 3miHun |
TUny - 3MiHu 3 skocTi. A®l. BupobHuuTBO. 3MiHU B
npoteci BUpo6HuuTBa AdI (iHLWi 3MiHN)
[JlofaBaHHs AOAATKOBMX MiCLb A1 BUPOLLYBaHHS
pocnunHHoro matepiany Phytolacca: Middle
Franconia (Germany, Bavaria) Ta Obermarchtal
(Germany). 3MiHu | TUNy - 3MiHK 3 AkocTi. ADI.
Brpo6HMLTBO. 3MiHM B Npoueci BupobHuutea AdI
(iHwi 3miHv) JogaBaHHA 404ATKOBOrO Micus As
BMPOLLYBaHHSI pocnnHHOro martepiany Belladonna:
Alvier SG (Switzerland) Ta Baden Wurtemberg
(Germany). 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeOobXifHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii Y abo €sponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmMakonei gepxasu E€C
(3miHa y cneuundpikaulisix, NoB'a3aHa 3i 3MiHamu B

[dY, abo €Bponeiicbkiit hapmakonei, abo iHLWii

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
6nictepu B nayuyj 3MiHa knacy unctotu D Ha knacudikoBaHi
npuMiLLEeHHs (BUNy4YeHHs iHchopmalii npo
Knacvdikauito BAPOOGHNUNX NPUMILLEHDb, Y SKMX
NpPOBOAATLCA CTafil TEXHOMOMNYHOro npouecy
BUpo6HUUTBA J13, ¥ 3B’A3KY 3i 3MiHOI Kacy
ynucToTv D Ha knacudikoBaHi NPUMILLEHHS).
3aTtBeppxeHo: Po3gain 3.2.P.3.3. «Onuc
BMPOBHMNYOro NpoLecy Ta KOHTPOJIH0 NPOLLECY».
«...NMPUMILLLEHHS Knacy 4icToTn D...»
3anponoHoBaHo: Po3gin 3.2.P.3.3. «Onuc
BMPOBHMNYOro NpoLecy Ta KOHTPOJIH0 NPOLLECY».
«...KnacugikoBaHi NPUMILLEHHS...»
25. | BINEHEM MOPOLLIOK ANt Mictpan AHrnis BMPOGHWLITBO NOBHWI ITanisa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 3a UA/18809/01/01
pO34MHy oNns Kenitan LMK/, KOHTPO/Ib cepii: 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NikapCbKuii peuenmom
iHchysiii no 500 MeHepKMeHT ALIC IOB®AP C.IN.A,, 3aci6. KOHTposib roToBOro NikapcbKoro 3acoby.
mr/500 mr y Niviten ITANIA 3mMiHa y MeToAax BUNpoGyBaHHS rOTOBOrO
hnakoHax no 1 aéo BUPOGHMLTBO Ta KOHTPO/b nNiKapcbKoro 3acoby (He3HayHa 3MiHa y
10 dpnakoHis B AKOCTi CTEPUIBHOT CYMILLli: 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS)
KapTOHHIA Kopoo6Li ALIC JOBDAP C.IN.A., OHOBJ/IEHHSI MeTOAY BUNpobyBaHHA /13 3a
ITanis nokasHUKoM «KinbkicHe BU3HauYeHHs1» (BEPX) Ta
MeToAnKN «OfHOPIAHICTb A030BaHNX OANHULE»,
OCKiNIbK1 BUMPOBYBaHHA NPOBOAATLCA B
0/IHaKOBMX yMOBax
26. | BOKAPA® Kpanni opasibHi no Pixapa ABcTpist Pixapg bitTHep Al ABcTpis BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 6e3 UA/6410/01/01
20 mn a6o no 50 mn, BiTTHep Al 3MiHu | TUnYy - 3MiHK 3 sKocTi. A®l. BUpo6HMLTBO. peyenma
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
HaujoHanbHili hapmakonei gepxasu €C)
MpuBeaeHHA y BiANOBIAHICTL cnewundikawii giroyoi
peyosunHu Belladonna D6 o Bumor Himeubkoi
romeonatunuHoi ®apmakonei (GHP), gitoue
BUAaHHA. 3MiHN | TUNy - 3MiHK 3 AKOCTI.
CeptucpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpONechbkili
hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo €sponeiicbkoi hapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel gepxasun €C
(3miHa y cneundpikanisix, NoB'sa3aHa 3i 3MiHamMu B
Loy, abo €poneiicbkiii hapmakonei, abo iHLWil
HaujioHanbHili dhapmakonei gepxasu €C)
MpuBeaeHHs y BigNOBIAHICTL crneumdikai gitoyor
peyoBuHu Lachesis D12 go Bumor Himeubkoi
FomeonatuyHoi ®apmakonei (GHP), gitoye
BUJaHHSA
27. | FEKCIKOH necapii no 16 wmr; no TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 6e3 UA/15850/01/01
5 necapiiB y "BIODPAPMA" 3MmiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NiKapCbKui peuyenma
KOHTYPHIl 3aci6. Cuctema KoHTeliHep/3aKynopoBasbHWi
YapyHKOBI 3aci6. 3miHa napameTpiB cneyndikauii Ta/abo
ynakoBLii; no 2 [OMyCTUMUX MEX NEPBUHHOI YNakoBKy roTOBOrO
KOHTYPHI YapyHKOBI nikapcbKoro 3acoby (iHwi 3MiH1) BHeCeHHs 3MiH
yMakoBKM y navui 3 no p.3.2.P.7 Cucrema
KapToHy KOHTeliHep/3akKynopoBasibHWiA 3acib, a came-
npuseaeHHs cneuudikauii BXigHOrO KOHTPO/IO Ha
NAiBKY NONIBIHIIXTOPUAHY, NaMiHOBaHy
nosieTUNIeHoM y BignoBigHICTb A0 BuMor AdY,
ceptudikaTis BUpobHuka Ta TY Y 27.4-14022407-
007:2007.
28. | FTEMUUTABIH KOHUeHTpaT ans Akkopa MonbLa Bypo6HMLTBO, KOHTPO/1b IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/17799/01/01
AKKOPL, PO34UMHYy Ans Xenckea AKOCTI, NepBMHHE Ta Benvka 3MiHa 3aaBHuka J13 (MIBI) (BnacHuka peyenmom
iHcpysiiA, 100 mr/mn; Moncka Cn. BTOPVHHE NakKyBaHHSA: BpuTania/ peecTpaLiiHoro noceig4eHHs) (3rigHo Hakasy MO3
no 2 mn (200 mr), 10 3.0.0. IHTac ®apmacbioTikanc YropwmHa/ Big 23.07.2015 Ne 460). 3MmiHu | Tuny - 3MiHK
M1 (1000 mr), 15 mn Nimitea, IHAjs; ManbTta/ oo 6e3snekn/edhekTMBHOCTI Ta
(1500 wmr), 20 mn Brpo6HMLUTBO, KOHTPO/b ITanis thapmakoHarnagy. BeegeHHs abo 3miHu o

(2000 mr) y
donakoHi; no 1

donakoHy y
KapTOHHI nayi

AKOCTI, NePBUNHHE Ta
BTOPUHHE MaKyBaHHS:
IHTac ®apmacbloTikanc
Nimites, IHAjs;
BTOpuHHe nakyBaHHA:
Akkoppg, Xenckea Jlimitep,
Benvika bputaHis
BignosiganbHuii BUMycK
cepi:
Akkoppg, Xenckea Jlimitepg,
Benuka bpuTaHis

y3arasibHeHUX faHnx nNpo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifabHOI 3a
3[jiCHEeHHs1 hapmakoHariaay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXEHOI 0c06MU, BiAMNOBifa/IbHOT 3a
3pificHeHHs1 hapMakoHarnsay (BkIYakyn
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
mMacTep-daiina cuctemv dpapmakoHarasay). 3miHa
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
KoHTponb sikocTi cepii: YMOBHOBaXEHOI 0CO6Y 3asBHVKa, BignoBiganbHOT
BeccniHr XaHrepi K., 3a (papmakoHarnag,. firova pegakuis: Dr.
YropLumHa BabuRanjendaPrasadBodi. NponoHosaHa
KoHTponb sikocTi cepii: pepaxkuis: Arata leceBuy / Agata Gesiewicz.
AcTpoH Pe3bopu flimiTes, 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0CO6U
Benvika bputaHis 3asBHVIKA, BigNoBigasIbHOI 3a hapMakoHarnsg.
KoHTponb sikocTi cepii: 3MiHa KOHTaKTHOT 0CObM 3asiBHUKA,
dapmagokc Xenckea Jta,., BigNoBigasIbHOT 3a hapMakoHarnsag B YkpaiHi.
MaibTa [itoua pepakuis: Wuronesa MapiaHHa BikTopiBHa.
KoHTponb sikocTi cepii: MponoHoBaHa pepakuis: LWynby Onbra CepriiBHa.
NABAHAN3IC C.P.N, 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
ITanisa 3asBHWKa, BIANOBIA&IbHOI 3a hapMakoHarnsag, s
KoHTponb sikocTi cepii: YKpaiHi.
SAPMABANIA N4, 3MiHa MicLsa 3AiACHEHHSI OCHOBHOT AisiNIbHOCTI 3
Mikpob6ionoriuHa hapmakoHarnsgy. 3mMiHa MicLie3HaxomKeHHs
NabopaTtopis, YroplyHa macTep-aiina cuctemy papMakoHarssay.
29. | TAPOKOPTN3 Ma3b 1%; no 10ry AN "CTALA- YKpaiHa TOB "®3 "BIOPAPMA" YKpaina BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/5132/01/01
OH Ty6i anoMmiHieBIii; no YKPAIHA" 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii peyenmom
1 1y6i B nayw,i 3 3aci6. KoOHTpOosib roTOBOro Nikapcbkoro 3acooby.
KapToHy 3mMiHa y MeToAax BUNpo6yBaHHS rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS) -
BHECEHHS 3MiH 40 MEeTOAVK/ BUNpo6yBaHHA /13
3a NOKa3HUKOM «PO3Mip YaCTOK» BHACNIA0K
BBe/IeHHs1 HOBOro mikpockony Nikon SMZ 25, sikuii
[03Bon1sie pobuTy dpoTorpadii Ta dikcysaTtu
haKTUYHMIA po3Mmip YacTokK y 3pasky. PefakuiiiHa
3MiHa B cneyudpikauii M13. fditova pegakuis: He
6inbLUe HX 75 MKM
[ponoHoBaHa pefakLis: He Ginble 75 MKM
30. | FICTArNOBYANIl | nioginizat gns TOB "BIOJIK YkpaiHa AT "BIOJIK" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/16084/01/01
H-BIONIK PO34MHY ANs iH'EKLR PAPMA" 3MiHa 3asiBHMKa (B/1acHMKa peecTpaLiiHoro peyenmom
1 amnyna 3 nocsigyeHHs) MIBI (3rigHo Haka3y MO3 Big
niocpinizatom y 23.07.2015 Ne 460). TepMiH BBEEHHS 3MiH -
KOMMEKTi 3 npoTArom 6 micsuiB nicns 3aTBepApKeHHS.
PO3YMHHMKOM MO 2
M/1 B amnyni (HaTpito
xnopuay posuvH 9
mr/mn); no 5
KOMMNEKTIB Y nayuj
31. | FMMIOPEHOPM® | Tabnetku no 30 mr; BepiHrep HimeuumnH BepiHrep IHrenbxainm Ipeuis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/0331/01/01
no 10 TabneTok y IHrenbxaim a Xennac CuHrn Membep 3MiHM | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi; no 6 IHTEepHeLHN C.A. Ta thapmakoHarnsagy. BeegeHHs abo 3miHu o
6nictepiB y X y3araJlbHeHNX AaHux nNpo cuctemy

KapTOHHiA Kopoo6Li

thapmakoHarnsigy (BBeeHHs y3arasibHEHUX AaHUX
npo cuctemy papmakoHarnsgy, aMmiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganbHoIl 3a
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o
nocsioYyeHHs1

3[jiCHEeHHsT hapmakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa AN8 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA
Bifl yNOBHOB&)XEHOI 0c06MU, BiAMoBifaIbHOT 3a
3pificHeHHs1 hapMakoHarnsay (BkiryYakyn
KOHTaKTHI AjaHi) Ta/abo 3MiHW1 Y PO3MiLLEHHI
macTep-aiina cuctemy hapmakoHarssgy). 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAALHOI 3a
thapmakoHarnag B Ykpaii.

[itoua pepakuis: MNonisyak OneHa BikTopisHa.
MponoHoBaHa pepakuis: Yymak Aptem
Bonogumnposmy. 3MiHa KOHTakTHUX AaHUX
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigaIbHOI 3a
hapmMakoHarnag B YKpaiHi.

32.

rPAHOA30N®

pO3unH aNs iHQysil,
5 mr/2,5 mr/mn no
200 mn y naswui; no
1 nnAwui B navu;j 3
KapTOHy

TOB "lOpis-
Papm”

YkpaiHa

TOB "tOpis-®Papm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK 3 SKoCTi. FOTOBMIA NiKapCbKNi
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUiA
3aci6. 3miHa po3mipy ynakoBKM rOTOBOro
NikapcbKoro 3acoby (BU/TyYEHHS YNakoBKN NeBHOr0
po3mMipy) BunyyeHHs ynakoBok no 100 mny
nNsAWKax cknsaHmx, no 100 mn ta 200 mn y
KOHTeliHepax noniMepHuX. 3MiHVM BHECEHI B po34in
"YnakoBka" iHCTPYKLi AN8 MeguyHoro
3acToCyBaHHSA Ta B po3ain 6.5 "Tun Ta BMICT
NEepPBUHHOI YNaKOBKN" KOPOTKOT XapakTepuCTUKN
NiKapcbKoro 3acoby y 38"A3Ky 3 BU/TyYEHHAM
NeBHOro Po3Mipy ynakoBOK, SIK HACNiAOK -
BW/TyYEHHSA TEKCTY MapKyBaHHS BifMOBIAHNX
ynakoBOK. BBeleHHs1 3MiH NpPOTAromM 6-Tn MicsLiB
nicns 3aTBepAKEHHS.

3a
peyerimom

UA/11535/02/01

33.

OVKNAK®
NINOreNb

renb 1%; no50ry
Ty6i; no 1 Ty6i B
KapTOHHI/ KopoobLi

CaHpos
dapmacbioTika

n3 Aa.4a.

CnoseHis

Cantotac ®apma M'meX

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHuM | TUNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro ab0o OHOBMIEHOrO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoMiKHOTO NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXEeHOro BUPOOHUKa -
nofaHHsA OHOBJ/IEHOro cepTuddikarta BiANOBILHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1997-066-
Rev 04 (3aTBepmkeHo: R1-CEP 1997-066-Rev 03)
0N Aio40T pevyoBrHN ANKNOogEHaKY HaTpIlo Bif,
B)Xe 3aTBepxeHoro BupobHuka Amoli Organics

6e3
peyenma

UA/0981/02/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

Private Limited, IHais.

ANKNODEHAK-

310POB'SA

PO3YUH AJ151 iH'EKLLINA,
25 mr/mn, no 3 mn B
amnyni; no 5 amnyn
Y KapTOHHiIli kopobLi
3 neperopoakamu,;
no 3 mMn B amnyrni;
no5amnyny
6nictepi; no 1
6nictepy B
KapTOHHIA KOpooLi

ToBapucTso 3
06MexeHo
BignoBigasibHi
cTHO
"dbapmaueBTu
YyHa KoMnaHis
"3popos'a”

YKpaiHa

ToBapnCTBO 3 06MEXEHOI0

BiANOBIAA/LHICTIO
"@apmaueBTnyHa
KoMnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnagy. 3MiHa y KopoTkii
XapaKTepuCTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo focnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
a60 AK pe3y/sibTaT OLiHK/ 3BITY 3 AOCAILKEHD,
npoBefeHnX BigNOBIAHO 40 NNaHy negiaTpuyuHmX
pocnigxeHb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEeHTHUM YNOBHOBaXEHNM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3a/iB
"Oco6/1MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaato”
(BHECEHHS 10AATKOBUX 3acTepexeHb), "TMobiuHi
peakuii” BignoBigHO A0 OHOBNEHOT iHChopMaLii 3
6e3nekn 3acTocyBaHHS fjil040i PevyoBUHN
nikapcbKoro 3acoby. BBeAeHHs 3MiH NpoTarom 6-
TV MiCALIB NicNa 3aTBePOXEHHS.
CynyTHS 3MiHa - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
BMAaYi peecTpaLiiHoro NOCBigYeHHs, BKIYaum
MnaH ynpasniHHA pyu3nkamm (3acTocyBaHHS
TEKCTY, SKWIA NOTOKEHNI 3 KOMNETEHTHUM
opraHom) 3asiBHVKOM HaAaHO OHOBJ/IeHWI MnaH
ynpaB/iHHA pu3nkamu Bepcis 2.0 3MiHWM BHECEHO
[0 YacTuH: | «3aranbHa iHhopMauisy», V «3axoam
3 MiHimi3aLii pusukie», VI «Pe3tome nnaHy
ynpaBniHHA pusnkamun», VIl «Jogatku» y 3B'A3Ky 3
OHOB/IEHHAIM IHDOPMALLT B NPOEKTI IHCTPYKLIT Ha
nigctasi pekomeHgauii PRAC.

3a
peyenmom

UA/1539/02/01

35.

OVMEAPON

PO34UH A1 iH'EKLIN,
10 mr/mnno 1 mn B
amnyni; no 10
amnyn y kopob6ui; no
1 mn B amnyni; No
10 amnyny
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B nauuj

NAT
"Tanuudapm"

YKpaiHa

MAT "lrannudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TUny - 3MiHK 3 KkocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
LONyCTUMUX MEX, BU3HAYEHNUX Y creumdikaLisax
Ha A®I, a60 BMXigHWIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTea A®I (iHWi 3MiHK)

- BUNYy4YeHHs iHchopmaui i3 cneyundpikauii Ha Adl
BMPOGHMKOM /13 LW0A0 NpoBeAEHHS
BMNPOGYBaHHA AN ifeHTUdiIKaLil KOXXHOro
TapHoro micus Ansa cybctaHuil gudpeHrigpaminy
rigpoxnopug Bupo6HuuTea Qidong Dongyue

3a
peyenmom

UA/4950/01/01
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6nictepi; no 1 a6o
no 2, a6o no 4
6nictepu B
KapTOHHIA ynakoBLi

Ta (papmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnyHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigpxeHb (PIP) (iHWwi 3MiHK) 3MiHW BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu: “MpoTunokasaHHs",
"B3aemogia 3 iHWMMU NiKkapCbKuMu 3acobamm Ta
iHLWI BMAW B3aemogijin", "OcobmnsocCTi
3acTocyBaHHsA" BifMoBigHO A0 OHOB/EHOI
iHbopmaLii 3 6e3nekn AitoHoi peHOBUHMN.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigkeHb (PIP) (iHWi 3miHW)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3gainu:
"B3aemogia 3 iHWMMU NiKapcbKuMm 3acobamm Ta
iHLWI BMAW B3aemogijin", "OcobmnsocCTi
3acTocyBaHHsA" BifMoBigHO A0 OHOB/EHOI
iHbopmaLii 3 6e3nekn AitoHoi peHOBUHMN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBep/mxeHHs. 3minn Il Tuny - 3milu Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy.
3MiHM Y KOPOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTi, AOKNIHIYHUMU, KAIHIYHUMUN
AaHuMKn Ta gaHvmuy 3 hapmakoHarnsgy - 3MiHm
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby y po3finu:

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
Pharmaceutical Co., Ltd., Kutaii Ta Wanbury
Limited, IHais
36. | ANPOTOH® Tabnetkn no 5 wmr, BAT "T'efieoH YroplmHa BAT "lepeoH Pixtep" YroplmHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a UA/7679/01/02
no 14 tabnetok y PixTep" 3miHu | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"®apmakonoriyHi BractmeocTi", "B3aemogis 3
iHLWMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
B3aemogijit", "Oco6MBOCTi 3aCTOCYyBaHHS",
"3paTHiCTb BNIMBATK Ha LWUBMAKICTb peakuii npu
KepyBaHHi aBTOTpPaHCNopToM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3un",
"Mepepno3yBaHHs", "Mob6iyHi peakuyii” 3rigHo 3
iHhopmaLieto WoA0 MeanyHOro 3acTocyBaHHs
pedhepeHTHOrO likapcbkoro 3acoby (Zestril,
tablets). BBeieHHS1 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepKeHHs.

37.

IVPOTOH®

Tabnetkn no 10 mr,
no 14 tabnetok y
6nictepi; no 1 a6o
no 2, a6o no 4
6nictepu B
KapTOHHIA ynakoBLi

BAT "T'efieoH
PixTep"

YropwmHa

BAT "lepeoH Pixtep"

YropwmHa

BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasiis:
3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHNX BiANOBIAHO A0 NNaHy nefiaTpUyHmX
pocnigpxeHsb (PIP) (iHWwi 3MiHK) 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainu: “MpoTunokasaHHs",
"B3aemogia 3 iHWMMU NiKapcbKuMm 3acobamm Ta
iHLWI BMAW B3aemogijin", "OcobmsocCTi
3acTocyBaHHsA" BifMoBigHO A0 OHOB/EHOI
iHbopmaLii 3 6e3nekn AitoHoi peHOBUHMN.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigkeHb (PIP) (iHWi 3miHW)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3gainu:
"B3aemogia 3 iHWKMMU NiKkapCbKuMmn 3acobamm Ta
iHLWI BMAW B3aemogijin", "OcobmsocTi
3acTocyBaHHsA" BifMoBigHO A0 OHOB/EHOI
iHbopmaLii 3 6e3nekn AitoHoi peHOBUHMN.
BBefieHHs1 3MiH NpoTArom 6-T1 MicaUiB nicas

3a
peyerimom

UA/7679/01/03
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3arBep/mxeHHs. 3minn Il Tuny - 3miln Wwoao
6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
3MiHM y KOPOTKili XapaKTepuCTuL NiKapCcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 SKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
AaHuMKn Ta gaHvmuy 3 hapmakoHarnsagy - 3MiHm
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BractmsocTi", "B3aemogis 3
iHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
B3aemogijit", "Oco6MBOCTi 3aCTOCYyBaHHS",
"3paTHiCTb BNIMBATK Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpPaHCNopToOM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3un",
"Mepepno3yBaHHs", "Mob6iyHi peakuyii” 3rigHo 3
iHhopmalieto WoA0 MeanyHOro 3acTocyBaHHS
pedhepeHTHOrO likapcbkoro 3acoby (Zestril,
tablets). BBeieHHS 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepKeHHs.

38.

IVPOTOH®

Tabnetkn no 20 mr,
no 14 tabnetok y
6nictepi; no 1 a6o
no 2, a6o no 4
6nictepu B
KapTOHHIA ynakoBLi

BAT "T'efieoH
PixTep"

YropwmHa

BAT "lepeoH Pixtep"

YropwmHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnyHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigpxeHsb (PIP) (iHWwi 3MiHK) 3MiHW BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainu: “MpoTunokasaHHs",
"B3aemogia 3 iHWMMU NiKapcbKuMm 3acobamm Ta
iHLWI BMAW B3aemogijin", "OcobmnsocCTi
3acTocyBaHHsA" BifMoBigHO A0 OHOB/EHOI
iHbopmaLii 3 6e3nekn AitoHoi peHOBUHMN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3MNekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
ab0 K pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,

3a
peyerimom

UA/7679/01/04
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NpoBeAEeHNX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigkeHb (PIP) (iHWi 3miHW)
3MiHWN BHECEHO [0 IHCTPYKLUii 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3gainu:
"B3aemogia 3 iHWKMMU NiKapcbkuMun 3acobamm Ta
iHWi BUAW B3aemogiii", "OcobnusocTi
3acTocyBaHHsA" BifMoBigHO A0 OHOB/EHOI
iHdhopmawii 3 6e3neku AitoHoi peHOBUHMN.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3arBep/mxeHHs. 3minn Il Tuny - 3miln Wwopao
6e3nekn/edekTVBHOCTI Ta hapMakoHarnagy.
3MiHM y KOPOTKili XapaKTepucTuL NiKapCcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 SKOCTI, AOKNIHIYHUMW, KAIHIYHUMUN
AaHuMKn Ta gaHvmuy 3 hapmakoHarnsagy - 3MiHm
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BractmeocTi", "B3aemogis 3
iHLWMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
B3aemogijit", "Oco6MBOCTi 3aCTOCYyBaHHS",
"3paTHICTb BNIMBATY Ha LWUBMAKICTb peakuii npn
KepyBaHHi aBTOTpPaHCNopToM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3un",
"Mepepno3yBaHHs", "Mob6iyHi peakuyii” 3rigHo 3
iHhopmaLieto WoA0 MeanyHOro 3acTocyBaHHs
pedhepeHTHOrO Nikapcbkoro 3acoby (Zestril,
tablets). BBeieHHS1 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepKeHHs.

39.

ANTUNIH-
BIONIK

PO34nH N5 iH'EKLRA
20 mr/mn; no 5 mn B
amnyni; no 5 a6o no
10 amnyn y navu;
no 5 mn B amnyni;
no5amnyny
6nictepi, no 1 abo
no 2 6nictepu y
nauui

TOB "BIOJIIK
DAPMA"

Ykpaina

TOB "BIOJTIK PAPMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpaLiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460). TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsuiB nicns 3aTBepAKeHHs. 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHW. (IHLWi 3MiHK). 3MiHa
Ha3BW BUPOBHYVKa Ta NpuBeLEHHS agpecun
MiCLIe3HaxX0pKeHHs1 HOBOTO BUPOGHMKa Y
Bi4NOBIAHICTb 40 peeCTpy Ha3B ypHaHOHIMIB Y M.
Xapkosi. TexHonoris BUpo6HMLTBa, BUPOOHUYE
061a4HeHHs, BUPOOHUYI AiNbHUL Ta Micue
NpPOBeAEHHA KOHTPOJII0 SIKOCTi 3a/IMLLNANCH
He3MiHHUMU. TepMiH BBEAEHHS 3MiH - NpoTsArom 6
MicsILiB Micnsi 3aTBEPAKEHHS.

3a
peyerimom

UA/4076/01/01

40.

[IIONOK®

Kancynm
KMLLKOBOPO3UNHHI

TBepai no 30 wmr; in
bulk: no 11,66 kr y
b6apabaHax

AT "dapmak”

YKpaiHa

NNTABOPATOPIOC
HOPMOH, C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKunii
3aci6. Onuc Ta cknag (iHwWi 3MiHK) BUNpaB/eHHS
NOMWJ/IKM B ONKCI kancynu B cneundikaii MN3, a
came NOMiHSIHI MiCLSIMW KONbOPW KPULLIEYKM Ta

UA/16565/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
KOpMycy Karcynu, 3 BignoBigH/MU 3MiHaMU B p.
«Onue» MKA 13
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. KoOHTposib roToBOro NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[0MNyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) NPUBEAEHHS KPUTEPIIO MPUIAHATHOCTI
3a NoKa3HWKOM «OfHOPIAHICTb Macu» y
cneuudikauii M3 gns gosysaHHA 60 Mr
BignosigHo go €% (2.9.5)
41. | AHONTOK® Kancynu AT "dapmak” YkpaiHa NABOPATOPIOC IcnaHis BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasiis: - UA/16565/01/02
KMLLKOBOPO3UNHHI HOPMOH, C.A. 3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii
TBepai no 60 mr; in 3aci6. Onuc Ta cknag (iHwWi 3MiHK) BUNpaBeHHS
bulk: no 11,66 kr y NOMUWJ/IKM B ONKCI kancynu B cneundikadii MNN3, a
H6apabaHax came NOMiHSIHI MiCUSIMW KONbOPU KPULLIEYKMN Ta
KOprycy Karcynu, 3 BignoBigH/MU 3MiHaMu B p.
«Onue» MKA 13
3MiHu | TURY - 3MiHK 3 SKoCTi. FOoTOBWIA NiKAPCbKN
3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MNyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(iHLWIi 3MiHW) NpUBEAEHHS KPUTEPIO MPUIAHATHOCTI
3a NoKa3HWKOM «OfHOPIAHICTb Macu» y
cneuudikauii M3 gns gosysaHHSA 60 Mr
BignosigHo go €% (2.9.5)
42. | AHONTOK® Kancynu AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/16564/01/01
KMLLKOBOPO3UNHHI (nakyBaHHs i3 in bulk 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapPCbKNi peyenmom
TBepAi no 30 mr; no hipMu-BMpOGHMKa 3aci6. Onuc Ta cknag (iHwWi 3MiHK) BUNpaB/eHHS
10 kancyny Nab6opaTopioc HopMOH, NOMWJ/IKM B ONKCI kancynu B cneundikaii MN3, a
6nictepi; no 3 abo 6 C.A., IcnaHis) came NOMiHSIHI MiCLSIMY KONbOPW KPULLIEYKMN Ta
6nicTtepiB y nauui 3 Kopnycy kancynu, 3 BiAnoBigHUMW 3MiHAMU B p.
KapToHY «Onuc» MKA N13.
3MiHW BHECEHI B IHCTPYKLtO 4719 MEANYHOrO
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ain
"Nikapcbka hopma”. BBefeHHSA 3MiH NpOTArom 6-
TN MicALiB Nicns 3aTBEpAKEHHSA
43. | AHONOK® Kancynm AT "dapmak” YkpaiHa AT "dapmak” (nakyBaHHS YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/16564/01/02
KMLLKOBOPO3UUHHI i3 in bulk chipmu- 3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii peuyenmom
TBEpAi no 60 wmr; no BMpOo6HUKa SlabopaTopioc 3aci6. Onuc Ta cknag (iHWi 3MiHK1) BUNpaB/IeHHS
10 kancyny HopmoH, C.A., IcnaHisi) NOMWJIKM B ONWCI kancynu B crneundikaii M3, a
6nictepi; no 3 abo 6 came NOMiHSIHI MiCUSIMU KONbOPW KPULLIEYKMN Ta
6nicTepiB y navui 3 Kopnycy Kancynu, 3 BiANOBiAHUMI 3MiHAMK B p.
KapTOHY «Onuc» MKA N13.
3MiHW BHECEHI B IHCTPYKLtO 419 MEANYHOro
3acTOCyBaHHS flikapCbKOro 3acoby y po3gain
"MNikapcbka hopma”. BBefeHHSA 3MiH NPOTArom 6-
TN MicALiB Nicns 3aTBepAKEHHSA
44. | EHIICTON Tabnetkn no 50 Bionoriwe HimevumnH Bionoriwe XainbmiTTesnb HimeuyumHa BHECEHHS 3MiH 0 peecTpauiiHnx MmaTepialiB: 6e3 UA/2053/02/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Tabnetok y
KOHTElHepi
noninponisneHoBomy;
no 1 KoHTeliHepy B
KOpOOGLii 3 KAPTOHY

XanbmiTTe b
Xeenb M'M6X

a

Xeenb M'm6X

3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roTOBOro NikapcbKoro 3acoby.
3miHa napameTpiB cneyudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW) BHECEHHA 3MiH [0 cneuudikauii 3a n.
«3anax», a caMme- 3MiHIOETLCSA (DOPMY/THOBAHHS 3
«be3 3anaxy» Ha «6e3 3anaxy 40 3nerka c
conoAKyBaTuii». 3anax € Cy6'eKTVBHUM BiguyTTaM,
SIKEe 4aCTO BaXKKO YIiTKO OnmcaTtu c/ioBamu.
Ockifnlbkn TabneTky MIiCTATb NakTo3y, AeskKi Noam
MOXYTb TPOXV NOMITUTU CONOAKYBATWIA 3anax.
TakoX, BHECEHHA pefakLiiHMX 3MiH B napameTpu
TecTy «Yac po3nagy» Ta «OfHOPIAHICTE Macu»
BignosigHo o Ph. Eur. 3miHn | TNy - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpisB
cneuudikauiin Ta/abo foNyCTUMUX MEX FOTOBOrO
nNiKkapcbkoro 3acoby (iHLi 3MiHM) BHECEHHSA 3MiH [0
cneuudikayii 3a n. «CepefHsa Maca», a came-
3MiHa NimiTy cneuudikadii BignosigHO A0
nonoxeHs MoHorpadii EP po3sgin 2.9.5
OpHOpIAHICTb MacK 415 OAUHULI L030BaHOTO
nikapcbkoro 3acoby (Tabnuusa 2.9.5-1, ans
TabneTok i3 cepefHbLO0 Macot 250 Mmr i GinbLue
BifXxuneHHa 5 % A03B0NeHO). 3aTBEPKEHO:
CepegHsa maca 298-304 mr, HOMiHa/IbHa Maca:
301,5 mr. 3anponoHoBaHo: CepegHsa maca 301,5
Mr £ 5 %. 3miHu | TMny - 3miHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro
3acoby. 3miHa y MeTofax BMNpobyBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNPO6YBaHb (BK/IOUAOUM 3aMiHy abo
[OMNOBHEHHS)) BHECEHHA 3MiH 0 creuudikavii 3a
n. «Konip», a came-BUyYEeHHS MOCUIAHHA Ha
eHuuknonegito «Taschenlexikon der Farben»
BMaasHuLTBa «Muster-Schmidt-Verlag», ockinbku
BOHa GifbluUe He BUAAETLCA. BU3HaUeHHs, SK i
paHiwe, NpoBOANTLCA Bi3yaslbHO.

peuyernma

45,

EMNIMAT

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKO10, M0 50
mr no 10 TabneTok y
6nictepi; no 10
6nictepiB y
KapTOHHI/ KopoobLi

ToppeHT
dapmachboTika
nc nra,.

IHais

ToppeHT ®apmackioTikanc

nro.

IHais

BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasiis:
3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn Ao
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHNX
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6M, BigNoOBigabHOI 3a
3[jiCHEeHHSs1 hapMakoHariaay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnisay B YkpaiHi, KO BOHA BigMiHHA

3a
peyerimom

UA/14138/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Bifl yNOBHOB&)XEHOI 0C06MU, BiAMNoBifaIbHOT 3a
3pjificHeHHs hapMakoHarnsay (BkirYakyn
KOHTaKTHI AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI

macTep-aiina cuctemy papmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAAILHOI 3a
thapmakoHarnag B Ykpaii.

[itoua pegakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX JaHNUX KOHTaKTHOT
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
hapmMakoHarnag B YKpaiHi.

46.

EMNIMAT

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKO10, M0 100
mr no 10 TabneTok y
6nictepi; no 10
6nictepiB y
KapTOHHI/ KopoobLi

ToppeHT
dapmachboTika
nc nra,.

IHais

ToppeHT ®apmackioTikanc

nro.

IHais

BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasiis:
3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn Ao
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsagy (BBefileHHs y3araslbHEHUX AaHNX
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
3[jiCHEeHHSs1 hapMakoHarsay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0c06MU, BiAMoBifabHOT 3a
3pjiicHeHHs1 hapMakoHarnsay (Bkiryakyn
KOHTaKTHI AiaHi) Ta/abo 3MiHM Y PO3MiLLEHHI
macTep-aiina cuctemy hapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBigaIbHOI 3a
thapmakoHarnag B Ykpaii.

[itoua pegakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
hapMakoHarnag B YKpaiHi.

3a
peyerimom

UA/14138/01/02

47.

E€BPOKCUM

NOPOLLOK ANA
iH'ekuin no 750 wmr, 1
a60 10 cpnakoHiB 3
NMOPOLLKOM B
KapTOHHIA Kopoo6Li

€8Bpo
Navicokep Mg,

Benvka
BpuTaHis

EiCiEc fo6dap C.MN.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasiis:
3MiHM | TUNy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa
BiANOBIAHOCTI ab60 BUYYEeHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil thapmakonei: ans
A®l; ana suxigHoro
MaTepiany/peareHTy/NpoOMKHOIo NPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[ONOMDKHOT pevyoBrHU (cepTudikar BifnoBigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIEHWIA
cepTnaikaT Bif Y)Xe 3aTBepAKeHOro BUpoOHUKa.
[MogaHHA OHOBNEHOTO cepTudlikaTa BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-CEP 1996-007 -
Rev 05 (3aTBepgxeHo: R1-CEP 1996-007 - Rev

3a
peyerimom

UA/12560/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

04) gna A®l Liedrypokcmy HaTpieBa Cinb
CTepubHa Bif, BXe 3aTBepKEHOTo BUPOGHUKA
ACS DOBFAR S.P.A, ltaly

48.

EBPOKCUM

MOPOLLOK A5
iH'ekyiino1,5r, 1
a60 10 chnakoHiB 3
MOPOLLKOM B

KapTOHHIA KOpooLi

€Bpo
Navichkep NTg,

Benuka
BpuTaHia

EiCiEc fo6dap C.MN.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHK 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI abo BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ons
ADI; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LONOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTuduikaT Bif y)Xe 3aTBepXEeHOro BUPOOHNMKa.
MopaHHA OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
€sponevicbkin hapmakonei Ne R1-CEP 1996-007 -
Rev 05 (3aTBeppxeHo: R1-CEP 1996-007 - Rev
04) ana A®| Liedhypokcrmy HaTpieBa Cinb
CTepwbHa Bif, BXe 3aTBEpPXEHOro BUPOGHMKa
ACS DOBFAR S.P.A, Italy

3a
peyenmom

UA/12560/01/02

49.

EBPODACT

Karncym )enaTuHoBi
M'siki no 200 mr; no
10 kancyny
6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHIA Kopoo6Li

€8po
Naiicpkep
MpaiiBiT
NimiTen

IHais

MapkcaHc ®apma 114

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TURY - 3MiHKn Woao 6esnekn/edeKTUBHOCTI
Ta thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepuCTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT A8 MeANYHOro
3aCToCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOIO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo foc/igkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepiog,
a60 AK pe3ynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX Bi4NOBIAHO A0 NNaHy negiaTpuyuHmX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OpraHoMm)
3MiHU BHECEHI A0 iHCTPYKLii 415 MegnyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ain
"3acTocyBaHHS y nepiog, BaritHOCTi abo rogyBaHHsA
rpyaato” BignoBiAHO 40 OHOBAEHOI iHGhopMaLi 3
6e3neku gjtloyoi pevyoBnHU. BBeAeHHS 3MiH
NpOTSArom 6-Tv MicsILiB Micns 3aTBEPAKEHHS.

6e3
peyenma

UA/14043/01/01

50.

EBPODACT

Kancysim xenaTnHoBi
M'sKi no 400 mr; no
10 kancyny
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHilA KOpo6L

€8Bpo
Navichkep
MpaiiBiT
Nimiteq

IHais

MapkcaHc ®apma fiT4

IHais

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis:
3MmiHu | TUNY - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs! Ta iHCTPYKLUIT A8 MeANYHOro
3acToCyBaHHA Ha MigcTasi perynspHo
OHOB/THOBAHOIO 3BITY 3 6€3MNekn NiKapCbKoro

6e3
peuenma

UA/14043/01/02




47

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3aco6y B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKK 3BITY 3 fOCNIMKEHD,
NpoBeAeHNX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM OpraHom)
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby y po3ain
"3acTocyBaHHA y nepiof BarirTHOCTi abo rogyBaHHs
rpyAAr" BiANOBIAHO A0 OHOBMEHOT iHhopmaLli 3
6e3nekun gjtyoi pevyoBuHU. BBegeHHSA 3MiH
nNpoTArom 6-T1 MicALIB NiCNa 3aTBEPAKEHHS.

51.

EBPO®DACT
EKCINPEC

Kancysm m'siki no
400 wmr, no 10
Kancyn y énictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI/ KopoobLi

€Bpo
Navichkep
MpaiiBiT
NimiTen

IHais

Codptrens Xenckep MMBT.

nra.

IHais

BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis:
3MiHu | TNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI
Ta thapmakoHarnagy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAn4HOro
3acTOCyBaHHSA Ha MiacTasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekm NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B Mic/iApeecTpavjiiiHuin nepiog,
abo K pe3ynbTaT OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHnX BiANOBIAHO A0 MnaHy negiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEeHTHUM YNOBHOB&XXEHNM OpraHom)
3MiHV BHECeHI [0 IHCTPYKLIi A8 MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3gin
"3acTocyBaHHs y nepiof BarirTHoCTi abo rogyBaHHS
rpyaato” BignosiAHO 40 OHOBAEHOI iHGhopMaLii 3
6e3nekun gityoi pevyoBuHN. BBeaeHHS 3MiH
NpPOTSArom 6-Tv MicsLiB Mic/s 3aTBepAKEHHS!

6e3
peyenma

UA/18715/01/01

52.

IBAHAPOHOB
A KACNOTA
AKKOP[,

KOHL,eHTparT Ans
po3unHy ans
iHcpysii, 1 mr/mn; no
2mMnTtano6wmny
chnakoHax, no 1

donakoHy y
KapTOHHIA KopooLi

AKKopa
Xenckea /ta,.

Benvka
BputaHis

B1pOGHMLTBO rOTOBOrO
N3, nepBuHHE, BTOPUHHE

nakyBaHHS, KOHTPO/Tb
SAKOCTI:

IHTac ®apmacbloTukesnc

Nimiteg, IHAja

BTOpUHHE NakKyBaHHS:
Akkoppg Xenckea Jlimiteq,

Benvika bputaHis
KoHTposb skocTi:

BeccniHr XaHrepi K.,

YropumHa

BignoBiganbHuii 3a BUNYCK

cepii:

Akkoppg, Xenckea Jlimitep,

Benvika bputaHis
KOHTPO/Ib SIKOCTi:

IHais/
Benvka
BpuTania/
YropLimHa

BHeceHHs 3MiH 10 peecTpavjiiiHux maTepianis:
3MiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cuctemy apmakoHarnsagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifabHOI 3a
3[jiCHEeHHs1 hapmakoHariaay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXEHOI 0c06MU, BiAMNOBifa/IbHOT 3a
3pificHeHHs1 hapMakoHarnsay (BkIYakyn
KOHTaKTHi aHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-aiina cuctemy papmakoHarnisgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BiANoOBigaIbHOI 3a
hapmakoHarnsg B YkpaiHi.

[litova pegakuis: LWnronesa MapiaHHa BikTopiBHa.

3a
peyenmom

UA/16515/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
SAPMABANIA N4, MponoHoBaHa pepakuis: LWynby Onbra CepriiBHa.
Mikpo6ionoriyHa 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
naboparopis, YropwuHa 3asBHMKa, BIANOBIAAIbHOI 3a hapmakoHarnsag, s
YKpaiHi.
53. | IMINEHEM/ NOpOoLLOK ANA Mictpan AHrnis ALC OB®AP C.IN.A., ITanis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3a UA/16166/01/01
UMNACTATUH NpUroTyBaHHA Kenitan ITanis; 3MiHM | TMNy - 3MiHK 3 AKOCTI. [OTOBWUIA NiKapCbKni peyenmom
- BICTA pO34unHy Ansa MeHeKMeHT ALC JOB®AP C.IN.A,, 3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
iHcpysiii no 500 NimiTen ITania (BUpOGHMTLBO Ta 3MiHa y MeTofiax BUNPOo6yBaHHA roTOBOrO
mr/500 wr; 1 a6o 10 KOHTPO/b SKOCTI nikapcbKoro 3acoby (He3HayHa 3MiHa y
CKNSIHVX (p/1akKoHIB 3 CTEPW/IbHOI CyMiLLli) 3aTBEpPMAKEHNX MeToAax BUNpobyBaHHs)
NOPOLUKOM Yy OHOBNEHHS MeToAy BUNpobyBaHHsA /13 3a
KapTOHHI Kopo6Li nokasHukoM «KinbkicHe BU3HauveHHs» (BEPX) Ta
meTogy «OfHOPIfHICTE A030BAHUX OOUHUL,
OCKiNIbKN BUMPOBYBaHHA NPOBOAATLCS B
0[HaKOBMX YMOBax
54. | KAOPETIH NOpoOLUOK ANA ANKANOIL AL | Pecny6nik AJTKANOI[, ALl Ckor'e, Pecny6nika BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 6e3 UA/12923/01/01
KONAMAKC® OpPa/ILHOTO PO3YNHY, Ckon’e a MisHiuHa Pecny6nika MiBHiuHa MiBHIYHA 3MiHu | TYnY - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI peyenma
1000 mr/12,2 wr; no MakegoHis MakegoHis MakegoHis/ Ta thapmakoHarnagy. 3miHa y KopoTkiii
5,15 r nopotuka B F'epmec ®apma M'M6X, ABCTpIA XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
cauwle; no 10 cawe B ABCTpist MapKyBaHHS Ta IHCTPYKLUiT 418 MeanYHOoro
KapTOHHI KOpooLi 3acTOCyBaHHS Ha MiacTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuin nepiog,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCIAKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy neaiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVIM OpPraHom)
3MiHV BHECeHI [0 IHCTPYKLIi AN MeguyHoro
3aCcTOCyBaHHS NikapCbkoro 3acoby y po3aim
"B3aemogis 3 iHWVMKU nikapcbkMu 3acobamu Ta
iHWi BMAan B3aemogiin", "OcobmBocTi
3acTocyBaHHsA" BifMoBigHO A0 OHOBMEHOI
iHdhopmalii 3 6e3nekn Aito4Hoi pEHOBUHMN.
55. | KNIHAAMIUWH- | kancynn no 0,15 ; MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8159/01/01
M no 10 kancyny "MoHdpapm" 3MiHM | TNy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI peyenmom

6nictepi; no 1
6nictepy B nauui 3
KapTOHY

Ta thapmakoHarnsgy. BHeceHHs1 abo 3miHa(u) oo
3060B'A3aHb Ta YMOB BuJaui peecTpauiiHoro
NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHA

pu3nkamu (3aCToCyBaHHSA TEKCTY, AKWI
NOrofKEHW 3 KOMNETEHTHUM OpPraHoM)
3asaBHMKOM HalaHO OHOBJIEHWIA MNaH ynpasiHHA
pu3nkamu Bepcist 2.0 3MiHM BHECEHO A0 YacTuH: V
«3axoay 3 MiHiMi3auii pusukie», VI «Pestome
naady ynpassiHHA pusnkamm» VIl «ogaTkm»

(mopaTok 2) y 3B’A3Ky 3 OHOB/IEHHAIM iHbopMaLii 3

6e3neku, Lo € PyTUHHUM 3axX040M 3 MiHimi3awil

pU3MKIB Ha nigcTasi pekomeHgauin PRAC Pestome
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
MnaHy ynpasniHHA pusukamu sepcis 2.0
[00a€eTbCs.
56. | KOEH3UM PO34MH NS iH'EKLR, Bionoriwe HimeuumnH Bionoriwe Xainbmittesnb HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/6999/01/01
KOMMO3UTYM | no 2,2 mn B amnyni; XaiinbmiTrens a Xeenb M'm6X 3MiHu |l Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. | peyenmom
no 5 amnyny Xeenb Mv6X 3miHa y napameTpax cneuudikadii Ta/abo
KOHTYPHIl [ONYCTUMUX MEX, BUSHAYEHMX y crieumdikanisax
YapyHKOBI Ha A®l, a6o BMXigHWIA/NPOMDKHWIA
ynakoBLi; no 1 NpoAYKT/peareHT, L0 BUKOPUCTOBYIOTHLCS Y
KOHTYPHIl npoueci BupobHuuTea Ad| (3miHa nosa mexamu
YapyHKOBIl1 yrMakoBL 3aTBEepXEHOro AianasoHy y cneuudikauii Ha Adl)
B KOPOOLLi 3 KAPTOHY; 3MiHa 4ONYCTUMOI BEXHBbOT MeXIi, BU3HAYEHOT Y
no 2,2 mn B amnyni; cneumndikayisx Ha A®I Thiaminum hydrochloricum
no 5 amnyny D1 dilution 3a nokasHukoMm Relative density 3 1.026
KOHTYPHil —1.030 Ha 1.026 — 1,032.
YapyHKOBIl
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B KOpooLi
3 KapTOHy; Mo 2,2 MmN
B amnyni; no 5
amnys y KOHTYpPHIi
YapyHKOBI
ynakosLi; no 20
KOHTYPHUX
yapyHKOBUX
yNakoBOK y KOPO6L;i
3 KAPTOHY
57. | KOMAKCOH 40 PO34UH A1 iH'EKLIN, TOB «TeBa YkpaiHa Brpo6GHMLTBO 3@ NOBHUM I3paine/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a UA/6307/01/02
40 mr/mn; no 1 mn YKpaiHa» umknom: Teea Benuka 3MiHY | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenmom
pPO34KHy B dapmaueBTika IHAAcTpI3 BpuTanis/ 3aci6. KOHTpOosib rOTOBOro Nikapcbkoro 3acooby.
nonepegHL0 nra., 13paine; HigepnaHan 3MiHa y MeToAax BUNpoGyBaHHS rOTOBOrO
HanoBHEHOMY Brvpo6HMUTBO 32 NOBHUM / niKkapcbKkoro 3acoby (iHWi 3MiHW). HesHauHi 3MiHK
wnpuui; no 1 umknom: HopToH Xenckea | YropwwHal/l3 | Ta pefakuiliHi yTOUHEHHS B MeTOZji BUNPO6yBaHHS
Lwnpuuy B 6nicTepi; Nimiten T/A ABEKC painb 113 3a noka3HWKOM «IMyHHe po3ni3HaBaHHA —

no 12 wnpuuis B
KapTOHHI/ KopoobLi

dapmacboTrkans FoK,
Benuka BpuTaHis;
KoHTponb cepii (Tinbkn
6ionoriyHe TecTyBaHHs):
AGIK T4, I3painsb;
KoHTposb cepii (noBHe
TeCTyBaHHs, BKI0Yaoun
Ha CTepWbHICTb Ta
6akTepianbHi
€H/IOTOKCUHW, asle OKpim
6i0/10r4YHOro TECTYBaHHS):
dapmaxewmi b.B.,
HigepnaHgu; KoHTposb
cepii (Tinbkn 6ionoriyHe

3B'A3yBaHHA [BOMa MOHOK/IOHA/TbHAMM
aHTutinamu» (metog ELISA). BBeAeHHS 3MiH
NpoTArom 3-x MicAUiB NiCNA 3aTBEPXKEHHS.
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
TecTyBaHHs): AT
dapmaueBTUYHUIA 3aBOg,
TeBa, YropwuHa;
KoHTpornb cepii
(aHaniTM4YHe TeCTyBaHHSA
Ta BUBYEHHSA
cTabinbHOCTI): A3is
Kewmikan IHgacTpis N1T4.,
I3painb
58. | KOPCAP® AM TabneTku, BKPUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/16392/01/01
NNiBKOBOIO 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenmom
o060s10HKot, 5 Mr/80 Ha3BW NikapcbKoro 3acoby 3MiHN BHECEHO LLOAO
mr; no 10 TabneTtok Ha3BW NikapCcbKoro 3acoby 3aTBepaKeHo:
y 6nictepi; no 3 abo AMNOCAPTAH. 3anponoHoBaHo: Kopcap® AM.
5, abo 6 6nicTepis y BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
nauui 3aTBEPMAKEHHS.
59. | KOPCAP® AM TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/16392/01/02
nAiBKOBOO 3MmiHu | Tvny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenmom
o6onoHkoto, 10 Has3BU Nikapcbkoro 3acoby 3MiHM BHECEHO LLOAO
Mr/160 wmr; no 10 Ha3BY NlikapCbKOro 3acoby 3aTBepoKeHo:
Tabnetok y 6nictepi; AMJTOCAPTAH. 3anponoHosaHo: Kopcap® AM.
no 3 abo 5, a6o 6 BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
6nicTepiB y nayui 3aTBEPKEHHS.
60. | KOPCAP® AM TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/16393/01/01
NNiBKOBOIO 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenmom
060/10HKOI0, 5 Ha3BW NikapcbKoro 3acoby 3MiHN BHECEHO LLIOAO
mr/160 wmr; no 10 Ha3BW JlikapCbKOro 3acoby 3aTBepaKeHo:
Tabnetok y 6nictepi; AMJTOCAPTAH. 3anponoHoBaHo: Kopcap® AM.
no 3 a6o 5, abo 6 BBefieHHs1 3MiH NpoTArom 6-T MicALUiB nicns
6nicTepiB y nauui 3 3aTBEPAKEHHS.
KapTOHyY
61. | KOPTUAEPM Kpem, 1 mr/rno 10, ToBapucTBo 3 YkpaiHa BCi CTafii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/15573/01/01
nol5ra6ono30r obmexeHot KOHTPO/Ib SIKOCTi, BUMYCK 3MiHM | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
y Ty6i; no 1 Ty6i B BignoBigasbHi cepi: Ta thapmakoHarnagy (iHwi 3mMiHu). OHOBNEHHSA
KOpo6Li 3 KapTOHY CTHO ToBapuCcTBO 3 0OGMEXEHOID TEKCTY MapKyBaHHS1 YNakoBKM JliKapCbKOro 3acoby.
"dapmaueBTn BiANOBiAA/IbHICTIO
YyHa KoMMaHis "@apmaueBTnyHa
"3p0opos " KoMnaHis "3popos’s”,
YkpaiHa
BCi cTajii BUpobHULTBA,
BUMNYCK cepil:

ToBapucTBO 3 0O6MEXEHOID
BiANOBIAA/ILHICTIO
"papmMaueBTnYHa

KomMaHisa "3gopos'sa",
YKpaiHa
KOHTPO/b AKOCTI:
ToBapuCTBO 3 06MEXEHOD
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
BiANOBiAA/IbHICTIO
"®APMEKC rPyn",
YKpaiHa
62. | KCAJTIKOPI kancysm no 200 mr; NeANIEP CLIA Mdpaiizep HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/14081/01/01
no 10 kancyny ENY.CL.MI. MeHtohekyypuHr 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI peuenmom
6nictepi; no 1 abo KOPMOPEWLL [Jonuneng MrmeX Ta hapmakoHarnagy. 3miHa y KopoTkii
no 6 6nictepiB y H XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
KapTOHHI Kopobui 3 MapKyBaHHS Ta IHCTPYKLUiT 418 MeAnYHOro
MapKyBaHHAM 3acTOCyBaHHSA Ha MiacTasi perynsipHo
YKPaiHCBKOIO Ta OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
aHrNincoLKo 3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHsA
moBamu; o 10 niKapcbKoro 3acoby B nicnspeecTpaviiHnii nepiog,
Kancyn y énicrepi; abo K pe3ynbTaT OLiHKK 3BITY 3 AOCIAKEHD,
no 1 aéo no 6 npoBeAeHnX BiANOBIAHO A0 MnaHy neaiatpuydHmnx
6nictepis y pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KapTOHHI Kopo6uji 3 KOMMETEHTHVMM YNOBHOB&XEHNM OpPraHoM)
MapKyBaHHAM 3MiHM BHECEHO [0 IHCTPYKLUIi 418 MeAUYHOro
aHrnincobkoto abo 3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
iHLLIOO iIHO3EMHOI0 "Ocob6nmBoCTi 3acTocyBaHHA" Ta "lMo6ivHi peakuii”
MOBOIO 3i CTUKEPOM BiANOBIAHO A0 pekomeHAaLin PRAC. BeefeHHs
YKparlHCbKO MOBOIO 3MiH NpOTAroM 6-Tn MicsLiB nicns 3aTBepAKEHHS
63. | KCANNKOPI Kancynu no 250 mr; MNOAN3EP CWA Mdpaiizep HimeuyunHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 3a UA/14081/01/02
no 10 kancyny ENY.CLII. MeHiohekUypuHr 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI peuenmom
6nictepi; no 1 abo KOPMOPEWLL [Joinuneng MrmeX Ta thapmakoHarnagy. 3miHa y KopoTkiii
no 6 6nictepiB y H XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
KapTOHHI Kopobui 3 MapKyBaHHS Ta IHCTPYKLUiT 418 Mean4HOoro
MapKyBaHHAM 3acTOCyBaHHS Ha MiacTasi perynsipHo
YKPaiHCbKOI Ta OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
aHrNincoLKo 3acoby, abo focnimpkeHb 3 6e3nekn 3acTocyBaHHs
MoBamu; o 10 niKapcbKoro 3acoby B nicnspeecTpaviiHnii nepiog,
Kancyn y 6nictepi; abo K pe3ynbTaT OLiHKU 3BITY 3 JOCAIAKEHD,
no 1 aéo no 6 npoBeAeHnX BiANOBIAHO 40 NnaHy neaiatpuydHmnx
6nictepis y pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KapTOHHI KopobLii 3 KOMNETEHTHUM YNOBHOBaXKEHVIM OPraHom)
MapKyBaHHAM 3MiHM BHECEHO [0 IHCTPYKUIi 418 MEeLUYHOro
aHrnincobkoto abo 3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
iHLLIOIO IHO3EMHOI0 "Ocob6nmBoCTi 3acTocyBaHHA" Ta "MMobivHi peakuii”
MOBOIO 3i CTUKEPOM BiANOBIAHO A0 pekomeHAaLin PRAC. BBefeHHs
YKparlHCbKO MOBOIO 3MiH NpOTArom 6-Tu MicsLiB nicns 3aTBepAkKeHHS
64. | NA30O/IBAH® Kancynm 3 TOB "Onenna YkpaiHa BMPOGHULITBO, KOHTPO/b HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/3430/02/01
MAKC NPOIOHrOBaHo Xenckea AKoCTi: bepiHrep PpaHLin 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii peyenma
aieto no 75 mr; no 10 YkpaiHa" IHrenbxanm ®apma M6X i 3aci6. KOHTPO/1b FOTOBOro NiKapcbKoro 3acoby

Kancyn y 6nicrepi;
no 1 6nictepy B
KapTOHHI KOpooLi

Ko. KI', HimeuuunHa;

nakyBaHHs1, MapKyBaHHs1,
BMNyck cepii: Aenbcapm

Peiimc, ®paHuis;

BMPOGHUTLLBO, KOHTPO/Ib
sKocTi: CaHodoi BiHTpon

(iHWi 3miHW). MNprBEAEHHA NOKa3HKKa «CymMa
NpoaykKTiB po3knagaHHa» B MKA N13 'y
Bi4MNOBIAHICTb A0 MaTepianiB BUPOGHMKa (PO34isn
3.2.P.5.1. Cneuyudikauisi), 6€3 BHECEHHS 3MiH Y
Mogynb 3.
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
IHAKCTPI, DpaHuis
65. | TAMAN® Tabnetku no 50 mr, ANKANOIQ AL | Pecny6nik ANKANOIL AL Cxor’e Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/9679/01/02
no 10 TabneTok y Ckom’e a MNisHi4yHa MNiHiyHa 3MiHu | TURY - 3MiHK 3 SKoCTi. FOTOBWIA NiKAPCbKNI peyenmom
6nictepi, no 3 MakenoHis MakepoHis 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
6nictepu y nayui 3 (BK/HOYAKOUM diana3oH po3mipy cepii) roToBoro
KapToHy nikapcbkoro 3acoby (36inbweHHsA go 10 pasis
MOPIBHSAHO i3 3aTBEPAXEHUM PO3MiPOM)
36inbLIEHHsT po3Mipy cepii 13 3aTBepAXeHO:
Tabnetkv no 50 mr 21.628 kr (108 140 TabneTok)
3anponoHoBaHo: TabneTkn no 50 mr 21.628 kr
(108 140 Tabnetok) 64.884 kr (324 420 TabneTok)
66. | TAMAN® Tabnetkn no 100 mr, | ANKANOIA AL | Pecny6nik ANKANOIQ AL Ckor’e Pecny6nika BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/9679/01/03
no 15 tabnetok y Ckon’e a MisHiuHa MiBHIYHA 3MiHu | TUNY - 3MiHK 3 SKoCTi. FOTOBWIA NiKapCbKuii peyenmom
6nictepi; no 2 MakefoHis MakefioHist 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
6nictepun y nauui 3 (BKNtOYaroUM AianasoH po3mipy cepii) roToBOro
KapToHy nikapcbkoro 3acoby (36inbweHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM)
36iNbLUEHHA po3Mipy cepii /13 3aTBepaKeHo:
Tabnetku no 100 mr 21.628 kr (54 070 TabneTok)
3anponoHoBaHo: TabneTtkn no 100 mr 21.628 kr
(54 070 Tabnetok) 64.884 kr (162 210 TabneTokK)
67. | NA®EPOBIOH Kpanni Ha3asibHi o TOB "3 YkpaiHa TOB "®3" BIOPAPMA" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/13779/02/01
100000 MO/mn; no 5 | "BIO®APMA" 3MiHY I TUny - 3MiHK 3 AkocTi. API. KoHTponb API. peyenma
M1y ¢h/1aKOHi, 3MiHa y napameTpax crneundikauii Ta/abo
3aKynopeHomy JOMYyCTUMMX MEX, BU3HAUYEeHUX Y cneuudikayisx
MiKpoA03aTOpPOM- Ha A®l, a0 BUXigHWIA/NPOMIDXHWIA
KpanenbHuLeto; no 1 NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y
donakoHy y nayuj 3 npoteci BUpo6HuuTBa AP (iHWi 3MiHN).
KapToHy 3MiHn go cneuudikauii Ha APl IHTepdepoH
anbha-2B pekoMOBIHAHTHWI NIDAVHA.
3anponoHoBaHo fofasaHHA N."laeHTudikayis
meTtogom ACH-MAT", "laeHTudikauis metogom
KynbTypu KAiTuH","Mikpob6ionoriyHa unctoTta”,
BU/TYYEHO MYHKTW (KOHTPOOIOTHCSH BUPOBHNKOM
npu BUpo6bHULTBI API) "Binkn 6aTbKIBCLKOT
KNiTnHn®, "AHK BekTopa abo 6aTbKiBCbKOI KNITUHN"
Bi4nNoBiAHO A0 BUMOr MoHorpacpii 1110 EP.
68. | TADEPOBIOH cnpeii HasasibHWiA No TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 40 peecTpauiitHux maTepiasis: 6e3 UA/13779/03/01
100000 MO/mn; no 5 | "BIO®APMA" 3MiHY Il Tuny - 3miHW 3 AkocTi. A®I. KoHTponb A®I. peyenma

MY ¢p1aKoHi,
3aKynopeHomy
MiKpOA03aTOpPOM-
posnuaBayeM; no
1 chnakoHy y nauui 3
KapToHY

3miHa y napameTpax cneuudikadii Ta/abo

[ONYCTUMUX MEX, BUSHAYEHMX y crieumdikaLisax
Ha Adl, a6o BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoteci BupobHuuTea AP (iHLWi 3MiHK).
3MiHn go cneuudikauii Ha AP IHTepdhepoH
anba-2B peKoMBiHaHTHWI NOANHN.

3anponoHoBaHo foAasaHHsA N."laeHTudikavis
meTogom ACH-TMAI", "laeHTndikalis MeTogom
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
KynbTypy kiTuH", "Mikpo6ionoriyHa uncroTa”,
BW/TYYEHO MYHKTW (KOHTPONIOTLCA BUPOBHUKOM Npu
BMPO6HULTBI ADI) "Binikn 6aTbKIBCLKOI KNITUHK",
"[HK BekTopa abo 6aTbKiBCbKOI KIITUHN"
BifnoBigHO A0 BUMOr MoHorpadii 1110 EP.
69. | NTA®EPOBIOH MOPOLLIOK Ha3a/bHWiA TOB "®3 Ykpaina TOB "®3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTepiasiis: 6e3 UA/16017/01/01
no 100 000 MO; 5 "BIO®APMA" 3MiHuY Il Tuny - 3miHW 3 AkocTi. A®I. KoHTponb A®I. peyenma
donakoHIB 3 3miHa y napameTpax cneuudikadii Ta/abo
NMOPOLLKOM Y [ONYCTUMUX MEX, BUSHAYEHMX y crieumdikaLisax
6nictepi; no 2 Ha A®l, abo BMXigHWIA/NPOMDKHWIA
6nictepu B nayui 3 NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y
KapToHy npoueci BupobHuuTea AP (iHWi 3MiHN).
3MiHn go cneuudikauii Ha AP IHTepdepoH
anba-2B peKoMBiHaHTHUI NOAVHN.
3anponoHoBaHo foAaBaHHA Nn."laeHTudikauis,
metogom ACH-MAI", "lgeHTudikauis, meTtogom
KynbTypuy KNiTuH", "Mikpo6ionoriyHa umcrora”,
BWYYEHO N. (KOHTPOIOTLCA BUPOOHMKOM Npun
BMPO6HULTBI A®I) "Binikn 6aTbKIBCbKOI KITITUHK",
"OHK BekTopa abo 6aTbKiBCLKOT
KNiITUHX"BIANOBIAHO A0 BMMOr MoHorpacii 1110
EP.
70. | NA®EPOBIOH cynosuTopii no 150 TOB "®3" YkpaiHa TOB "$3" BIOPAPMA" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/13779/01/01
® 000 MO; no 3 BIODPAPMA" 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN peyenma
cynosutopiino 1ry 3aci6. Cuctema KoHTeliHep/3aKynopoBabHWi
KOHTYPHIl 3aci6. 3MiHa napameTpiB cneyudikauii Ta/abo
YapyHKOBIi [0MNYCTUMUX MEX MEePBUHHOT YNaKOBKN rOTOBOrO
ynakosLi; no 1 nikapcbKoro 3acoby (iHWi 3MiHM) BHeCeHHS 3MiH
KOHTYPHIl no p.3.2.P.7 Cucrema
YapyHKOBIli ynakoBLj KOHTeliHep/3akynoptoBasibHWIA 3acib, a came-
B nauuj 3 KapTOHY; npuBefeHHs crneundikauii BXi4HOro KOHTPOSI0 Ha
no 5 cynosutopiis NAiBKY NOMIBIHINX0PUAHY, NaMiHOBaHy
no 11y KOHTYPHIl noslieTuaIeHoM y BignoBigHICTb A0 BUMor Y,
YapyHKOBIl cepTudikaTiB BUpobHuka Ta TY Y 27.4-14022407-
ynakosLi; no 1 a6o 007:2007.
M0 2 KOHTYPHI
YapyHKOBI YNakoBKu
B NauLi 3 KApTOHY
71. | NA®EPOBIOH cynosuTopii no 500 TOB "®3" YkpaiHa TOB "®3" BIOPAPMA" YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/13779/01/02
® 000 MO; no 3 BIO®APMA" 3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKNi peyenma

cynosutopiino 1ry
KOHTYPHilA
YapyHKOBIl
ynakosui; no 1
KOHTYPHilA
YapyHKOBIll yrnakoBLi
B nauL,i 3 KApTOHY;
no 5 cynosuntopiia

3aci6. Cuctema KoHTelHep/3akynoptoBasibHNIA
3aci6. 3miHa napameTpiB cneymdikauin Ta/abo
[O0MNYCTUMMX MEX NEePBUHHOT YNaKOBKU FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHK) BHeCeHHs 3MiH
0o p.3.2.P.7 Cucrema
KOHTeliHep/3akynoptoBasibHWii 3aci6, a came-
npusefeHHs cneuudikauii BXiHOr0 KOHTPOSIO Ha
NAiBKY NOMIBIHIIX/IOPUAHY, NaMiHOBaHY
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
no 1 ry KOHTYpHIW nonieTusIeHoM y BignoBigHICTb Ao BuMor JdY,
YapyHKOBIl cepTudikatie BUpo6HUKa Ta TY Y 27.4-14022407-
ynakoBLi; no 1 a6o 007:2007.
M0 2 KOHTYpHI
YapyHKOBI YMakoBKu
B Nayuj 3 KapTOHY
72. | NA®EPOMAKC | cynosutopii no 3 TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/13779/01/04
000 000 MO; no 3 "BIODPAPMA" 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NiKapCbKui peuenmom
cynosutopiino 1ry 3aci6. Cuctema KoHTeliHep/3aKkynopoBabHuWi
KOHTYPHIl 3aci6. 3miHa napameTpiB cneyndikauii Ta/abo
YapyHKOBIM [OMyCTUMUX MEX NEPBUHHOI YNakoBKy roTOBOrO
ynakosui; no 1 nikapcbKoro 3acoby (iHwi 3MiHM) BHeCeHHs 3MiH
KOHTYPHIl 0o p.3.2.P.7 Cuctema
YapyHKOBIll ynakoBLi KOHTeliHep/3akynopoBasibHWiA 3aci6, a came-
B nauuji 3 KApTOHY; npvBeAeHHs cneyndikauii BXi4HOro KOHTPOSIO Ha
no 5 cynosuTopiis NAiBKY NONIBIHIIXTOPUAHY, NaMiHOBaHy
no 1 1y KOHTYpHIiA nosieTUNeHoM y BignoBigHICTb A0 BuMor AdY,
YapyHKOBI ceptudikaTis BUpobHuka Ta TY Y 27.4-14022407-
ynakoBLi; no 1 abo 007:2007.
N0 2 KOHTYpPHI
YapyHKOBI YNaKoOBKM
B MayLi 3 KApTOHY
73. | NA®EPOMAKC | cynosuTopii no 1 TOB "®3 YkpaiHa TOB "®3 "6IOPAPMA" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/13779/01/03
000 000 MO; no 3 "BIOPAPMA" 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN peyenmom
cynosutopiino 1ry 3aci6. Cuctema KoHTeliHep/3aKynopoBabHWi
KOHTYPHIl 3aci6. 3MiHa napameTpiB cneyudikauii Ta/abo
YapyHKOBIi [0MNYCTUMUX MEX MEePBUHHOT YNaKOBKN rOTOBOrO
ynakosLi; no 1 nikapcbKoro 3acoby (iHWi 3MiHM) BHeCeHHS 3MiH
KOHTYPHIl no p.3.2.P.7 Cucrema
YapyHKOBIli ynakoBLj KOHTeliHep/3akynoptoBasibHWIA 3acib, a came-
B nauuj 3 KapTOHY; npuBefeHHs crneundikauii BXi4HOro KOHTPOSI0 Ha
no 5 cynosutopiis NAiBKY NOMIBIHINX0PUAHY, NaMiHOBaHy
no 11y KOHTYPHIl noslieTuaIeHoM y BignoBigHICTb A0 BUMor Y,
YapyHKOBIl cepTudikaTiB BUpobHuka Ta TY Y 27.4-14022407-
ynakosLi; no 1 a6o 007:2007.
M0 2 KOHTYPHI
YapyHKOBI YNakoBKu
B NauLi 3 KApTOHY
74. | NEBOPO TabneTkn, BKpUTI AHTUBIOTUK PymyHist AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/18756/01/01
NNiBKOBOIO " CA 3MiHM | TUNYy - 3MiHK 3 AkocTi. CepTudikar peuenmom

060/10HKOt0, N0 500
mr; no 10 TabneTok,
BKPUTUX M/1iIBKOBOIO
060/10HKOHD, Y
6nictepi; no 1
6nictepy B
KapTOHHilA KOpo6L

BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkili hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHs cepTudikara
BiANOBIAHOCTI €BpoNeNichbkili hapmakonei: Ans
A®I; onsa BUXigHoro
mMarepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHULTBI ADI; ans
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[OMNOMDKHOI peyoBMHY (CepTudiikaTt BiAMoBIAHOCTI
€Bponeiicbkiit hapmakonei) - HoBuii cepTudpikat
Bifl BXX€ 3aTBEPAKEHOr0 BUPOOHUKA. [MoaaHHA
HOBOTO cepTudikaTa BignoBigHOCTI EBpoNechKiii
thapmakonei Ne RO-CEP 2019-165 - Rev 00 anis
A®| neBodhiokcalmHy remirigpaty Big, Bxe
3aTBepMAKeHOro BMpobHuka Quimica Sintetica,
S.A, IcnaHis.

75.

NEVNPOPENIH

CAH03®

imnnaHTart no 5 mr,
no 1 wnpuuy 3
iMnnaHTaTom y
naketi; no 1, a6o 3,
abo 6 nakeTiB B
KapTOHHIA KOpooLi

CaHpo3s
dapmacbloTika
n3 p.no.

CnoBeHis

BMPOGHULTBO "in bulk",
nakyBaHHS, BUMYCK cepil:
Esep ®apma eHa Mv6X,

HimeuuunHa; BTopuHHe
nakysaHHs: EBEP ®apma
Vena Mv6X, Himeuumnna;

Bunyck cepii: EBEBE
dapma Nec.m.6.X. Hdr.
KI, ABcTpis; CaHpo3 MM6X

— Bupo6Huya ginbHuus

AHTVWiHeKUiHI TN3 Ta
XimiuHi onepauii KyHanb

(AIXO N3 KyHano),
ABCTpist

Himeyunna/
ABcTpis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxkeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHb (PIP) (3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHU BHECEeHi A0 iHCTPYKLii 41s MeguyHoro
3aCcTOCyBaHHS NikapCcbKoro 3acoby y posainm
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHI peakw,i”
BiAMNOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3neku
Lito4oi pevyoBuHU. BBeeHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNs 3aTBEPKEHHS.

3a
peyerimom

UA/13229/01/02

76.

MATEPWUHKN
TPABU
EKCTPAKT
PIAKWIA

eKCTpaKT piakuii
(cybeTaHuis) y
60oukax noniMepHmnX
AN BUpo6HMLTBA
HecTepuIbHNX
nikapcbknx hopm

MNAT
"Tanuudgapm"

YKpaiHa

MAT "lrannudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHK | TUny - 3MiHK 3 AkocTi. APl BupobHMUTBO.
3MiHa po3mipy cepii (Bktoyatoun gianasoHu) Ad|

ab0 NPOMIXHOro NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y

npoueci BupobHuuTBa APl (36inbLueHHA go 10

pasiB NOPIBHAHO i3 3aTBEPAXXEHUM PO3MIPOM) —
36iNbLUEHHs po3Mmipy cepii ADl MaTepuHKku Tpasu

EKCTPaKT pigkuii. 3aTBepaKeHo: TeopeTUYHUi

po3wmip cepii He meHLwe 106,04 kr.
3anponoHoBaHO: TEOPETUYHWIA PO3Mip cepii He
MeHLe 424,16 kr. 3MiHn | Tuny - 3MiHW 3 SKOCTI.
A®I|. BupobHMLTBO. 3MiHW B NpoLeci BUPO6HULITBA
A®I (He3HauHa 3MiHa y npoueci BUpobHuyTBa AdI)
- BHECEHHS 3MiH A0 po3ainy 3.2.S.2. MNpovuec

BMPO6HULTBA AP MaTepuHKk/ TpaBu eKCTpakT

PifKWiA, 30kpema: BUKNafeHHSA TEKCTY KOPOTKOro

ONMCY TEXHOOTYHOro NPOoLecy i TEXHOMOTIYHOT

CXemy BUPOGHMLITBA B HOBIli peAakLii.
CnissigHoweHHa DER (cvpoBuvHa: rotoBwii
NPOAYKT) He 3MIHIOETLCS | cTaHOBUTUME 1:1.

UA/12519/01/01

717.

MEKIHICT

TabneTkn, BKpUTI

HoBapric

LLiBeliyapi

"nakco Bennkom C.A.,

IcnaHisi/

BHECEHHS 3MiH 0 peecTpaLiiHnx MmaTepiaiis:

3a

UA/16836/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
NAiBKOBOO dapma Al a Icnanis (nepBuHHe Ta ITanis 3miHu | Trny - 3miHW Woao 6e3nekn/eddeKTMBHOCTI |  peyenmom
060/0HKoto no 0,5 BTOPVHHE NakKyBaHHS, Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
mr; no 30 TabneTok BUMYCK cepii); 3060B'A3aHb Ta YMOB BUJaui peecTpauiiHoro
y donakoHi, no 1 "nakcoCmiTKnsiiH nocBigyeHHs, BkIovaoun MnaH ynpasniHHA
dhnakoHy B MaHydaktypuHr C.n.A., pu3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
KapTOHHilA KOpo6Li ITanis (BUpOGHMK BMMaraloTb(€) No4asIbLLOro 06I'pyHTYBaHHSA
Hepo3dacoBaHoI HOBUMM [OLATKOBUM AaHUMMU, L0 MatoThb
NPOAYKLIT Ta KOHTPOSb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKIfbKY
AKOCTI) BMMAaraeTbCsa CyTTEBA OLjiHKA KOMNETEHTHUM
opraHoMm). 3asBHUKOM HaJaHO OHOB/IEHWIA 3TiAHO 3
BuMoramu o CtaHgaptusosaHoro dopmary MNypP
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) nnaH ynpasniHHA pu3nkamu ns
nikapcbKoro 3aco6y MekiHiCT, TabneTKu, BKPUTI
nNiBKOBOK 060/10HKOI0 no 0,5 mr, no 30 TabneTok
y thriakoHi, Mo 1 doakoHy B KAPTOHHI KOpo6Li.
78. | MEKIHICT TabneTkn, BKpUTI Hosapric LLiBeiiuapi nakco Bennkom C.A., IcnaHis/ BHeceHHs 3MiH 10 peecTpavjiiiHux maTepianis: 3a UA/16836/01/02
NNiBKOBOO Papma Al A Icnanis (nepeuHHe Ta ITanisa 3MiHuW Il Trny - 3MiHK Woao 6e3nekn/eekTMBHOCTI peyenmom
060/10HKOI0 MO 2 Mr; BTOPUHHE NaKyBaHHs, Ta thapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo
no 30 TabneTok y BUMYycCK cepii); 3000B'A3aHb Ta YMOB BuJaui peecTpauiiiHoro
thnakoHi, no 1 nakcoCmiTKnsiiH noceigyeHHs, BkNoYaoun MNMnax ynpasniHHA
chnakoHy B MaHydhakTypuHr C.n.A., pv3ukamm (3aCTOCyBaHHS 3MiH(M), sKi(a)
KapTOHHIA KOpooLi ITania (BMpoO6HMK BMMaraTb(€) NofanbLIoro 06rpyHTyBaHHSA
Hepo3dacosaHol HOBUMW [OAATKOBUM AAHUMW, LLIO MaOTh
NPOAYKLIT Ta KOHTPOIb HafaBaTNCA KOMNETEHTHUM OpraHoM, OCKISTbKY
AKOCTI) BUMaraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM
opraHoMm). 3asBHUKOM HafaHO OHOBMIEHWI 3rigHO 3
BMMoramu o CtaHgaptusosBaHoro dopmaty MyP
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) nnaH ynpasniHHA pusnkamu ans
nikapcbKoro 3acoby MekiHiCT, TabneTKu1, BKPUTI
NNiBKOBOK 060/10HKO0 MO 2 Mr, o 30 TabneTok y
hnakoHi, No 1 dhiakoHy B KAPTOHHIN KopobLi.
79. | MEHOBA3VH pO34nH Ans MpAT YkpaiHa MpAT ®apmaueBTUyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/7484/01/01
30BHILLUHLOIO dapmaneBTuy thabpuka "Biona" 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenma
3acTocyBaHHs, Ha thabpuka 3aci6. Cuctema KoHTeliHep/3aKkynopoBabHuWi
cnupToBMiA No 40 mn "Biona" 3aci6. 3MiHa po3mipy ynakoBKu roToBOro

y thnakoHax; no 40
My chnakoHi, no 1
donakoHy B nauyui; no
50 mn 'y chnakoHi
cknsiHomy abo

nikapcbKoro 3acoby (3miHa Mmacu/o6'emy BMiCTY
KOHTeliHepa 6aratogo30BOro fikapcbkoro 3acoby
NS HenapeHTepasbHOro 3acTocyBaHHsA (abo
0[1HOA,030BOr0, YaCTKOBOTO BUKOPUCTaHHS)) —
BBE/IEHHS 101aTKOBMX YNaKOBOK, 3 BifiNOBIgHUMM
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep

n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

n 3acoby yrnakoskKa) nocsioYyeHHs1

noniMmepHomy 3 3MiHamMu o p. Ynakoska (no 100 mn y donakoHax
MeXaHiYHUM CcKNAHUX; No 100 mn 'y dhnakoHi ckisiHomy, no 1
posnuaBayem; no donakoHy B nauui; no 100 mn y dpnakoHax
1 donakoHy B nau; nonimepHux; no 100 M y dpiakoHi noniMepHomy,
no 100 mny no 1 chnakoHy B nauyLi) Ta 40 METOAiB KOHTPO/II0
hiakoHax CKISHUX; AKOCTI M. «O6’€M BMICTY YNakoBKu». 3MiHW BHECEHI
no 100 mny B pO34in "YnakoBka" B iHCTPYKLiO 4719 MegnyYHOro
dhNakoHi CKIsAHOMY, 3acTocyBaHHSA NikapcbKoro 3acoby y 3B"A3Ky 3
no 1 donakoHy B BBEIEHHAM [04aTKOBMX YNakoBOK, SK HACNIAOK -
nayui; no 100 mny 3aTBEPKEHHS TEKCTY MapKyBaHHSA [04aTKOBUX
donakoHax yNaKoBOK NiKapcbkoro 3acoby. BeegeHHs 3MiH
nonimepHux; no 100 NpoOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS.
My thN1akoHi
nosimepHomy, no 1
donakoHy B nayui
80. | MIKAPONC® Tabnetku no 80 mr; BepiHrep HimeuunH BepiHrep IHrenbxaim HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis: 3a UA/2681/01/01
no 7 Tabnetok y IHrenbxaim a dapma 'm6X i Ko. K, Ipeuis 3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
6nictepi; no 2 abo IHTEepHeLWwHN HimeuumnHa,; Ta hapmakoHarnsagy. BeegeHHs abo 3miHu o
no 4 6nictepu B 6X BepiHrep IHrenbxaim y3arasibHeHVX AaHUX Npo cucTemy
KapTOHHIA KOpooLi Xennac CuHr Mem6ep hapmakoHarnsay (BBeeHHs y3arasibHeHUX AaHuX
C.A., Ipeuis npo cuctemy dhapmakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[jiCHEHHS1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHVKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0cO6MU, BiANOBiLabHOI 3a
3piicHeHHs hapmakoHarnagy (Bkroyaryn
KOHTaKTHi AaHi) Ta/abo 3MiH1 Y PO3MiLLEHHI
mMacTep-gaiina cuctemu papmMakoHarssay). 3miHa
KOHTaKTHOT 0CO6M 3asBHUKA, Bi4NOBigaIbHOI 3a
thapmakoHarnag B Ykpaii.
[Oitoua pepakuisn: MoniBuyak OneHa BikTopiBHa.
MponoHoBaHa pepgakuis: Yymak Aptem
Bonoanmuposuy. 3mMiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBigaIbHOI 3a
hapmakoHarnsg B Ykpaii.

81. | M-M- NOpOLUOK AN1s Mepk Wapn i LBeiiuapi | Bupo6bHuk BakumHu in bulk ClwA/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a UA/14950/01/01
PBAKCMNPO® cycneHsii ans Joym IAEA a Ta NepBuUHHE NakyBaHHS: HigepnaHnamn 3MiHu | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuenmom
BAKUWHA ANA | iH'ekyiin, 1 donakoH 3 6X Mepk Wapn i Joym JIIC, HallMeHyBaHHs Ta/abo agpecy Micus
MPO®PINAKTUK | nopolukom (1 fo3sa) CLA; NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKA (BK/THOYaoUM,

1 KOPY, Ta 1 donakoH 3 Brpo6HuK BakuuHm in bulk 3a HeobXigHOCTI, MicLle NPOBEAEHHSA KOHTPO/IO
ENIAEMIMHOI PO34YMHHMKOM (BOAA Ta NepBMHHE NakKyBaHHS: AKOCTI), abo BnacHuka macTtep-gaiina Ha A®l, abo
O NMAPOTUTY Ans iH'ekyiin) no 0,7 Mepk Wapn i Aoym JINC, nocravanbHuka Adl/BuxigHoro
TA KPACHYXU M1y KapTOHHIii CLWA MaTepiany/peareHTy/NpoOMKHOIo NPOAYKTY, LLO
XXUBA Kopobui; 1 hiakoH 3 BTopvHHE nakyBaHHS, 3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (SIKLLO
nopotukom (1 fosa) BUNYCK Cepii BakUMHN Ta 3a3HayeHo y A0CbE Ha JlikapcbKuii 3acib) 3a
Ta 1 nonepeaHbLO PO3YMHHYMKA: BICYTHOCTI cepTudikata BignoBiAHOCTI
HaNOBHEHWI LINpULY Mepk LWapn i Joym B.B., €Bponeiicbkili hapmakonei y 3aTBepaKeHoOMy
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
3 PO3YVHHUKOM HigepnaHvgn [0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOT
(Bofa Ans iH eKLii) PEYOBUHM (AKLLO 3a3HAYEHO Y A0CLE). 3MiHA
no 0,7 mn B Ha3BM Ta agpecy BUPOOHMKa, BiAMNOBIAa/ILHOMO 3a
KOMM/IEKTI 3 ABOMA BMPOBHULITBO Aitoumx pevyoBuH Measles, Mumps
rosiKamy y KapTOHHiiA and Rubella, BakumHu in bulk Ta nepsuHHe
Kopo6ui; 10 nakyBaHHs. TepMiH BBE,EHHSA 3MiH - NPOTSAroMm 6
h/1aKoHIB 3 MicAUiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
nopotukom Ta 10 AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs
h/1aKoHIB 3 Ta/abo agpecu Micus NPOBaKEHHSA AiS/IbHOCTI
PO34YMHHMKOM (BOAA BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
Ans iH’ekuiin) no 0,7 3aco0y, BKIoYaoun AinbHuL BUNycky cepii abo
MJ1 B OKpemMmnx MicLie NpoBeAEHHS KOHTPOJTIO AKOCTI. (AISNbHICTb,
KapTOHHMX KOpPO6Kax 3a Ky BiAnosigae BUPO6HUK/iMNopTep, He
BK/IOUA0UM BUMYCK cepiid). 3MiHa Ha3BK
BMPOGHWKA, BiANOBIfa/IbHOMO 38 BUPOOHNLTBO
BakuuHM in bulk Ta nepBnHHe nakyBaHHS. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHS.
82. | MOBATIC® Tabnetku no 7,5 wr; BepiHrep HimeuuunH BepiHrep IHrenbxaim HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/2683/02/01
no 10 Tabnetok; no IHrenbxaim a dapma 'm6X i Ko. KI, Ipeuis 3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
2 6nictepun B IHTEpHeLHN HimeuunHa Ta thapmakoHarnsgy. BeegeHHs abo 3MiHn Ao
KapTOHHIA KOopoo6Li 6X abo y3arasibHeHVX AaHUX Npo cucTemy
BepiHrep IHrenbxavim dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHNX
Xennac CuHrn Membep npo cuctemy hapmakoHarnsgy, amiHa
C.A., Ipeuis yMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
3[jiCHEHHSs1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHvKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0CO6MU, BiANOBiLabHOI 3a
3piicHeHHs hapmakoHarnagy (Bkroyarun
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-gaiina cuctemu hapmMakoHarssay). 3miHa
KOHTaKTHOT 0CO6M 3asBHUKA, Bi4NOBIgaIbHOI 3a
thapmakoHarnag B Ykpaii.
[Oitoua pepakuisn: MoniBuyak OneHa BikTopiBHa.
MponoHoBaHa pepgakuis: Yymak Aptem
Bonoanmuposuy. 3mMiHa KOHTaKTHUX JaHuUX
KOHTaKTHOT 0CO6M 3as1BHUKA, BiANOBIgaIbHOI 3a
hapmakoHarnsg B Ykpaii.
83. | MOBAJIC® Tabnetku no 15 mr; BepiHrep HimeuuunH BepiHrep IHrenbxaiim HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/2683/02/02
no 10 Tabnetok; no IHrenbxaim a dapma 'm6X i Ko. KI, Ipeuis 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
1 a6o 2 6nicTepu B IHTEepHeLWwHN HimeuunHa Ta papmakoHarnsgy. BeegeHHs abo 3miHu o
KapTOHHIA Kopoo6Li M6X a6bo y3arasibHeHVX AaHuX Npo cucTemy

BepiHrep IHrenbxaiim

Xennac CuHrn Membep

C.A., I'peuis

hapmakoHarnsay (BBeAeHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHoT 3a
3[jiCHEHHSs1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asiBHvKa Ans 34iINCHEeHHS
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ynakoska)
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Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXXeHOT 0co6MU, BiANOBifa1bHOI 3a
3AiicCHeHHs hapMakoHarnsgy (BKyaum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-gaiina cuctemy hapmMakoHarssay). 3miHa
KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBIgaIbHOI 3a
thapmakoHarnag B Ykpaii.

[Oitoua pepakuin: MoniByak OneHa BikTopiBHa.
MponoHoBaHa pepakuis: Yymak Aptem
Bonoanmuposuy. 3miHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0CO6M 3asiBHUKA, BiANOBIAAILHOI 3a
hapmakoHarnsg B Ykpaii.

84.

MOBAJIC®

PO34YUH A1 iH'EKLIN,
15 mr/1,5 mn; no 1,5
My amnyni; no 5
ammny/s B KapTOHHIA
Kopobui

BepiHrep
IHrenbxaim
IHTEepHeLWwHN

6X

HimeuumnH
a

BepiHrep IHrenbxaim
Ecnana, CA, Icnanis
(BUpOGHMLTBO Ta
NepBUHHE MakKyBaHHS);
BepiHrep IHrenbxaiim
Ecnana, CA, Icnanis
(BTOpPMHHE NaKyBaHHS,
KOHTPO/b AKOCTi Ta BUNYyCK
cepii)

IcnaHis

BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis:
3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHUX JaHnX npo cucTemy
dhapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[jiCHEHHS1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHvKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0CO6MU, BiANOBiLa1bHOI 3a
3piicHeHHs hapmakoHarnagy (Bkroyarun
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-gaiina cuctemu hapmMakoHarssay). 3miHa
KOHTaKTHOT 0CO6M 3asBHUKA, Bi4NOBIgaIbHOI 3a
thapmakoHarnag B Ykpaii.

[Oitoua pepakuisn: MoniBuyak OneHa BikTopiBHa.
MponoHoBaHa pepgakuis: Yymak Aptem
Bonoanmnposuy. 3mMiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgaIbHOI 3a
hapmakoHarnsg B Ykpaii.

3a
peyenmom

UA/2683/03/01

85.

MOKCUKYM

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 400
MF; Mo 7 TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHIA Kopoo6Li

TOB «YOPN[,
MEONLMH»

YKpaiHa

YOP/A, MEAVLMH IAY
CAH. BE TIIK. A.LLI.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpaLuiiHoro nocig4eHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne 460). TepmiH BBELEHHSA 3MiH -
nNpoTArom 6 MicsLiB nicns 3aTBepkeHHs. 3MiHu |
T™Mny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX faHnx nNpo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifabHOI 3a
3[jiCHEeHHs1 hapmakoHariaay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHa
Bifl yNOBHOBaXXEHOI 0co6MU, BiANOBifaIbHOI 3a

3a
peyenmom

UA/17788/01/01
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3piicHeHHs hapmakoHarnsay (BkIoyYakun
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
macTep-haiina cuctemu dpapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0CO6Y 3asBHVKa, BignoBiganbHOT
3a (papmakoHarnag. [itova pegakuis: Mescim
Inbk6axap AiHyens / Mrs. Mevsim llkbahar Dincel.
MponoHoBaHa pepgakuis: Myano MNaHHa
CraHicnaBiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOI 0CO6U 3asBHVKa, BignoBiganbHOT
3a hapmakoHarnag,. 3miHa Micus 34iCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMxeHHA MacTep-alina
cucteMun papmakoHarnsgy.

86.

87.

MOKCUDTOP
400

TabneTtkn, BKpUTI
060/10HKOI0, M0 400
mr, no 5 TabneTtok y
6nictepi, no 1
6nictepy B
KapTOHHIA Kopoo6Li

ToppeHT
dapmachbloTika
nc ntg

IHais

ToppeHT ®apmacbioTikanc
nig

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHW | TMny - 3MiHK Wwoao 6e3nekn/ehekTnBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNbHOI 3a
3[jiCHEHHST hapmakoHariaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BifNOBifa/IbHOT 3a
3piicHeHHs1 hapmakoHarnsay (BkIoyakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHU Yy PO3MILLLeHHI
macTep-aiina cuctemy papmakoHarnisgy). 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigabHOI 3a
hapmMakoHarnag B YKpaiHi.

[itoua pegakuin: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepgakuis: Onyshchuk Liudmyla
Valeriivna. 3mMiHa KOHTaKTHUX OAaHUX KOHTaKTHOI
0cobu 3asBHVKa, BigNOBIAaIbHOT 3a
dhapMakoHaraiag B YKpaiHi.

3a
peyenmom

UA/12270/01/01

MOHTEN

TabneTkn, BKpUTI
nAiBKOBOO
06010HKO0, Mo 10
Mr, M0 7 TabneTok y
6nictepi; no 4
6nictepu B nayuj 3
KapToHy

My6niyHe
akujioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUYNI
LieHTp
"BopLuariBcbk

NiA XiMiKO-

hapmaueBTny
HWi1 3aBoa"

YKpaiHa

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BMPOGHWYMIA LEHTP
"BopLyariBcbkuid XiMiko-
thapmavLeBTUYHW 3aBoa"
YKpaiHa
(dbacyBaHHs i3 chopmm "in
bulk" Bupo6Huka CiHTOH
XicnaHisa C.J1., IcnaHis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MmiHu | TURNY - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miH1) OHOBIEHHA
TEKCTY MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
yMakoBKM NikapcbKoro 3acoby, a came BUTyYeHHS
iHchopMmalii, 3a3HaYeHOI POCilicbKot MOBOIO.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS.

3a
peyenmom

UA/16297/01/01

88.

MOHTEN

TabneTku XyBasbHi
no5wr, no7

TabneTok y bictepi;

My6niyHe
akujioHepHe
TOBApUCTBO

YKpaiHa

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BUPOBHNYMI LLEHTP

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TURY - 3MiHK Woao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHn) OHOBEHHS

3a
peuyenmom

UA/16297/02/01
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Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
no 4 6nictepu y "HaykoBo- "BopLyariBCbkuiA XiMiko- TEKCTY MapKyBaHHS MePBUHHOT Ta BTOPUHHOI
nautii 3 KapToHy BUPOGHNUNIA dhapmaL,eBTUYHM 3aB0A" ynaKkoBKM NMikapCbKOro 3acoby, a came BUyUYeHHS
LEeHTp YKpaiHa iHchopMmawii, 3a3HaYeHoI pocilicbkor MOBOHO.
"BopLyariscbk (dhacyBaHHs i3 chopmu "in BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
NiA XiMiKo- bulk" Bupo6Huka CiHTOH 3aTBEPKEHHS.
hapmaueBTny XicnaHiss C.J1., IcnaHis)
HWiA 3aBog”
MOHTEN TabneTkn XyBasbHi My6niuHe Ykpaina My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a UA/16297/02/02
no 4 mr, no 7 akujioHepHe TOoBapucTBO "HaykoBo- 3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
Tabnetok y 6nictepi; TOBapuCTBO BMPOGHUYMIA LEHTP Ta hapmakoHarnsagy (iHwi 3miHu) OHOBNEHHA
no 4 6nictepu y "HaykoBo- "BopLyariBcbkuii XiMiko- TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
nauuj 3 KapToHy BMPOGHUYNIA thapmaueBTUYHWIA 3aBoa" yMakoBKM NikapcbKoro 3acoby, a came BUTyYeHHs
LEeHTp YkpaiHa iHchopMmalii, 3a3HaYeHOI POCilicbKor MOBOHO.
"Bopuariscbk (chacysaHHs i3 chopmu "in BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
WA XiMiKo- bulk" Bupo6Huka CiHTOH 3aTBEPMKEHHS.
hapmaueBTny XicnaHiss C.J1., IcnaHis)
HWii 3aBog”
90. | MOPKBU eKCTPaKT piakuii MAT YkpaiHa MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: - UA/12462/01/01
AVKOI NNoAIB | (cyberaHuis) y "Tanuudgapm" 3MiHKM | TRy - 3MiHK 3 AkocTi. ADI. BupobHMUTBO.
EKCTPAKT 60ouykax noniMepHUX 3MiHa po3mipy cepii (Bk1tovatoun gianaszoHu) Ad|
PIAKNIA ONs BUpo6HMLUTBA ab0 NPOMiXHOro NPoAYKTY, SIKUIA 3aCTOCOBYETLCSH Y
HecTepuibHUX npoueci BupobHuutea AP (36inbLieHHs go 10
nikapcbknx opm pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) -
36inbLUEHHST po3Mipy cepii Al MopkBu AWKOi
N/104iB EKCTPAKT PigKniA. 3aTBepaXeHO:
TeopeTnYHUiA po3mip cepii He MeHLwwe 106,8 kr
3anponoHoBaHo: TEOPETUYHWIT Po3Mip cepii He
MeHLwe 427,20 kr. 3MiHn | Tuny - 3MiHM 3 SIKOCTi.
A®I. Bupo6HMLTBO. 3MiHM B NpoLieci BUPO6HULITBA
A®| (He3HayHa 3MiHa y npoLeci BupobHuuTea Adl)
- BHECEHHS 3MiH A0 po3giny 3.2.S.2. MNpovuec
BMpo6HULTBa AP MOpPKBY AMKOT N10AIB €KCTPaKT
pifKuWiA, 30kpema: BUKNafEeHHS TEKCTY KOPOTKOro
OnMCy TEXHO/IOTYHOro NPOLECY i TEXHOMOTIYHOT
CXeMU BUPOOHMLTBA B HOBIli pefakLiii.
CnissigHowweHHs DER (cvpoBuHa: rotoBuii
NPOAYKT) He 3MIHIETbLCS | cTaHoBUTUME 1:1.
91. | HONET Tabnetku no 5 wmr; AHTUBIOTUK PyMmyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/18540/01/01
no 10 TabneTok y n CA 3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikar peuyenmom
6nictepi; no 3 BignosigHocTI/IE-cepTucpikar BignosigHoCTi
6nictepu y €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
KapTOHHI navui HoBOro abo OHOB/IEHOrO cepTudikaTa
Bi4MOBIAHOCTI ab0 BUTyYEHHS cepTudiikaTa
BiANOBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoOro
MaTepiany/peareHTy/MpoMiKHOTO NPOAYKTY, WO
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BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[ONOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBwii cepTudikat

Bif] BXXe 3aTBeppkeHoro BupobHuka. MogaHHs
HOBOrO cepTudikaTta BignoBigHOCTI EBponeiichkiii
thapmakonei Ne RO-CEP 2021-403 - Rev 00 gns

A®| HebiBonONY rigpoxnopuay Bif BXe
3aTBepmxeHoro Bupo6Huka Hetero Drugs Limited,
IHAiSA.

92,

HONINPEN®
2,0 Mr/o,625
Mr

Tabnetku no 30
Tabnetok y 6nictepi;
no 1 6nictepy,
3anasHomy pasom 3
afcopbeHToM y
nakeT 3 a/ItOMiHIEBOI
dhonbru, B KOpPoo6Li 3
KapToHy

ne
NNTABOPATYA
P CEPB’E

®paHuisa

Bnpo6GHWLTBO, KOHTPO/Tb
AKOCTI, NaKyBaHHA Ta
BUNYCK cepii: Jlabopatopil
Cepg’e IHpacTpi, PpaHuis;
BMpo6HMLTBO, KOHTPO/Tb
AKOCTI, NaKyBaHHA Ta
BMNyck cepii: Ceps’e
(IpnaHgis) IHgacTpic NTa,
Ipnangis

®paHuia/
Ipnangis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHn Ao
y3ara/ibHeHUX JaHnX npo cuctemy
dhapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3[jiCHEHHS1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHVKa AN 34iINCHEeHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOT 0CO6MU, BiANOBiLabHOI 3a
3piicHeHHs hapmakoHarnagy (Bkroyarun
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-gaiina cuctemu hapmMakoHarssay). 3miHa
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
thapmakoHarnag B Ykpaii.

[Litoua pepakuin: PokyHb OkcaHa tOpiiBHa.
MponoHoBaHa pegakuis: Jlywnexko Sliogmuna
BopuciBHa. 3MiHa KOHTAKTHUX AaHVX KOHTaKTHOI
0cobu 3as1BHUKA, BIAMNOBIAA/ILHOT 38
hapmakoHarnsg B Ykpaii.

3a
peyenmom

UA/0930/01/01

93.

OKO®DEPOH®

Kpansi O4Hi,
nopotok no 1 000
000 MO; 1 dhnakoH 3
MOPOLLKOM Y
KomMekTi 3 1
ammnysioto
PO34MHHMKA
(MeTunnaparigpokc
nbeHsoar (Hinarin)
(E 218) - 5,0 mr) no
5 mny 6nictepi; no
1 6nicTepy pasom 3
KPWLLIKOKO-
KpanenbHuLero Ta
nineTkoto MNactepa B
nauui 3 kapToHy; 1
ch/1akoH 3 NOPOLLKOM
y KoMnaekTi 3 1

TOB "®3
"BIO®APMA"

YKpaiHa

TOB "®3" BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHK |l Tuny - 3miHK 3 siKocTi. A®l. KoHTponb AdL.
3miHa y napameTpax cneuudikauin Ta/abo
LONyCTUMUX MEX, BU3HAYEHNUX Y creumdikaLisax
Ha A®I, a60 BMXigHWIA/NPOMIDKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y
npoueci Bupo6HuuTBa Ad! (iHWi 3MiHN).
3MiHM o cneundikauii Ha A®I IHTepdepoH
anba-2B pekoMBiHaHTHWI NIDAVHA.
3anponoHoBaHO J0faBaHHS NOKa3HUKa
«laeHTudpikauis metogom ACH-MAM,
«laeHTUdiKaLis MeTogoM KynbTypu KNiTUH»,
«MikpobionoriyHa YiCcToTa», BUTyYEeHO NOKa3HUK
(KOHTPONIOIOTLCSA BUPOOHUKOM NPY BUPOOHULITBI
A®I) "Binkn 6aTbkiBCbKOI KNiTMHK", AHK BekTopa
a60 6aTbKIBCbKOT K/TITUHM" BiANOBIAHO A0 BUMOT
MoHorpadii 1110 EP.

6e3
peyenma

UA/6206/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

amnysio
PO3YMHHMKA
(MeTunnaparigpokc
nbeHsoar (HinariH)
(E 218) - 5,0 mr) no
5 mn B nauui 3
KapTOHHOIO
neperopogxoto abo
rogopoBaHoto
BKNaakot; no 1
KOMNNeKTy
npenapary Ta
PO3YMHHMKA Pa3om 3
KpULLIKOHO-
KpanenbHuLe Ta
nineTkoto Mactepa B
nayli 3 KApTOHY

94.

ODTAKNIH

Kpansi O4Hi, pO34nH,
0,1 mr/Mnno5mny
donakoHi 3
KpanenbHuLe Ta
KPWLLIKOIO 3
KOHTpONEM
po3KpuTTS; no 1
h1akoHy y nauui

MpAT
"dGapmaueBTu
YHa hipma
"AapHuus”

Ykpaina

MpAT "®apmaveBTuyHa
thipma "AapHuus”

Ykpaina

BHECEHHS 3MiH 40 peecTpavliinHux maTepiasiis:
3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiickkiin hapmakonei/MoHorpadii. 3miHun,
noB'sA3aHi 3 HeOOXiAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponeiicbkoi thapmakonei, abo iHLWoi
HaujioHanbHOT dhapmakonei gepxasu €C (iHwi
3MiHM) BHECEHHS 3MiH B crieuudikaLiio Ta Metoam
KOHTPO/II0 JOMOMDKHOI PEYOBUHW ANHATPIIO
dhocdpat goaekarigpar 3a nokasHUKamu:
-«PO34YMHHICTb» BHECEHO B po3fin «3arasibHi
BN1ACTMBOCTI» AaHa iHhopmaLis HOCUTb
pekoMeHAaLiMHNIA XxapaKTep; -HOPMyBaHHS
NoKasHWKiB «laeHTudikayis», «KinbkicHe
BM3HAYEHHS» NPUBEAEHO A0 BUMOT Ajiloyoi
MoHorpadii €E® «Disodium Phosphate
Dodecahydrate»; - HOpMyBaHHS1 NOKa3HUKa
«BiHOBHI PEYOBNHU» HE 3MIHWBCS, BUMOTMN
nokasHuKa BUK1a[eHo Yy BiANOBIAHOCTI f0
pekomMeHAaLili Ta CTUNICTUKK gitoyol peaakuii €EP
«Disodium Phosphate Dodecahydrate» ta ®Y; -
[Ansa nokasHukiB «HaTtpito gurigpodhocdars,
«Xnopugu», «Cynbechatn», «3anizo», «Brpara B
Maci Npy BMUCYLLYBaHHI» HOPMYBaHHS 3a/1MLLEHO
6e3 3MiH, 6y/10 BHECEHO pefaKLiiiHi npaBkK y
BiZANOBIAHOCTI 10 peKOMeHaLUili Ta CTUMICTUKN
nitoyoi pegakuii €E® «Disodium Phosphate
Dodecahydrate» Ta A®Y. 3MiHu | TUnY - 3MiHK 3
skocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
[0MNOMDKHWUX peyvyoBMH. 3MiHa napameTpis

3a
peyerimom

UA/16352/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
cneuudikauin Ta/abo gonycTummMx mex gns
[0MOMDKHOT peYOBMHM (BUTYHYEHHS 3i cnevmdikaui
He3Ha4yHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuka)) BHeCEHHS 3MiH B cneuudikauiio Ta
MeTOAW KOHTPOO AONOMIKHOT Pe4oBUHN
OvHaTpilo docdat goekarigpart, a came
BUJTYUYEHHS NOKa3HWKIB «ApceH» Ta «Baxki
MeTasm» BiANoBIgHO [0 Aito4vol MoHorpadii €D
«Disodium Phosphate Dodecahydrate». 3miHu |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib.
KOHTPO/b AONOMDKHUX PEYOBUH (iHLUi 3MiHW)
BHOCATLCSA 3MiHWN [0 PO34iny «YMOBU 36epiraHHs»
Ha JOMNOMiXHY pPEeYOBMHY AvHATpIlo hocdar
popekarigpart (3arsepakeHo: B nnoTHo
YKyNOPEHHOI Tape npu TemMnepatype He Bbille
25°C; 3anponoHoBaHo:BignosigHo o
HOpPMAaTVBHOI JOKyMeHTaLii (DipMU-BUPOBHIKA).
95. | NAHAZQON TabneTkn, BKpUTI nakcoCwmitKn Benvka nakcoCmitKnawH Ipnangis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 6e3 UA/2691/01/01
EKCTPA 060/10HKOI0; MO 12 ANRH Bputanis [JanrapsaH flimitesq 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii peyenma
Tabnetok y 6nictepi; KoHcblomep 3aci6. Onuc Ta cknag. 3miHa abo fofaBaHHSA
no 1 6nictepy B Xenckep (FOK) LUTammMiB, MOTOBLLEHb ab0 iHLINX MapKyBaHb,
KapTOHHIA KOopoo6Li TpengiHr yK/louauy 3amiHy abo gofgaBaHHs dapb ons
NimiTen MapKyBaHHS JlikapcbKoro 3acoby (3MiHa Wwramnis,
MOTOBLLEHb @60 IHLWNX MapKyBaHb) YTOYHEHHS
chopMystoBaHHS onucy TabneTok B po3ginax
[10Cb€ 3as1BHMKA.
96. | MEPFOBEPIC® | nopoLuok Ta Apec TpeligiHr | Lsefuapi Mepk CepoHo C.A,, LLiseiiuapis BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis: 3a UA/10624/01/01
PO3YMHHUK AN C.A. a BigAineHHs y M. OGOHH 3MiHu | TNy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI. peyenmom
pO34nHy oNns 3miHa y napameTpax cneuudikadii Ta/abo
iH'ekuiin; 1 abo 3 [OMNYCTUMUX MEX, BUSHAYEHNX y creumdikalisx
hnakoHu 3 Ha A®l, a6o BMXigHWIA/NPOMIDKHWIA
NMOPOLLKOM Y NpOAYKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y

komnekTi 3 1 a6o 3
hnakoHamu 3 1 mn
po34nHHKKa (Boga
ONs iH'eKUii) y
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B KOpoo6L; 5
donakoHiB 3
MOPOLLKOM Y
KommnekTi 3 5
hnakoHamu 3 1 mn
po34nHHKKa (BoAa

ONs iH'ekuin) y

npoueci BupobHuutea A®| (40NOBHEHHS
cneumdikavii HOBYUM NOKa3HUKOM SKOCTi Ta
Bi4NOBIAHMM METOAO0M BUNPOOYBaHHS) BKIHOUEHHS
[0 cneumndikawii npy BUNycky cybcTaHLii akTuBHOT
peyoBuHM NOTponiHy anbda (p-n/1r) nokasHuka
0ns Bu3HayeHHss TYMC (Esp. ®apm. 2.6.12 Ta
®apm. CLIA ) (meTog membpaHHoi dinbTpawi).
KpwuTepiii npuitHATHOCTI (He 6inblie 5 KYO/mn).
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
KOHTYPHIl
YapyHKOBIl
ynakosLij; no 2
KOHTYPHIi YapyHKOBI
ynakoBKU B Kopobui
97. | NIBOHII HacToika no 50 mn AT YkpaiHa AT "Ny6Hncpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/19130/01/01
HACTOWKA abo no 100 mn, 110 "Ny6Hnchapm" 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii peyenma
MY hnakoHax 3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUiA
3aci6. 3miHa po3mipy ynakoBKM rOTOBOro
nikapcbKoro 3acoby (3mMiHa Macu/o6'eMy BMiCTy
KOHTeliHepa 6araTto/1030B0ro JlikapCbKoro 3acoby
AN HenapeHTepasibHOro 3acTocyBaHHs (abo
0[IHOA030BOr0, YaCTKOBOIO BUKOPVCTaHHS)).
BBefeHHA foaarkoBoro sy ynakosku- no 110
My dhriakoHax, 3 BignoBiAHNUMMK 3MiHaMK1 A0
Cneyudikauii Ta MeTogiB KOHTPO/IIO SKOCTI 3a M.
«O6’eM BMICTY (p/1akoHy» Ta p. YnakoBka.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMAKEHHS.
98. | NOCTEPU3AH Ma3b; Mo 25 ry Ty6i [Op. Kage HimeuwuuH | [p. Kage dPapmaneBTuyHa HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/4864/01/02
POPTE aOMIHIEBIN 3 PapmaLeBTny a dabpuka M6X 3MiHM | Tuny - 3miHK 3 skocTi. CepTudiikat peyenma
annikatopom; no 1 Ha dabpuka BignosigHocTI/TE-cepTudpikar signosigHoCTi
Ty6i B KQPTOHHIA 6X €Bponelicbkiin hapmakonei/moHorpadii. MogaHHsA

nauuj

HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BiAnoBigHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa ByxigHOro
mMaTtepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMNOMDKHOI peyoBMHY (CepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yXe 3aTBepAKeHOro BUPOOHUKaA.
MoaaHHA OHOBMIEHOrO cepTudikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-CEP 2012-163 -
Rev 00 (3atBepmxeHo: RO-CEP 2012-163 - Rev
02) ans gitoyoi pevosuHN Hydrocortisone
Micronised, process 2 Bif, BXe 3aTBepyKeHoro
B1po6HMKa SANOFI CHIMIE, ®paHuis. 3MiHu |
TMny - 3MiHK 3 aKkocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BiAnoBigHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
mMaTtepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMNOMDKHOI peyoBMHY (CepTudiikaT BiANOBIAHOCTI
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€Bponeiicbkii hapmakonei) - HoBuii ceptudiikat
Bif] BXXe 3aTBEPKEHOro BUPOOGHMKa. BBeaeHHS
HOBOrO cepTudikara BifnoBigHOCTI EBponelichkkilt
chapmakonei Ne RO-CEP 2019-166 - Rev 00
(3amiHa CEP R1-CEP 1996-052 - Rev 04) ans
aitoyoi pevoBuHM Hydrocortisone Big Bxe
3aTBepmxeHoro BupobHnka SANOFI CHIMIE,
®paHuis. 3miHu | TUNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOs1b FOTOBOrO NiKapCbKoro
3aco6y. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS)
npvBeAEeHHs aHaNiTUYHOT METOAMKM 3a
noKasHUKoM «CynyTHi JOMILLKM» Y BiiNOBIAHICTb
[10 OpUriHaNIbHNX peecTpaLiiHux MaTepianis
BMpOGHUKa M3

99.

NMOCTEPUSAH
DOPTE

cynosuTopii; no 5
CynosunTopiie y
cTpuni; No 2 cTpunmn
B KapTOHHI nayui

fp. Kane
PapmaneBTuy
Ha ®abpuka
M6X

HimeyunH
a

Ap. Kage ®apmaueBTnyHa
dabpuka M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiit hapmakonei/moHorpadii. NMogaHHA
HOBOro ab0o OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYeHHs cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByXigHOro
Marepiany/peareHTy/npoMiKHOT0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[ONOMDKHOI peyoBMHY (CepTuddikaTt BiAMNOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuqikaTt Bif yxe 3aTBepKeHoro BUpobHuka -
noAaHHA OHOB/IEHOTO cepTudikarTa BignoBigHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 2012-163 -
Rev 00 (3aTBepmxeHo: RO-CEP 2012-163 - Rev
02) ans gitoyoi pevosrHN Hydrocortisone
Micronised, process 2 Bif Bxe 3aTBEpPAXEHOr0
BupobHuKka SANOFI CHIMIE, dpaHuia
3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkii hapmakonei/moHorpadii. NMogaHHA
HOBOro ab0 OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeEHHS cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOT0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[ONOMDKHOI peyoBMHY (cepTuddikaTt BiAMNOBIAHOCTI
€Bponeiicbkii hapmakonei) - HoBuii ceptudpikat
Bif BXXe 3aTBEepAKeHOro BUpobHuKa - BBefeHHs
HOBOTO cepTudlikarta BifgnoBigHOCTI EBponeichKii

6e3
peyenma

UA/4864/02/02
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

chapmakonei Ne RO-CEP 2019-166 - Rev 00
(3amiHa CEP R1-CEP 1996-052 - Rev 04) ans
aitoyoi pevoBuHM Hydrocortisone Big Bxe
3aTBepmxeHoro BupobHnka SANOFI CHIMIE,
®paHuis. 3miHu | TUNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOsIb FOTOBOrO NiKapCbKOro
3aco6y. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS)
npvBeAEeHHS aHaNiTUYHOT METOAMKM 3a
noKasHUKoM «CynyTHi JOMILLKM» Y BifNOBIAHICTb
[10 OpUriHa/IbHMX peecTpaLiiHux maTtepianis
BMpOGHUKa M3

100.

MNPAKCBANHA
®

PO34MH ANna
iH eKuili/iHdpysii, 2,5
r/50 mn no 50 mny
donakoHi; no 2
hnakoHn y
KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxainm
IHTEpHeLHN

M6X

HimeyunH
a

Bnpo6HMLTBO, NEepBUHHE
Ta BTOPVHHE NaKyBaHHS,
KOHTPO/b AKOCTi Ta BUMYCK
cepii: bepiHrep
IHrenbxaiim ®apma Mv6X i
Ko.KT, HimeuuunHa;
AnbTepHaTMBHa
nab6oparopia ans
KOHTPO/O AKOCTI
NPOTArOM BUNPOGYBaHHS
cTabinbHocTi: KsoniTi
AccictaHc CA, benbris

Himeuunna/
Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MmiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNbHOI 3a
3[jiCHEHHST hapmakoHariaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BifNOBifa/IbHOT 3a
3piicHeHHs1 hapmakoHarnsay (BkIoyakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHU Yy PO3MILLLeHHI
macTep-aiina cuctemy papmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigabHOI 3a
hapmMakoHarnag B YKpaiHi.

[itoua pepakuis: MoniBuak OneHa BikTopiBHa.
MponoHoBaHa pepakuis: YUymak Aptem
BonoavmupoBuy. 3mMiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6M 3asBHUKA, Bi4NOBIgaIbHOI 3a
dhapMakoHaraiag B YKpaiHi.

3a
peyenmom

UA/15467/01/01

101.

PO3YKAPA®10

TabneTkn, BKpUTI
060/10HKO0 M0 10 Mr
Ne 90 (10x9): no 10
TabneTtok y 6nictepi;
no 9 6nictepis y
KapTOHHI kopo6uyj;
Ne 90 (15x6): no 15
TabneTtok y 6nictepi;
no 6 6nictepiB y
KapTOHHIA KOopooLi

TOB "CaHodhi-
ABeHTIC
YkpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHeceHHs 3MiH 10 peecTpaviiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikaT
BignosigHocTI/TE-cepTudpikar signosigHoCTi
€Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHs cepTudikata
BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa ByxigHOro
mMaTtepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMNOMDKHOI peyoBMHY (CepTuddikaTt BiAMNoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIeHWIA
cepTuqikaT Bif yxe 3aTBepaKeHoro BUpobHuka -
nogaHHsa oHossieHoro CEP R1-CEP 2015-090 -

3a
peyenmom

UA/11742/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Rev 00 ana A®l Rosuvastatin calcium Big Bxe
3aTBepaxeHoro BupobHnka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
INDIA (name of holder CENTRIENT
PHARMACEUTICALS NETHERLANDS B.V. Delft
NL); B pamax npouefypu NPONoOHY€ETLCS: -
BUy4YeHHs Vimta Labs Limited sk KOHTpakTHOI
nab6opaTtopii ANna TecTyBaHHA BMICTY Bobpamy
Ta XpoMy; - BBEAEHHSI HOBMX KOHTPaKTHUX
nab6opartopili Sophisticated Analytical Instruments
Laboratories Sosiety & Auriga Research Pvt. Ltd.
onsa XRD-TectyBaHHsA Ta DSM Food Specialties B.
V. ana BUNpo6yBaHHA Ha AOMILLKY; - HE3HAYHI
onTuMi3auii BUpOGHMYOro npouecy 6e3 icTOTHOro
BM/IMBY Ha AKICTb @60 cTabinbHICTb API; -
3anpoBaPKEHHS OLLIHKN PU3VKY LLOA0 JOMILLIOK
HITpPO3aMiHiB BIAMNOBIAHO 4O YAHHUX HOPMATUBHUX
BMMOT; - OAATKOBO OY/IM BHECEHI NEBHi
pefakuiiiHi 3MiHW, SiKi He BNAVHYN Ha 3MiCT
[0CbE.
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHWiA
3aci6. 3MiHa y NepBUHHIli yNakoBLji FOTOBOro
nikapcbKoro 3acoby (Tvn KoHTeliHepa abo
[0faBaHHA HOBOTO KOHTelHepa) - TBepai, M'ski Ta
HecTepw/bHI PifKi Nikapcbki (HOPMU - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3aci6, a came
JofaBaHHA HOBOro Matepiany Ans BUPOGHULTBA
nepBUHHOT ynakoeku (6nictep) — OPA25/ALU
45/PVC60: PNO 10681/17-01 (3aTBEpAXEHO
OPA25/ALU45/PVC100: PNO 10680/10-01).
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. Cuctema KoHTeliHep/3aKynopoBabHWiA
3aci6. 3MiHa y NepBUHHIli yNakoBLji FOTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[0faBaHHA HOBOTO KOHTelHepa) - TBepai, M'ski Ta
HecTepw/bHI PifKi Nikapcbki (HOPMU - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3aci6, a came
[JofaBaHHA HOBOro Matepiany Ans BUPOGHULITBA
nepBuHHOT ynakoBku (6nictep) — Alu 0.20: PNO
10620/10-02 (3atBepmxeHo Alu 0.25: PNO
10621/10-02).

102.

PO3YKAPA®20

TabneTkn, BKpUTI
060/10HKOH 1Mo 20 Mr
Ne 90 (10x9): no 10
TabneTok y bictepi;

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

TOB "3eHriBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasiis:
3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkiin hapmakonei/moHorpadii. NMogaHHA

3a
peyerimom

UA/11742/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1

no 9 6nictepiB y
KapTOHHIA KOpooLi

HOBOro abo OHOB/IEHOroO cepTudiikata
BiANOBIAHOCTI a60 BUYYEHHS cepTudikaTa
BiZJNOBIAHOCTI €Bponechkii thapmakonei: ans
Adl; gns BUXigHOro
mMaTtepiany/peareHTy/NpoMiKHOro NPOAyKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOI peyoBMHY (cepTudiikaTt BiAMoBIAHOCTI
€Bponelicbkiint hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, y)xe 3aTBepAXEeHOro BUPOOHUKA -
nogaHHsa oHosneHoro CEP R1-CEP 2015-090 -
Rev 00 ana A®l Rosuvastatin calcium Big Bxe
3aTBepAxeHoro BupobHnka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
INDIA (name of holder CENTRIENT
PHARMACEUTICALS NETHERLANDS B.V. Delft
NL); B pamax npouefypw NPOMNOHY€ETLCS: -
BUAyYeHHs Vimta Labs Limited sik KOHTpakTHOI
nabopartopii A5 TeCTyBaHHA BMICTY BoNbdpamy
Ta XpoMy; - BBEAEHHS HOBMX KOHTPAKTHUX
nab6opartopili Sophisticated Analytical Instruments
Laboratories Sosiety & Auriga Research Pvt. Ltd.
ana XRD-TectyBaHHs Ta DSM Food Specialties B.
V. Ana BunpobyBaHHA Ha AOMILLKW; - HE3HAYHI
onTMMI3aLil BUPOGHMYOro npotiecy 6e3 icToTHoro
BM/IMBY Ha SKICTb @60 cTabinbHiCTb AdPI; -
3anpoBaPKEHHS OLLIHKN PU3NMKY LLOA0 JOMILLIOK
HITPO3aMiHiB BifNOBIAHO A0 YNHHNX HOPMATUBHUX
BMMOT; - OAATKOBO 6Y/IM BHECEHI NeBHi
pefakLiiiHi 3MiHW, siKi He BNVHYN Ha 3MiCT
[I0CbE.
3miHu | TUNY - 3MiHK 3 SKocCTi. FOTOBMIA NiKapCbKNi
3aci6. Cuctema KoHTeliHep/3aKynopoBabHUiA
3aci6. 3MiHa y NepBWHHIlA yNakoBLi roTOBOrO
nikapcbKoro 3acoby (Tmn KoHTelHepa abo
[0faBaHHA HOBOrO KOHTelHepa) - TBepai, M'siki Ta
HecTepwnbHi pigki Nikapcbki POpMU - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBaibHWiA 3acib, a came
[04aBaHHA HOBOro MaTepiasy A1 BUpobHULTBa
nepBuHHOT ynakoBku (6nictep) — OPA25/ALU
45/PVC60: PNO 10681/17-01 (3aTBEpPLXEHO
OPA25/ALU45/PVC100: PNO 10680/10-01).
3miHu | TUny - 3MiHK 3 SKocCTi. FOTOBMIA NikapCbKNii
3aci6. Cuctema KoHTeliHep/3aKynopoBabHUiA
3aci6. 3MiHa y NepBWHHIlA yNakoBL,i roTOBOro
nikapcbKoro 3acoby (Tmn KoHTelHepa abo
[0faBaHHA HOBOTO KOHTelHepa) - TBepai, M'siki Ta
HecTepw/bHi pigki Nikapcbki POpMU - BHECEHHS
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBaibHWiA 3acib, a came
[ofaBaHHA HOBOro MaTepiasy 415 BUpobHuLTBa
nepBuHHOT yrnakoBku (6nictep) — Alu 0.20: PNO
10620/10-02 (3atBepmkeHo Alu 0.25: PNO
10621/10-02).
103.| CAHINBA® pO34UH A/15 POTOBOT MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 6e3 UA/16981/01/01
NopoXHUHK; no 100 "bapmaueBTu hipma "JapHuus” 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
My chnakoHi; no 1 YyHa hipma HallMeHyBaHHs Ta/abo agpecu Micua
hnakoHy 3 MipHUM "NapHuus"

CTakaH4MKOM B
nauuj

NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKA (BK/IHOYaOUM,
3a HeobXifHOCTI, MicLle NPOBEAEHHS KOHTPO/IHO
SIKOCTI), @60 BniacHvka macTtep-thaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, LLO
3aCTOCOBYHOTbCA Y BUPOO6HULTBI API (AKLLO
3a3HayeHo y A0CbE Ha fikapcbKkuii 3acib) 3a
BICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkin dhapmakonei y 3aTBepaKeHOMY
[oCbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOT
pPeYOoBUHM (AKLLO 3a3HaYeHo Yy fockbe) KomnaHis
Atul Bioscience Ltd., India Bukynuna Bupo6Huuy
ainbHuuto Polydrug Laboratories Pvt., Ltd., India,
Ha SKill BUroToBNsiETLCA XNopbyTaHony remigpar.
Cxema CuHTesy, BUpobHuyunii npouec Adl i
BMPOGHMYA AiNbHULA He 3MiHMMacs. Sk Hacnigok
3MiHa BHOCUTbCS Y po3ain «Cknag». 3miHu | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneumdikayisx Ha Ad®l, abo
BVXiAHWIA/NPOMDKHUIA NpoAayKT/pearexT, Lo
BMKOPUCTOBYIOTbCS Y Mpoueci BUpobHuytBa Ad|
(BMNYYEHHSI HE3HAYHOTO MOKa3HKKa SKOCTI
(Hanpvknag BUIyYEeHHS 3acTapiforo nokasHuka))
He3HauHi 3MiHM B cneyudikauii Ta MeTogi
KOHTponto APl xnopbyTaHony remirigpaty
BMPOGHMKa /13 3a NOKa3HMKOM «lgeHTudikais»,
a came BWUTy4YeHO TPpU SKiCHI peakuii BignoBigHo Ao
BMMOT MoHorpadii «Chlorobutanol hemihydrate»
€sponelicbkoi Papmakonei (10.0) Ta 0HOBIEHNX
Marepianis BUpo6GHMKa. 3MiHu | Tuny - 3MiHuW 3
AKOCTi. A®I. KoHTposb A®L. 3MiHa y napameTpax
cneumdikauiii Ta/abo 4ONyCTUMUX MEX,
BM3HA4YeHNX y cneuudikauisx Ha Adl, abo
BVXiHWA/NPOMIDKXHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(monoBHeHHs creumdikaLii HOBUM NOKa3HUKOM
SAKOCTI Ta BiANOBIAHUM METOA0M BUMNPOOYBaHHS)
3MiHM B cneumdikauii Ta metodi KoHTpos Ad|
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1

xnop6yTaHony remirigpaTy Bupo6Huka '3, a
came BHECEHHS MokasHuka «Jomilkn A Ta B»,
3rijHO OHOBMIEHWX MaTepianis BUPOOHUKaA Ta
MoHorpadii «Chlorobutanol hemihydrate»
€poneiicbkoi ®apmakonei (10.0). BusHauyeHHs
NpPoOBOAATb B YMOBAX TECTY «3a/IULLIKOBI KiIbKOCTI
OpraHiYHUX PO3UMHHUKIB». 3MiHW | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneundgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha Adl, abo
BVXiHWA/NPOMIDKHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytBa Ad|
(iHWi 3miHW) 3miHK B cnieumdikayii Ta meTogi
KoHTponto APl xnopbyTaHony remirigpaty
BMPOGHMKa /13 3a NOKa3HUKOM «3asInLLKOBI
KINIbKOCTi OpraHiyHNX PO3YMHHIKIB», a came
HOpMyBaHHS NPYBEAEHO BiAMOBIAHO A0
aKTyaslbHUX MaTepiasnis BUPOBHYKa; TecT
[OMOBHEHO YTOYHEHHAM Ha3BW X/10pochopmy Ta
aLeToHy, B kopensALiil 3 TecToM «[JoMilkn A Ta B»;
3MIHEHO BMP&XEHHA OAUHULIL BMICTY PO3YUHHVIKIB
3 BiICOTKIB Ha «ppm»; TECT [OMNOBHEHO
HOPMYBaHHSIM 6Y/1b-AKOI IHLIOT AOMILLKMA Ha PiBHI -
He 6inbwe 0,10 %; fofaHO NPUTOTYBaHHSA PO3YMHY
MOPIBHAHHSA 2 AN PO3paxyHKy 6yAb-AKoi AOMILLKY;
ANna onTumisauii BanigauiiHnx KputepiiB B po34unH
MOPIBHAHHA BHECEHO Kanito xniopug P.
CynyTHS 3miHa - 3MiHK 3 AkocTi. ADl. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOrO Marepiasny/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
npoteci BUpo6HMLTBa ADI (iHLWi 3MiHM y MeToAax
BMNPoBYyBaHHA (BK/IOYauM 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/MPOMIXXHOTO
npoAaykKTy). 3miHu | TNy - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikadliii
Ta/abo [oNyCTUMUX MEX, BU3HAUEHUX Y
cneuudikauisx Ha A®l, abo BYXiZHWUIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®| (iHWi 3MiHN) 3MiHK B
crneundikavii Ta MeToai KoHTposno Ad®|
XnopbyTaHosny remirigpaty BupobHuka N3 3a
nokasHukom «MikpobiosioriyHa unctota», a came
HOpMyBaHHS TeCTy NpvBeAeHO BiANOBIAHO A0
BuMmor €&, 2.6.12, 5.1.4.. CynyTHs 3miHa - 3MiHW 3
akocTi. A®Il. KoHTtponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO

mMarepiany/npoMixKHOTO NPoAyKTy/peareHTy, Lo
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdI
(He3HauHi 3MiHKN y 3aTBEpPXEHNX MeToax
BMNPOOGYBaHHA) 3MiHW | TUNy - 3MiHK 3 AkocTi. AdI.
KoHTponb Adl. 3miHa y napameTpax crneumdikawii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneyudikalisix Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
NpoAyKT/pearenT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl (4,0NOBHEHHSA
cneupudikaLii HOBYM NOKa3HUKOM SKOCTi Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA) 3MiHU B
crneundikavii Ta MeToai KoHTposno Ad®|
xnopbyTaHosny remirigpaty BupobHuka N3 3a
nokasHukom «laeHTudikauis» BBefeHO
ineHTudhikaLio meTofom abcopbuiriHoT
cnekTpochoToMeTpil B iHthpayepBoHii o6nacTi,
BiANOBIAHO A0 BUMOr MoHorpadii «Chlorobutanol
hemihydrate» €sponeiicbkoi Papmakonei (10.0)
Ta OHOB/IEHUX MaTepiasliB BUPOOHMKA.

104.

CAHrIBA®

cnpeii 4ns poToBoi
NOPOXHUHWK; o 50
My chnakoHi; no 1
hnakoHy 3
Haca/Koto-
posnuasayemM B
naui

MpAT
"GapmaueBTu
YyHa hipma
"fapHuus”

YkpaiHa

MpAT "dapmaLeBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micua
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKA (BK/THOYaAOUM,
3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPO/IHO
SIKOCTI), @60 BniacHvKka macTtep-thaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, LLO
3aCTOCOBYHTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HayeHo y A0CbE Ha fikapcbKuii 3acib) 3a
BICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkin dhapmakonei y 3aTBepaKeHOMY
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOT
pPeYOoBUHM (AKLLO 3a3HaYeHo Yy fockbe) KomnaHis
Atul Bioscience Ltd., India Bukynuna Bupo6Huuy
AinbHuuto Polydrug Laboratories Pvt., Ltd., India,
Ha Skl BUroToBNsiETLCA XNopbyTaHony remigpar.
Cxema CuHTesy, BUpobHuyunii npouec Adl i
BMPOGHMYA AiNbHULA He 3MiHMMacs. Sk Hacnigok
3MiHa BHOCUTbCS Y po3ain «Cknagx». 3miHu | Tuny -
3MiHn 3 sKocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HauYeHuX y cneumdikayisx Ha Ad®l, abo
BVXiAHWIA/NPOMDKHUIA NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTbCS Y Mpoueci BUpobHuytBa Ad|
(BMNYYEHHSI HE3HAYHOTO MOKa3HKKa SKOCTI
(ranpvknag BUIyYEeHHS 3acTapinoro nokasHuka))
He3HauHi 3MiHM B cneyudikauii Ta MeTogi
KoHTponto APl xnopbyTaHony remirigpaty
BMPOGHMKa /13 3a NOoKasHWKOM «laeHTudikauis»,

6e3
peyenma

UA/16981/02/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1

a came BWUTy4YeHO TpU AKiCHI peakuii BignoBigHo Ao
BMMOT MoHorpadii «Chlorobutanol hemihydrate»
€sponeiicbkoi Papmakonei (10.0) Ta OHOBNEHUX

Marepianis BUpO6GHMKa. 3MiHu | Tuny - 3MiHuW 3

AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax

cneuudgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha Adl, abo
BVXiHWA/NPOMIDKHUIA NpOAYKT/pearexT, Lo

(monoBHeHHs creumdikaLii HOBUM NOKa3HUKOM

3MiHM B cneuudikauii Ta MeTodi KOHTposo Ad|
xnop6yTaHony remirigpaTy Bupo6Huka '3, a
came BHECEHHS MokasHuKa «Jomilkn A Ta B»,
3rijHO OHOB/IEHWX MaTepiasnis BUPOOHUKaA Ta
MoHorpadii «Chlorobutanol hemihydrate»
€Bponeiicbkoi ®apmakonei (10.0). BusHauyeHHs

OpraHiYHUX PO3UMHHUKIB». 3MiHW | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudgikauii Ta/abo AONYyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha Adl, abo
BVXiHWA/NPOMIDKHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytBa Ad|
(iHWi 3miHW) 3MiHK B cieumdikavyii Ta meTogi
KoHTponto APl xnopbyTaHony remirigpaty
BMPOGHUMKa /13 3a NOKa3HUKOM «3asIMLLKOBI
KINIbKOCTi OpraHiyHNX PO34MHHIKIB», a came
HOpMyBaHHS NpYBEAEHO BiAMOBIAHO A0
aKTyaslbHUX MaTepiasnis BUPOBHYKa; TecT
[OMOBHEHO YTOYHEHHAM Ha3BW X/10pochopmy Ta
aLeToHy, B kopensALiil 3 TecToM «[JoMilkn A Ta B»;
3MIHEHO BMP&XEHHA OAUHULIL BMICTY PO3YUHHVIKIB

3 BifICOTKIB Ha «ppm»; TECT [OMNOBHEHO
HOPMYBaHHSIM 6Y/1b-AKOI IHLIOT AOMILLKW Ha PiBHI -
He 6inbwe 0,10 %; fofaHO NPUTOTYBaHHSA PO3YMHY
MOPIBHAHHSA 2 AN PO3paxyHKy 6yab-AKoi AOMILLKY;
ANna onTumisauii BanigauiiHnx KputepiiB B po34nH
MOPIBHAHHA BHECEHO Kanito xnopug P.
CynyTHS 3miHa - 3MiHK 3 AkocTi. ADl. KoHTponb
A®I. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOro Marepiasny/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci BUpo6HMLTBa ADI (iHLWi 3MiHM y MeToAax
BMNPoBYyBaHHA (BK/IOYauM 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NPOMIXXHOTO
npoaykty) 3MiHu | Tuny - 3miHu 3 sKocTi. AdPI.

KoHTposib A®I. 3miHa y napameTpax cneuudikadlii

BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytBa Ad|

AKOCTI Ta Bi4NoBigHM MEeTOA0M BUNPO6YBaHHS)

NpPoOBOAATL B YMOBAX TECTY «3a/IULLIKOBI KiTbKOCTI
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ta/abo JoNyCTUMUX MEX, BU3HAUEHUX Y
cneuudikauisx Ha A®l, abo BYXiZHWUIA/NPOMIKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea A®! (iHWi 3MiHN) 3MiHK B
crneundikavii Ta MeToai KoHTposno Ad®|
XnopbyTaHosny remirigpaty BupobHuka 13 3a
nokasHukom «MikpobiosioriyHa unctota», a came
HOpMyBaHHS TeCTy NpvBeAeHO BiANOBIAHO A0
BUMOr €®, 2.6.12, 5.1.4. CynyTHs 3MiHa - 3MiHK 3
akocTi. A®Il. KoHTtponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMarepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHK y 3aTBEpPXXEeHNX MeToax
BMNPOO6YBaHHA) 3MiHW | TUNy - 3MiHK 3 AkocTi. API.
KoHTponb Adl. 3miHa y napameTpax crneumdikawii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneyudikalisx Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
NpoAyKT/pearenT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl (4,0NOBHEHHSA
cneupudikaLii HOBYM NOKAa3HWKOM SKOCTi Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA) 3MiHU B
crneundikavii Ta MeToai KoHTposno Ad®|
XnopbyTaHosny remirigpaty BupobHuka 13 3a
nokasHukom «laeHTudikauis» BBefeHO
ineHTuchikaLio meTofom abcopbuiriHoT
cnekTpochoToMeTpil B iHthpayepBoHii o6nacTi,
BiANOBIAHO A0 BUMOr MoHorpadii «Chlorobutanol
hemihydrate» €sponeiicbkoi Papmakonei (10.0)
Ta OHOB/IEHUX MaTepiasliB BUPOOHMKA.

105.

CENTABION
N C 96%

PO34MH ANs
30BHILUHLOIO
3acTocyBaHHs 96 %
no 50 mny
donakoHax CKASTHUX
a60 nonimepHuXx,
YKyMopeHnx
npo6koto Ta
KpuLLKOLO abo
KPWLLIKOIO 3
KOHTPONEM NepLLOro
pO3KpUTTA 3
MapKyBaHHAM
YKpaiHCbKOI
MOBOIO; rno 100 mn y
hiakoHax CKISHUX
ab0o nonimepHuXx,
YKYNOpeHnx

MpAT
dapmaueBTny
Ha thabpuka
"Biona"

YkpaiHa

MpAT dapmaueBTUyHa
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHuWi
3aci6. 3MiHa po3mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (3miHa Mmacu/o6'emy BMiCTY
KOHTeliHepa 6aratogo30BOro fikapcbKoro 3acoby
NS HenapeHTepasbHOro 3acTocyBaHHsA (abo
0[HOA,030BOr0, YaCTKOBOrO BUKOPUCTAHHS)).
[opaTkosi hopmy BUNYCKy NiKapcbKoro 3acoby
3anporoHoBaHi Ha NigcTasi MapkeTVHroBUX
[ocnimxeHb. Pexumy [03yBaHHS Ta TPUBasIOCTi
BVIKOPVCTaHHS HOBUIA PO3MIp NaKyBaHHS He
cynepeyunTb, OCKI/IbKU KiNbKICTb Npenaparty Ha
KYpC NiKyBaHHA HE € CyBOPO BU3HAYEHOIO.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NikapCbKui
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHuWi

3a
peyenmom

UA/15963/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
npo6koto Ta 3aci6. 3MiHa y MepBUHHIl yNakoBLji FOTOBOr0
KpuLLKoto abo nikapcbKoro 3acoby (Tun KoHTelHepa abo
KPULLIKOIO 3 [oAaBaHHA HOBOTO KOHTeliHepa) - TBepai, M'ski Ta
KOHTPO/IEM NEPLUOro HecTepw/bHi piaki nikapcbki hopmMu - BBEAEHHS
po3KpuTTS abo [opaTtkosux ynakosok no 0,5 1, no 1 1, no 2 n, no
TIOMIHIEBUMM 51, no 10 n ta no 20 N1y KaHicTpax B KOMMEKTi 3
KoBnavkamu 3 Kpuwkamu 3 nonietuneHy HDPE. BBefieHHS 3MiH
MapKyBaHHAM NpPOTArom 6-Tv MiCALIB NiCNsA 3aTBEPMKEHHS.
YKparlHCLKO MOBOIO
no 0,5 na6o 1 n,
abo no 2 n, abo no 5
n, abo no 10 n, abo
no 20 1y KaHicTpax
106., CEPOKBE/1b TabneTtkn, BKpUTI AcTpa3eHeka Benvka BUPOGHMK "in bulk": cuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/2535/02/01
XR NNiBKOBOIO HOK Nimitepq, BpuTaHis AcTpa3eHeka Benuka 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKOI0, dapmacbroTukasc /1, BputaHis Ta thapmakoHarnsagy (iHwi 3miHu).
NPONOHIOBaHOI Aji, CLA; 3MiHV BHeceHO A0 [HCTpyKUii A8 MeguyHoro
no 50 wr; no 10 BUPOBHUK, 3acToCcyBaHHA Nikapcbkoro 3acoby, a came
Tabnetok y 6nictepi; BiANOBiAa/IbHWIA 32 BHECEeHi pefakLiliHi npaBkv 40 po3ginis
no 6 6nictepis y nakyBaHHs Ta BUNYCK "PpapmakonoriyHi BnactusocTi”, "Moka3aHHs",
KapTOHHI KOpooLi cepil: "MpoTmnokasaHHA", "B3aemogis 3 iHWMmn
AcTpa3eHeka tOK Jlimiteq, nikapcbkrMn 3acobamu Ta iHWi BUamn B3aemogiii",
Benvika bputaHis "Oco611MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog BaritTHOCTi abo rogyBaHHS rpyaaHo”,
"3[aTHiCTb BNIMBATK Ha LWIBMAKICTb peakuii npn
KepyBaHHi aBTOTpPaHCNopTOM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fosmn",
"[itn", "MepenosysaHHs", "INo6iyHI peakuii”.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3atBepmKeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
JaHvMK Ta fjaHumu 3 hapmakoHarnsgy.
3MiHU BHECEHO A0 IHCTPYKLiT 418 MeanyHOro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakui”. BBeAEHHS 3MiH NPOTAroM 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHS.
107, CEPOKBE/1b TabneTkn, BKpUTI AcTpa3eHeka Benvka BUPOGHMK "in bulk": cuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/2535/02/02
XR NNiBKOBOIO HOK NimiTep, BpuTaHis AcTpa3eHeka Benuka 3MiHu | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKO0, PapmacboTukanc Jrl, BpuTaHis Ta hapmakoHarnsagy (iHwi 3miHu).
NPOIOHIOBaHOI Aji, CLA; 3MiHV BHEeCeHO A0 [HCTpyKUii N8 MeguyHoro
no 200 wmr; no 10 BUPOGHUK, 3acToCcyBaHHSA Nikapcbkoro 3acoby, a came

Tabnetok y 6nictepi;
no 6 6nictepis y
KapTOHHI/ KopoobLi

BiANOBiAa/IbHWIA 32
nakyBaHHs1 Ta BUNYCK
cepii:

BHECEeHi pefakLiliHi npaBkv 40 po3ginis
"papmakonoriyHi BnactusocTi”, "Moka3aHHs",
"MNpoTvnokasaHHs", "B3aeMogisi 3 iHLWMMK
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Ymosu

Homep

Popma sunycky
(nikapcbka chopma,

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

peecmpayitiHo2o
nocsioYyeHHs1

ynakoska)

AcTpa3eHeka tOK Jlimiteq,

Benvika bpuTtaHis

CLUA/

nikapcbkMmn 3acobamu Ta iHWi BUamn B3aemogiii',
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog BaritTHOCTi abo rofyBaHHS rpyaao”,
"3paTHiCTb BNIMBATK Ha LWUBMAKICTb peakuii npu
KepyBaHHi aBTOTpPaHCNopToM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3un",
"[itn", "Mepeno3sysaHHs", "No6iyHI peakuii”.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3atBepkeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHUM Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU
JaHvMK Ta faHumuy 3 dhapmakoHarnagy.
3MiHU BHECEHO A0 IHCTPYKLiT 418 MeauyHOro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakui”. BBeAEHHSA 3MiH NPOTArOM 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHS.
BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:

3a

UA/2535/02/03

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOIO,
NPONOHIOBaHOI Aji,
no 300 mr; no 10
Tabnetok y 6nictepi;
no 6 6nictepis y
KapTOHHI/ KopoobLi

BUPOGHMK "in bulk":
AcTpa3eHeka
®dapmacbtoTukanc M,
CLUA;
BUPOBHUK,
BiANOBiAA/IbHWIA 32
nakyBaHHs Ta BUMYyCcK
cepii:

AcTpa3eHeka tOK JlimiTeq,

Benvika BputaHis

Benvka
BputaHis

3MiHW | TMny - 3miHK Woao 6e3nekn/ehekTnBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHu).
3MiHV BHeceHO A0 [HCTpyKUii AN MeguyuHoro
3acTocyBaHHSA Nikapcbkoro 3acoby, a came
BHECEeHi pefakLiliHi npaBkv 40 po3ginis
"papmakonoriyHi BnactusocTi”, "Moka3aHHs",
"MpoTunokasaHHs", "B3aemogdist 3 iHLLIMMK
nikapcbkMK 3acobamMu Ta iHWi BUamn B3aemogiii",
"Oco61MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS y
nepiog BariTHOCTi abo rogyBaHHs rpyaao”,
"3paTHiCTb BNIMBATU HA LWUBMAKICTb peakuii npn
KepyBaHHi aBTOTpPaHCNopTOM abo iHWKMK
MexaHismamu', "Cnoci6 3actocyBaHHs Ta fosun",
"[itn", "MepenosysaHHs", "No6iyHI peakuii”.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3atBepmKeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHUM Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
JaHvMK Ta fjaHumu 3 hapmakoHarnsgy.
3MiHU BHECEHO A0 IHCTPYKLiT 418 MeauyHOro
3acToCcyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakui”. BBeAEHHS 3MiH NPOTAroM 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHS.

peyenmom

3a

UA/2535/02/04

Ne Hassa
n/ JliKapcbKo20
n 3acoby
108., CEPOKBE/1b
XR
109., CEPOKBE/b
XR

TabneTkn, BKpUTI

NNiBKOBOK

3assHUK KpaiHa
3asBHUKa
AcTpa3eHeka Benuka
HOK Nimiten BputaHis
AcTpa3eHeka Benuka
HOK Jlimiteq Bputanis

BUPO6HMK "in bulk":
AcTpa3eHeka

CLA/
Benvka

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:

3MiHuM | TMny - 3MiHK Wwoao 6e3neku/eekTnBHOCTI

peyenmom
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
060/10HKOI0, dapmacbroTrkasc /1M, BputaHis Ta thapmakoHarnsgy (iHwi 3miHu).
NPOIOHIoBaHoI Aji, CLA; 3MiHV BHeceHO A0 [HCTPpyKUii AN MeguyHoro
no 400 wmr; no 10 BUPOBHUK, 3acTocyBaHHA Nikapcbkoro 3acoby, a came
Tabnetok y 6nictepi; BiANOBiAA/IbHWIA 32 BHECEeHi pefakLiliHi npaBkv 40 po3ainis
no 6 6nictepis y nakyBaHHs Ta BUNYCK "apmakonoriyHi BnactmsocTi”, "Moka3aHHS",
KapTOHHIA KopooLi cepil: "MpoTmnokasaHHa", "B3aemogis 3 iHWMmn
AcTpa3eHeka tOK Jlimiteq, nikapcbkMmn 3acobamu Ta iHWi BUamn B3aemogiii",
Benvika bpuTtaHis "Oco611MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHS rpyanio”,
"3paTHiCTb BNIMBATY Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpPaHCNopToM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3un",
"[itn", "MepenosysaHHs", "No6iyHI peakuii”.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3atBepkeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHUM Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU
JaHvMK Ta faHumuy 3 dhapmakoHarnagy.
3MiHU BHECEHO A0 IHCTPYKLiT 418 MeanyHOro
3acTocyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakui”. BBeAEHHSA 3MiH NPOTAroM 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHS.
110. CKAWPI3I PO34UH A5t iH'EKLLIA E66BI LLiBeiiuapi TeCTyBaHHS: cuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/17970/01/02
no 150 mr/1 mn; Biochapmacbto A E66BI biopicepu CeHTep HimeuyunHa 3MiHu || TNy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI peyenmom
1 nonepefHbO Tikan3 MmM6X IHk , CLLA Ta thapmakoHarnsgy. 3miHu y KOpoTKili
HanoBHeHU BUPOBHULTBO NiKapCbKOro XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
CKSHWIA WNpuL, 3acoby, TecTyBaHHs, MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
BMOHTOBaHWA y nepBUHHE NaKyBaHHS: 3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMW AaHUMK 3
aBTOIHXEKTOP; NO E66Bi bioTekHOnoaxXi AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHuMK Ta
ofHOMY nTa, CWA JaHnmu 3 chapmakoHarnsagy. 3mMiHm BHECEHO [0
aBTOIHXEKTOPY Y BTOPWHHE MaKyBaHHS, TEKCTY iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
KapTOHHIA KOpooLi TeCTyBaHHs, BUMNYCK cepii: nikapcbKoro 3acoby o po3ainy "rMob6iyvHi peakuii”
E668Bi JouneHg MvbX i Ta [10 TEKCTY KOPOTKOT XapaKkTepucTnkm
Ko. KI', HimeuunHa nikapcbKoro 3acoby Ao po3giny "4.9. MobiyHi
TeCTyBaHHS: peakuii” BignoBigHO A0 MaTepianis
Yapnb3 Pisep peecTpauiiHoro gocke. BBefeHHs 3MiH NpoTArom
Na6opaTopis JxepmaHi 6-TV MicSALiB NiCNSA 3aTBEPKEHHS.
M6X, HimeyunHa
111 CONNAAEIH TabneTkn, BKpUTI nakcoCwmitKn Benvka nakcoCmitKnaiH Ipnangis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/12239/01/01
AKTVB 060/10HKOI0; MO 12 ANH BpuTaHis [aHrapsaH Jlimites 3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKuii peyenma
TabneTtok y 6nictepi; KoHcblomep 3aci6. Onuc Ta cknag,. 3miHa abo fofaBaHHSA
no 1 6nictepy B Xenckep (FOK) LUTammMiB, MOTOBLLEHb ab0 iHLINX MapKyBaHb,
KapTOHHIA Kopoo6Li TpeigiHr yK/touakuy 3aMiHy abo fofaaBaHHs dapb ons
NimiTen MapKyBaHHS JliKapCbKOro 3acoby (3MiHa wramnis,
NoTOBLLEHb 260 IHLWMX MapKyBaHb) YTOYHEHHS
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
dhopmysitoBaHHS onucy TabneTok B po3ginax
[10Cb€ 3as1BHMKA.
112, CNIONTO® PO3YMH Ans BepiHrep HimeuunH BMPOGHULITBO, NaKyBaHHS, HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a UA/15523/01/01
PECNIMAT® iHransyin no 2,5 IHrenbxainm a MapKyBaHHS1, KOHTPO/1b 3MiHW | TNy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs peyenmom
MKr/2,5 MKr; no 4 mn IHTEepHELUHN SIKOCTi Ta BUMYCK Cepiit BMPOOHUYOT AiNbHUL (BKNOYAKOUM AiNTbHULI ANs
y KapTpuaxi (60 6X niKapcbKoro 3acooby: A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
iHransauin); no 1 BepiHrep IHrenbxaim nikapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
KapTpuaxy B dapma 'm6X i Ko. KI, nakyBaHHs, BAPOOHMKa, BiANOBiLaIbHOIO 3a
KommnekTi 3 1 HimeuumnHa,; BUWMYCK CEPiiA, MiCLie NPOBEAEHHS KOHTPOSIIO Cepil)
iHranssTopom KOHTPO/Ib AKOCTi 32 abo nocrtavasnbHVKa BUXIQHOrO Matepiany,
Pecnimat® y NOKa3HKOM peareHTy ab0 LOMNOMIKHOI pevOBUHY (KLLO
KapTOHHI/ KopoobLi "MikpobionoriyHa 3a3HayeHo y A0CbE). BunyyeHHs anbTepHaTUBHOI
yucrora™ KOHTPaKTHOT nabopaTopii KOHTPOSIO AKOCTi 3a
CI'C IHcTuTyT ®peseHiyc BUKNIOYEHHSM TecTy Mikpob6iosoriyHa akicTb
'mM6X, HimeuunHa; "KoBeHc Jlabopatopic JIta./Covance Laboratories
KOHTPO/Ib AKOCTi 3a Ltd." Tak sik 3a3HaveHa nabopaTopis Hapasi He
NOKa3HUKOM 3a1y4aEeTbCa A0 KOHTPOO AKocTi J13.
"Mikpob6ionoriyHa 3anmwaeTbca albTepHaTUBHA nabopaTopis
yucrora™ KOHTPOJIO AKOCTi 3@ BUK/IIOYEHHSAM TeCTy
Nab6op /IC CE & Ko.KT, Mikpo6ionoriyHa sikicTb "Kyacaap Mv6X". 3miHu |
HimeuumnHa,; TMny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib.
KOHTPO/Ib AKOCTi 3a 3MiHu Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
BUK/IOYEHHSAM NOKa3HUKa CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
"MikpobionoriyHa roTOBOro NikapcbKoro 3acoby (3amiHa abo
yacrtora™ [OfaBaHHA AiNbHULL, Ha 5Kl 34iiCHI0ETBCSA
Kyaccap 'm6x, HimeuunHa KOHTPO/b/BUNPOGYBaHHSA cepil). MNepeHeceHHs
MiCLLe3HaXOKEHHS aUTbTEPHATUBHOI AiNbHULI 4115
KOHTPOJIO AKOCTi 3@ BUK/IIOYEHHSAM TeCTy
Mikpo6ionoriyHa sikicTb "Kyacaap Mv6X". 3miHa
MiCLA 3HAXOKEHHA 06YMOB/IEHA HAsABHICTIO
BMCOKOSIKICHNX /TabopaTopHUX MPUMILLEHb,
6i/bLLIOT BUPOOHMYOT NOTYXXHOCTI Ta BiNbLL
edheKTMBHMMU BapiaHTaMuy 3abe3neyeHHs
6e3nepepBHOT AiSNbHOCTI. HoBa AinbHULA
npoiiluna iHCNeKTyBaHHA Ha BiANOBIAHICTb
BuMoram GMP. Bci onepauii 3anunwatotbes 6e3
3MiH, TOMy HeMae HeobXigHOCTI y TpaHcdepi
aHa/IITUYHUX METOLIB.
113.,| CNIPUBA®PEC | po3uvH gns BepiHrep HimeuunH BepiHrep IHrenbxaiim Himeuunna/ BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis: 3a UA/6495/02/01
NIMAT® iHransuin, 2,5 IHrenbxainm a dapma 'mbX i Ko. KT, IcnaHis 3MiHK | TUNy - AOMIHICTpaTUBHI 3MiHW. BunyyeHHsn peyenmom
MKr/iHransuito; no 4 IHTEepHELUHN HimeuunHa BMPOOHUYOT AiNbHULI (BKNOYAKOUM AiNbHULI ANs
My KapTpuaxi (60 6X BepiHrep IHrenbxaiim A®I, npomi>XHOro NPoAyKTy abo roToBoro

iHransaujn); no 1
KapTpuaKy B
KommnekTi 3 1
iHranaTopom
Pecnimat® y
KapTOHHI/ KopoobLi

EcnaHa, CA, IcnaHis

nikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs, BAPOOHMKa, BiANOBiLaNIbHOIMO 3a
BWMYCK Cepiii, MicLie NpoBeAEeHHS KOHTPO/IHO cepil)
ab0o nocTavasibHMKa BUXIgHOMO Marepiany,
peareHTy ab0 LONOMIXHOI pe4OBUHY (SKLLO
3a3HaYeHo Y A0CbE). BuyyeHHs anbTepHaTUBHOI
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JNliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

114,

CYMAMEL®

KOHTPaKTHOI nabopatopii KOHTPO/II0 AKOCTI 3a
BUK/THOYEHHAM TecTy MikpobionoriyHa sikicTb
"KoBeHc Jlabopatopic J1Ta./Covance Laboratories
Ltd." Tak sik 3a3HaveHa nabopaTopis Hapasi He
3a/ly4aeTbCs 40 KOHTPOsIO SKOCTi J13.
3anunwaeTbCsa albTepHaTUBHA Nnaboparopis
KOHTPOJHO AKOCTi 3@ BUK/TIIOYEHHSM TECTy
Mikpo6ionoriyHa sikicTb "Kyacaap Mv6X". 3miHu |
TUny - 3MiHW 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHULL, Ha 5Kl 34iiCHIOETLCSA
KOHTPOb/BUNPOBYBaHHSA cepil). MNepeHeceHHs
MiCLLe3HaXOKEHHS aUTbTePHATUBHOI AiNbHULI 4115
KOHTPOJIO AKOCTi 3@ BUK/TIIOYEHHSIM TECTy
Mikpob6ionoriuHa sikicTb "Kyacaap MM6X". 3miHa
MiCLAl 3HAXOKEHHA 06YMOB/IEHA HAsABHICTIO
BMICOKOSIKICHNX /Tab0paToOpHUX MPYMILLEHb,
6iNbLLUOT BUPOBGHMYOT NOTYXHOCTI Ta GinbLu
eheKTMBHMMU BapiaHTaMu 3abe3neyeHHs
6e3nepepBHOT AiNbHOCTI. HoBa AinbHMLA
npoiiluna iHCNeKTyBaHHA Ha BiANOBIAHICTb
BuMoram GMP. Bci onepadii 3anuwatotbes 6e3
3MiH, TOMy HEMa€e HeobXiaHOCTI y TpaHcdepi
aHa/TITUYHUX METOLIB.

nocsBi0YeHHs

Kancynu no 250 wmr;
no 6 kancyny
6nictepi; no 1
6nictepy y
KapTOHHIA Kopoo6Li

TOB «TeBa
YkpaiHa»

Ykpaina

MNIBA XpBaTcka 4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpavliitHux maTepiasiis:
3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI a60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkin thapmakonei: ans
Adl; gns BUXigHOro
MaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, LLO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[onomixHoi peyoBuHu (FE-cepTudikar
BiANOBIAHOCTI €Bponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/NpoOMiIXXHOro
npoaykTy abo AONOMIXHOT PEYOBUHN) -
OHOBNEHWi cepTUdikaT Bif, BXe 3aTBEPAKEHOIO
BMPO6HUKa. NogaHHa oHoBneHoro ME-
cepTudpikaTa BiANOBIAHOCTI EBPONEChKIl
hapmakonei Ne R1-CEP 2000-344 - Rev 03
(3atBepmxeHo: R1-CEP 2000-344 - Rev 02) ans
A®| xenaTtvHy NITTA GELATIN INDIA LTD. 3MmiHu
| TMnNy - 3miHK 3 skocTi. CepTudikat

BignosigHocTi/l E-cepTudikar BignosigHoCTi

3a
peyerimom

UA/2396/03/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
Bionycky peecmpayitiHo2o

n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa
n 3acoby yrnakoskKa) nocsioYyeHHs1
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOT0 cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ans
A®I; onsa BUXigHOTO
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0onoMikHOT pedoBuHm (FE-cepTudikat
BiANoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/MpOMiXHOro
npoAaykTy abo [ONOMDKHOT PEHOBUHM) -
OHOBNEHWIA cepTUdiKaT Bif, BXe 3aTBEPAXEHOTO
BMPO6HUKa. NogaHHa oHoBneHoro ME-
cepTudcpikaTa BiANOBIAHOCTI EBPONECHKIlt
hapmakonei Ne R1-CEP 2000-045 - Rev 04
(3atBepmxeHo: R1-CEP 2000-045 - Rev 03) ans
A®I xenatnHy PB GELATINS.
115, TAN3EHHA kancynu no 1 mr, no NOPANIEP CWA Ekcenna N'm6X & Ko. KI HimeuyunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/18590/01/01
30 kancyny EAY.CLIL. 3MiHM | TUny - 3MiHK 3 akocTi. A®l. CTabinbHiCTb. peyenmom
donakoHi; 1 dpnakoH KOPMOPEWLL 3MiHa nepiogy NOBTOPHUX BUNPOGYBaHb/nepioay
Y KapTOHHiIli kopoobLi H 36epiraHHsA abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBEpAXEeHOMY [OCbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/IHOYAE Mepiof, MOBTOPHOrO BUMNPOGYBaHHS)
(nepios noBTOpPHOro BUNpo6yBaHHA/Nepios
36epiraHHs) - 36inbLUeHHs abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCIMKEHb Y PeasTbHOMY
yaci. 36inblUeHHs nepiosy NOBTOPHOrO
BMNpO6yBaHHs A®| Tanasonapidy To3unary 3 48
MicsauiB o 60 micauis. 3miHW | Tuny - 3miHK 3
AkocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /iKapCbkoro 3acoby. 3miHa y meTogax
BMMNPO6YBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOOYyBaHHSA). BHECEHHS HE3HAYHMX 3MIH Y
MeToAuKy BUnpobyBaHHs BEPX
(BUCOKOEIEKTVBHA pignHHA XpomMaTorpadis) 3a
nokasHukamu "MpoaykTn posnagy, KinbkicHe
BM3HAYeHHS , laeHTudikalia ", a came : BKIOUUTH
BMHOCKY LLI0/10 BUKOPUCTAHHA a/lbTEPHATUBHUX
hiNbTPIB 4719 NPUrOTYBAHHA 3paskiB, SKLLO BOHM
BiANoBigHO kBanidhikoBaHi. 3miHu | TNy -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/tOUakoUM, 3a HEOOXIAHOCTI, MicLe
NpoBeAEeHHS KOHTPO/IO AKOCTI), abo BNacHUka
mMacTtep-chaiina Ha A®|, abo noctayanbHVKa
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Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep

BUPOGHUKa Bionycky peecmpayitiHo2o
nocsioYyeHHs1

Ne Hassa Popma sunycky 3assHUK KpaiHa
3asiBHUKa

n/ JliKapcbKo20 (nikapcbka chopma,
n 3acoby yrnakoskKa)
Adl/BnxigHoro matepiasy/peareHTy/MpOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCSA Y BUPOOHULTBI AD]
(AKLL,0 3a3HAYEHO Y A0CbE Ha NiKapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikaTa BiANoOBIgHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
[ocCbe, ab0 BUPOOHMKA HOBOI fLOMOMIXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCBE).
BHeceHHs 3MiH fo po3giny 3.2.S.2.1. BupobHuku,
a came 3MiHa agpecu BUpo6HuKa APl
Tanasonapiby Tosunaty Excella GmbH& Co. KG,
Germany BignosigansHoro 3a manufacture and
testing, 6e3 3mMiHM Micus BUPOBHMLTBA.
3atBeppxeHo: Nurnberger Strasse 12 D 90537
Feucht Germany. 3anponoHosaHo: Nurnberger
Strasse 12 90537 Feucht Germany
116., TAN3EHHA kancynum no 0,25 wr, NPANIEP CLIA Ekcenna N'm6X & Ko. KI HimeuunHa BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis: 3a UA/18590/01/02
no 30 kancyny ENY.CL.MI. 3MiHuM | TUny - 3MiHK 3 AkocTi. APl CTabinbHICTb. peuenmom
chnakoHi; 1 dnakoH KOPMOPEWLL 3miHa nepiogy NOBTOPHWX BMNpobyBaHb/nepiogy
Y KapTOHHiIli kopoobui H 36epiraHHsA abo ymoB 36epiraHHs A®I (3a
BiJCYTHOCTI Y 3aTBEpKEHOMY [OChE cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei, Lwo
BK/IHOYAE Mepiof, MOBTOPHOIO BUMPOOYBaHHS)
(nepiof noBTOpPHOro BMNPOGyBaHHA/Mepios
36epiraHHs) - 36inblUeHHS abo BBeAEHHS nepiogy
NOBTOPHOroO BMNpobyBaHHsA/nepiogy 36epiraHHsa Ha
OCHOBI pe3y/ibTaTiB LOCNiHKeHb Yy peasibHOMy
yaci. 36inbLWeHHs nepiogy NOBTOPHOIO
BMNpo6yBaHHA A®I Tanasonapiby To3unarty 3 48
Micauis o 60 micsauis. 3miHu | Tuny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNpPoOyBaHHs). BHECEHHS HE3HAYHKX 3MIH Y
MeToAunKy BunpobysaHHs BEPX
(BcokoedhekTuBHa pignHHa xpomaTtorpacis) 3a
nokasHukamu "MpoaykTu posnagy, KinbkicHe
BM3HaAYeHHs , laeHTrikalia ", a came : BKIOUYNUTU
BMHOCKY LLIOA0 BUKOPUCTAHHS aflbTEPHATUBHUX
iNbTpIB 4719 NPUrOTYBaHHS 3paskiB, SIKLLO BOHM
BignoBigHO KBanidhikoBaHi. 3miHW | TUNy -
AOMIHICTPaTMBHI 3MiHX. 3MiHa HallMeHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKaA (BK/IKOYAlOUM, 3a HeO6XiAHOCTI, Micue
NPOBEAEHHS KOHTPO/IO AKOCTi), ab0 BNacHUKa
MacTep-caiina Ha Ad®l, abo nocTavanbHVKa
Adl/BMxigHOro MaTepiany/peareHTy/npomMiKHOro
NpPOAYKTY, L0 3aCTOCOBYIOTbCS Y BUPO6HULTBI ADI
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1

(AKLLLO 3a3HaYeHO Y AOChE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepaxeHoMy
[0Cbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCHE).
BHeceHHs 3MiH fo po3giny 3.2.S.2.1. BUpo6HuKuM,
a came 3MiHa agpecy BUpobHuka AdI
Tanasonapidy Tosunaty Excella GmbH& Co. KG,
Germany BignosiganbHoro 3a manufacture and
testing, 6e3 3miHW Micus BUPOBHMLTBA.
3arBepaxeHo: Nurnberger Strasse 12 D 90537
Feucht Germany. 3anponoHoBaHo: Nurnberger
Strasse 12 90537 Feucht Germany

117, TENNPEC Tabnetku no 20 mr, "KCAHTIC Kinp MOBHWIA KN IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/15893/01/01

no 14 tabnetok y PAPMA BMPOGHULITBA, BUMYCK 3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikat peyenmom
6nictepi; no 2 abo NIMITEL" cepii: BignosigHocTi/l E-cepTudikar BignosigHoCTi
no 7 6nictepis y NABOPATOPIOC €Bponelicbkiit hapmakonei/moHorpadii. MogaHHA
KapTOHHIM nayu,i NIKOHCA, C.A, IcnaHis HOBOro abo OHOBMIEHOrO cepTudiikata

KoHTponb sikocTi: BiANOBIAHOCTI @60 BUNYyYeHHS cepTudiikata

NABOPATOPIO BiANoBiAHOCTI EBponeiickkili hapmakonei: ans

EYEBAPHE, C.A,, IcnaHis AdI; gns BUXigHOTO

Marepiany/peareHTy/npoMiKHOT0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[ONOMDKHOI peyoBMHY (CepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaTt Bif yxe 3aTBepaKeHoro BUpobHuka -
noJaHHA OHOB/IEHOTO cepTudikarTa BignoBigHOCTI
€Bponevicbkin hapmakonei R1-CEP 2009-077-
Rev 02 ana A®| TenmicapTaH Big BXe
3aTBepAKeHoro BMpo6Huka Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3aTtBepzxeHo:
R1-CEP 2009-077-Rev 01 3anponoHosaHo: R1-
CEP 2009-077-Rev 02. 3minu | Tuny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA [AinbHULL, Ha 5Kl 34iCHI0ETLCSA
KOHTPO/b/BMNPOGYBaHHA cepii) 3MiHa Micua
3HAXOMKEHHS BUPOOHUYOI AiNbHUL
NABOPATOPIO EYEBAPHE C.A., IcnaHis
BiANOBIAA/IbHOI 3@ KOHTPO/Ib AKOCTi FOTOBOrO
nikapcbKoro 3aco6y. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMWKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BKIOYaouu AinbHNLI BUNycky cepii abo
MicLie NpoBefEHHS KOHTPOII0 SKOCTI. (AISNIbHICTb,
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
3a Ky Bignosigae BUPO6HUK/iMNopTep, He
BK/10HAKUM BUMYCK Cepild)
3MiHa HaliMeHyBaHHS BUPOBHNYOI AifIbHUL
BiANOBIAA/IbHOI 3@ KOHTPO/Ib SKOCTi FOTOBOrO
nikapcbkoro 3acoby 3 IABOPATOPIO AP.®.
EYEBAPHE, AHATICIC, C.A., IcnaHis/
LABORATORIO DR. F. ECHEVARNE, ANALISIS,
S.A., Spain Ha JIABOPATOPIO EYEBAPHE,
C.A., IcnaHis/ LABORATORIO ECHEVARNE
S.A., Spain.
118, TENNPEC Tabnetku no 40 mr, "KCAHTIC Kinp MOBHWIA KN IcnaHis BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasiis: 3a UA/15893/01/02
no 14 tabnetok y PAPMA BMPOGHULITBA, BUMYCK 3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikat peyenmom
6nictepi; no 2 abo NIMITEL" cepii:

no 7 6nictepis y
KapTOHHIM nayu,i

NABOPATOPIOC
JNNIKOHCA, C.A, IcnaHia
KOHTposb siKoCTi:
NABOPATOPIO
EUEBAPHE, C.A,, IcnaHis

BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro ab0o OHOBMEHOTO cepTudiikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOT0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMNOMDKHOI peyoBMHY (CepTuddikaTt BiAMNOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuqikaTt Bif yxe 3aTBepKeHoro BUpobHuka -
noJaHHA OHOB/IEHOTO cepTudikara BignoBigHOCTI
€Bponelicbkinn hapmakonei R1-CEP 2009-077-
Rev 02 ona A®| TenmicapTaH Big BXe
3aTBepAKeHoro BMpo6Huka Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3aTtBepzxeHo:
R1-CEP 2009-077-Rev 01 3anponoHosaHo: R1-
CEP 2009-077-Rev 02. 3minu | Tvny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHu, LWo
CTOCYIHOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA [AinbHULL, Ha 5Kl 34iCHI0ETLCSA
KOHTPO/b/BMNPOGYBaHHA cepii) 3MiHa Micua
3HAXOMKEHHS BUPOOHUYOI AiNbHUL
NABOPATOPIO EYEBAPHE C.A., IcnaHis
BiANOBIAA/IbHOI 3@ KOHTPO/Ib AKOCTi FOTOBOrO
nikapcbKkoro 3aco6y. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco0y, BKIYaouu AinbHNLI BUNycky cepii abo
MicLie NpOBEeAEHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb,
3a Ky Bignosigae BMPO6HUK/iMNopTep, He
BK/1HOHAKOUM BUMYCK Cepild)
3MiHa HaliMeHyBaHHS BUPOOHWNYOI AiNIbHUL
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
BiANOBIAA/IbHOI 3@ KOHTPO/Ib SKOCTi FOTOBOrO
nikapcbkoro 3acoby 3 IABOPATOPIO AP.®.
EYEBAPHE, AHATICIC, C.A., IcnaHis/
LABORATORIO DR. F. ECHEVARNE, ANALISIS,
S.A., Spain Ha JIABOPATOPIO EYEBAPHE,
C.A., IcnaHis/ LABORATORIO ECHEVARNE
S.A., Spain.
119, TENNPEC Tabnetku no 80 mr, "KCAHTIC Kinp MOBHWIA KN IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/15893/01/03
no 14 tabnetok y PAPMA BMPOGHULITBA, BUMYCK 3MiHn | TUny - 3MiHK 3 akocTi. CepTuddikat peyenmom
6nictepi; no 2 abo NIMITEL" cepii: BignosigHocTi/l E-cepTudikar BignosigHoCTi
no 7 6nictepis y NABOPATOPIOC €Bponelicbkiil hapmakonei/moHorpadii. NMogaHHA
KapTOHHIM nayu,i NIKOHCA, C.A., IcnaHis HOBOro abo OHOBMIEHOroO cepTudiikata
KoHTponb sikocTi: BiANOBIAHOCTI @60 BUNyYeEHHS cepTudiikata
NABOPATOPIO BiANoBiAHOCTI EBponeiickkili hapmakonei: ans
EYEBAPHE, C.A,, IcnaHis Adl; gns BUXigHOTO

Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[OMNOMDKHOI peyoBMHY (CepTuddikaTt BiAMNOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOB/IEHWIA
cepTuqikaTt Bif yxe 3aTBepKeHoro BUpobHuka -
noAaHHA OHOB/IEHOTO cepTudikarTa BignoBigHOCTI
€Bponelicbkin hapmakonei R1-CEP 2009-077-
Rev 02 ona A®| TenmicapTaH Big BXe
3aTBepAKeHoro BMpo6Huka Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3atBepzxeHo:
R1-CEP 2009-077-Rev 01 3anponoHosaHo: R1-
CEP 2009-077-Rev 02. 3minu | Tvny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA [AinbHULL, Ha 5Kl 34iCHI0ETLCSA
KOHTPO/b/BMNPOGYBaHHA cepii) 3MiHa Micua
3HAXOMKEHHS BUPOOHUYOI AiNbHUL
NABOPATOPIO EYEBAPHE C.A., IcnaHis
BiANOBIAA/IbHOI 3@ KOHTPO/1b AKOCTi FOTOBOrO
nikapcbKoro 3aco6y. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbkoro
3aco0y, BKIOYaouu AinbHNLI BUNycky cepii abo
MiCLie NpOBEeAEHHS KOHTPOJTIO AKOCTI. (AISNbHICTb,
3a Ky Bignosigae BMPO6HUK/iMNopTep, He
BK/1HOHAKUM BUMYCK Cepild)
3MiHa HaliMeHyBaHHS BUPOOHNYOT AiNbHUL
BiANOBIAA/IbHOI 3@ KOHTPO/Ib SKOCTi FOTOBOrO
nikapcbkoro 3acoby 3 IABOPATOPIO AP.®.
EYEBAPHE, AHAJICIC, C.A,, IcnaHis/
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
LABORATORIO DR. F. ECHEVARNE, ANALISIS,
S.A., Spain Ha JIABOPATOPIO EYEBAPHE,
C.A., IcnaHis/ LABORATORIO ECHEVARNE
S.A., Spain.
120. TIKONIH® TabneTkn, BKpUTI TOB HB® YkpaiHa TOB HB® "MIKPOXIM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasiis: 3a UA/17695/02/01
NNiBKOBOO «MIKPOXIM» 3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii peyenmom
o60n0oHkoto, no 500 3aci6. Cuctema KoHTeliHep/3aKynopoBabHWi
MTr; o 7 TabneTok y 3aci6. 3MiHa po3mipy ynakoBKu roToBOro
6nictepi; no 4 nikapcbKoro 3acoby (3MiHa KiNbKOCTi OANHNLb
6nictepu y nauui 3 (Hanpwviknag TabneTok, amnyn TOLW0) B YNakoBLi:) -
KapToHy; no 10 3MiHa nosa fgjiana3oHoM 3aTBepAXeHNX po3MipiB
Tabnetok y 6nictepi; ynakoBku. [loAaeTbecsa [0AaTKOBUI BUA YNAKOBKMU:
no 3 6nictepu y no 10 TabneTok y 6nictepi, no 3 6rictepn y navyi
nauui 3 KapToHy 3 KapTOHY 3 BiANOBIAHUMYW 3MiHAMW 1O PO3Ainy
“Ynakoska” MKA /13, 6€3 3MiH1 NEPBUHHOIO
nakyBa/IbHOTO maTepiasy.
121, TOPMIMNEKC Tabnetku no 0,25 ToppeHT IHais ToppeHT ®apmacbioTikanc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/14076/01/01
mr, no 10 TabneTok dapmacbtoTika nig 3MiHK | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
y 6nicTepi, no 3 nc nra. Ta cpapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepu B y3arasibHeHUX faHnx nNpo cucTemy
KapTOHHI ynakosL,i thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6M, BiANOBifabHOI 3a
3[jiCHEeHHs1 hapmakoHariaay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXEHOI 0c06MU, BiAMNOBifa/IbHOT 3a
3pificHeHHs1 hapMakoHarnsay (BkIYakyn
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-aiina cuctemv papmakoHarnsgy). 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BiANOBigaIbHOI 3a
hapmakoHarnag B YkpaiHi.
[itoua pegakuin: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3mMiHa KOHTaKTHUX SaHUX KOHTaKTHOI
0cobu 3asBHVKa, BigNoBiAaIbHOT 3a
hapmakoHarnsg B Ykpaii.
122, TPUBEPAM® TabneTku, BKPUTI ne PpaHuis BMPOGHULITBO, KOHTPO/b PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15517/01/01
10 MI/5 MrI5 NNiBKOBOIO NABOPATYA SIKOCTi, NaKyBaHHs, BUMYCK Ipnangis 3MiHM | TMNy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI peyenmom
Mr 060n0HkKoto, No 10 P CEPB'E€ cepi: Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o

mr/5 mr/5 mr; no 30
Tabnetok y
KOHTeliHepi ons
Tabnetok; no 1 a6o
no 3 KOHTelHepn
ans TabneTok y
KOpOG6Lii 3 KapTOHY

Nab6opaTopii Ceps'e
IHgacTpi, PpaHuis
nakyBaHHs, BUMYCK cepii:
Ceps'e (IpnaHgis)
IHgacTpic /T4, Ipnangis

y3arasilbHeHUX faHnX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHVX faHux
npo cuctemy dpapmakoHarnsgy, aMmiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
3ilicHeHHs chapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHA
Bif, YNOBHOBaXXEHOI 0cO6MU, BignoBigaibHOI 3a
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
3piicHeHHs hapmakoHarnsay (BkIoyYakun
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
macTep-haiina cuctemu dpapmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigaIbHOI 3a
hapmakoHarnsag B YkpaiHi.
[itoya pepakuis: PokyHb OkcaHa tOpiiBHa.
MponoHoBaHa pepakuis: JlywneHko fliogmmuna
BopuciBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHVKa, BifNOBiAaIbHOT 3a
dhapmakoHarisg B YKpaiHi.
123, TPUBEPAM® TabneTtkn, BKPUTI ne PpaHuis BUPOBHULTBO, KOHTPO/Ib PpaHuin/ BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasiis: 3a UA/15517/01/02
20 Mr/1o0Mri10 NNiBKOBOO NTABOPATYA AKOCTI, NaKyBaHHS, BUMYCK Ipnangis 3MiHu | TURY - 3MiHK Woao 6esnekn/edekTUBHOCTI peyenmom
Mr o60s10HkKoto, No 20 P CEPB'E cepii: Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
Mr/10 mr/10 mr, no Nab6opaTopii Ceps'e y3araslbHeHNX AaHux npo cuctemy
30 Tabnetok y IHaacTpi, PpaHuis thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
KOHTeliHepi 4ns nakyBaHHS, BUMYCK cepii: npo cuctemy dpapmakoHarnsgy, aMmiHa
Tabnetok; no 1 abo Ceps'e (IpnaHgis) YNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
no 3 KoHTeWHepn IHpgacTpic T4, IpnaHgis 3[jiCHEHHST hapmakoHariaay; KOHTakTHOI ocobu 3
ans TabneTok y thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
KopobLi 3 KapTOHY hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6Mu, BiANoBifa/IbHOT 3a
3pificHeHHs hapmakoHarnsay (BkIoyakyn
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
macTep-aiina cuctemy papmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigaibHOI 3a
hapMakoHarnsag B YkpaiHi.
[itoya pepakuis: PokyHb OkcaHa tOpiiBHa.
MponoHoBaHa pepakuis: JlywneHko fliogmmuna
BopuciBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHVKa, BiANOBIAaIbHOT 3a
dhapmakoHaraisg B YKpaiHi.
124, TPUBEPAM® TabneTkn, BKpUTI ne PpaHuis BUPOBHULTBO, KOHTPO/Ib PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/15515/01/01
20 Mr/iomris NNiBKOBOIO NABOPATYA SIKOCTi, NaKyBaHHs, BUMYCK IpnaHis 3MiHu | TUNy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peyenmom
Mmr o060n10HKot0, No 10 P CEPB'E cepi: Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o

mr/5 mr/5 mr; no 30
TabneTok y
KOHTeliHepi 4ns
Tabnetok; no 1 abo
no 3 KoHTelHepn
ans TabneTok y
KOpo6Li 3 KapTOHY

Nab6opaTopii Ceps'e
IHAacTpi, PpaHuis
nakyBaHHs, BUMYCK cepii:
Ceps'e (IpnaHgis)
IHpacTpic T4, IpnaHais

y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cuctemy apmakoHarnsagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifabHOI 3a
3[jiCHEeHHs1 hapmakoHariaay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXEHOI 0c06MU, BiAMNOBifa/IbHOT 3a
3pificHeHHs1 hapMakoHarnsay (BkIYakyn
KOHTaKTHi aHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-aiina cuctemy papmakoHarnisgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BiANoOBigaIbHOI 3a
hapmakoHarnsg B YkpaiHi.
[itoya pepakuis: PokyHb OkcaHa tOpiiBHa.
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
MponoHoBaHa pepakuis: JlywneHko fliogmmuna
BopuciBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHVKa, BiANOBiAaIbHOT 3a
dhapmakoHarisg B YKpaiHi.
125, TPUBEPAM® TabneTkn, BKpUTI ne PpaHuis BUPOBHULTBO, KOHTPO/Ib PpaHuin/ BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasiis: 3a UA/15516/01/01
20 Mr/5 Mris NNiBKOBOO NTABOPATYA AKOCTI, NaKyBaHHS, BUMYCK Ipnangis 3MiHu | TUnY - 3MiHK Woao 6esnekn/edheKTUBHOCTI peyenmom
Mr o60soHkKoto, no 20 P CEPB'E cepii: Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
Mmr/5 mr/5 mr; no 30 Nab6opaTopii Ceps'e y3araslbHeHNX AaHux npo cuctemy
TabneToky IHaacTpi, PpaHuis thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
KOHTeliHepi 4ns nakyBaHHS, BUMYCK cepii: npo cuctemy dpapmakoHarnsgy, aMmiHa
Tabnetok; no 1 abo Ceps'e (IpnaHgis) YNOBHOB&XEHOT 0CO6MU, BiANOBifabHOI 3a
no 3 KoHTelHepn IHpgacTpic T4, IpnaHgis 3[jiCHEeHHsT hapmakoHariagay; KOHTakTHOI ocobu 3
ans TabneTok y thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
KopobLi 3 KapTOHY hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BifNOBifa/IbHOT 3a
3piicHeHHs1 hapmakoHarnsay (BkIoyYakyn
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-aiina cuctemy papmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigaIbHOI 3a
hapmakoHarnsag B YkpaiHi.
[itoya pepakuis: PokyHb OkcaHa tOpiiBHa.
MponoHoBaHa pepakuis: JlywneHko fliogmmna
BopuciBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHVKa, BigNOBIAaIbHOT 3a
dhapMakoHaraiag B YKpaiHi.
126., TPUBEPAM® TabneTkn, BKpUTI ne PpaHuin BUPOBHULTBO, KOHTPO/Ib PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/15516/01/02
40 Mr/10Mri/10 NNiBKOBOO NNTABOPATYA AKOCTI, NaKyBaHHs, BUNYCK Ipnangis 3MmiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
Mmr 060/10HKot0, No 40 P CEPB'E cepi: Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
Mr/10 mr/10 mr, no Nab6opaTopii Ceps'e y3araslbHeHNX AaHux npo cuctemy
30 TabneTtok y IHAacTpi, PpaHuis thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
KOHTelHepi ans nakyBaHHs, BUNYyCK cepii: npo cucTemy hapmakoHarnsgy, 3mMiHa
Tabnetok; no 1 abo Ceps'e (IpnaHgis) YNOBHOB&XEHOT 0CO6M, BiANOBifabHOI 3a
no 3 KoHTelHepn IHpacTpic NTa, IpnaHais 3[jiCHEeHHs1 hapmakoHariaay; KOHTakTHOI ocobu 3
AnA Tabnetok y chapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
KopobLi 3 KapTOHY hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXEHOI 0c06MU, BiAMNOBifa/IbHOT 3a
3pificHeHHs1 hapMakoHarnsay (BkIYakyn
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-aiina cuctemy papmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BiANOBigaIbHOI 3a
hapmakoHarnsg B YkpaiHi.
[itoua pepakuis: PokyHb OkcaHa tOpiiBHa.
MponoHoBaHa pepakuis: Jlywnexko Sliogmuna
BopuciBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHVKa, BigNoBiAaIbHOT 3a
hapmakoHarnsg B Ykpaii.
127.| TPIO®POPTE® Kancynu no 6 MPAT YKpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/2317/02/01
Kancyn y 6nictepi; "®ITOGAPM" 3MiHK | TMNy - 3MiHK WoA0 6e3nekn/edeKTNBHOCTI peyenma
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 1 a6o 2 6nictepu
B naulLli 3 KapToHy

Ta hapmakoHarnagy. 3mMiHa y KopoTkiii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iHCTPYKUiT 4718 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOTO 3BiTY 3 6e3neKmn NikapCbKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavyjiiiHuiiz nepiog,
a60 K pe3ysibTaT OLiHK/ 3BITY 3 AOCNILKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3

KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"B3aemogia 3 iHWKMMU NikapcbkuMun 3acobamm Ta
iHWi BUAW B3aemogiii", "OcobnusocTi
3acTocyBaHHA" LWOAO 6e3nekn 3acToCyBaHHSA
[il0uMX PeyvoBVH BiANOBIAHO f0 peKoMeHaauii
PRAC. MpeacTasneHi 3miHn B iHchopmalii 3
6e3nekun Woa0 BHECEHHS 3MiH Ta [J0NOBHEHb Ha
nigctasi pekomeHgauii PRAC y posginax
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
"B3aemogjs 3 iHWVMK nikapcbkMu 3acobamu Ta
iHWi BAW B3aemogiit" Ta " Ocob6nnBOCTI
3acTocyBaHHs", MOXYTb 6yTN pekoMeHoBaHi [0
3aTBEPAKEHHSA Ta BHECEHHS B iIHCTPYKL,iO 415
MeAMYHOro 3aCTOCYBaHHSA MiKkapCbKOro 3acoby.

128.

TPIYMEK™

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, No 50
Mr/600 mr/300 mr; no
30 TabneTtok y
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

BiiB Xenckep
tOK NimiTep,

Benvka
BputaHis

Brpo6HMK
Hepo3dacoBaHoro
NpoAyKTY:
nakco OnepenwHc KOK

Nimitea, Benuka bpuTaHis

MepBMHHA Ta BTOPMHHA
ynakoBka, [j03Bif1 Ha
BWMYCK Cepil:
nakco Bennkom C.A.,
Icnanis
Brpo6HMK
Hepo3dacoBaHoro
NPOAYKTY, KOHTPO/b
AKOCTi, NepBUHHA Ta
BTOPMHHA ynakoBkKa,
[03BiN Ha BUNyCK cepil:
nakcoCmiTKnsiiH
PapmacboTukans C.A.,
Monbwa

Benuka
Bputanis/
IcnaHis/
Monbla

BHECEHHS 3MiH 40 peecTpavliitHux maTepiasiis:
3MiHW | TNy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOOHUYOT AiNbHUL (BKNOYAKOUM AiNbHULI ANs
A®I, npomi>XHOro NPoAyKTy abo rotosoro
nikapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
nakyBaHHs1, BAPOOHMKa, BiANOBiLaNIbHOIO 3a
BWMYCK CEPiiA, MiCLie NPOBEAEHHS KOHTPOSIIO Cepil)
abo nocrtavasnbHVKa BUXIQHOMO Matepiany,
peareHTy ab0 LOMNOMIKHOI pe4OBUHY (KLLO
3a3HayYeHo y f0CbE). BuyyeHHs BUpobHUuKa
Thermo Fisher Scientific Cork Limited gns
NpoMixHoro npoaykty 26U90 Ta Ad| abakasipy
cynbaTy, OCKi/IbKM BUPOGHWK BinbLue He
BUKOPVCTOBYETLCA Ta He NAaHyeTbCS A0
noAasibLLIOro BUKOPUCTaHHSA Y SIKOCTI
nocTavasibHvKa AaHnx peyoBuH. 3anmLiaTbes
anbTepHaTUBHI AiNbHULI 415 BUPOOHMULTBA
npomixxHoro npoaykty 26U90 (Piramal Pharma
Limited, India / Divi's Laboratories Limited, India /
Glaxo Operations Uk Limited, United Kingdom) Ta
anbTepHaTMBHI BUPOGHUKN APl abakaBipy
cynbpaty (Piramal Pharma Limited, India / Glaxo

3a
peyerimom

UA/14812/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
Operations Uk Limited, United Kingdom). 3miHu |
TMny - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKA (BK/THOYaoUM,
3a HeobXigHOCTI, MicLle NPOBEAEHHSA KOHTPO/THO
sIKOCTi), a60 BnacHuka macTep-ghaiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOro NPoAyKTY, Lo
3aCTOCOBYOTbCA Y BUPOOHULTBI API (SKLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepaxeHoMy
[0Cbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CLE). 3MiHA
Ha3BMW BUPOOHMYOT AinbHuLi APl abakasipy
cynbhaTy Ta NPOMKHOT cmpoBuHM 26U90. Aapeca
3aMLWAETLCSA He 3MIHEHOD. 3aTBEPAXKEHO:
Piramal Enterprises Limited, India
3anponoHoBaHo: Piramal Pharma Limited, India
129. YTPOXXECTAH Kancynu no 200 mr, BeseH Benbris BMPOOHULITBO PpaHuin/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/2651/01/01
® no 7 kancyny Xenckea CA Hepo3dacosaHol Icnanis 3MiHM | TUny - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenmom
6nictepi, no 2 NpoAyKLii: HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
6nictepu B Hekct®apma MNnoepmersb, (BNacHuka peecTpauiiiHoro nocBig4eHHst). 3MiHa
KapTOHHI/ KopoobLi ®paHuis agpecy 3asBHuKa 6e3 3miHM BnacHuka
BMPOGHMLITBO PeecTpaduiiiHoro noceigyeHHs. TepmiH BBeAEHHS
Hepo3dacoBaHol 3MiH NPOTArom 6 MicAILiB MicNs 3aTBEPKEHHS.
npoayKLii, nepBrHHa Ta 3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa
BTOPUHHA YNaKoBKa, HalilmeHyBaHHs Ta/abo agpecu Micus
KOHTPO/Ib AAKOCTI, 403BIN NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
Ha BUMYCK cepii: rOTOBOrO /1iKapCbKOro 3acoby, BK/IUatoum
Cingea ®apwma, C/, AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
IcnaHis KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAae
BMPOGHMK/IMNOPTEP, HE BK/IKOYAKOYM BUMYCK CEpIlf).
3MiHa Ha3BM BUPOOHMKa Hepo3dhacoBaHOi
npoaykuii Kancyxaens Mnoepmens, ®paHuis.
dakKTuyHe micue BMPOGHMLTBA Ta BCi BUPOOHMUUI
onepavii 3anvwarTbcsa 6e3 3MiH. Agpeca
3a/IMLLIAETLCA 6€3 3MiH.
130, YTPOXXECTAH Kancynu no 100 mr; BeseH Benbris BMPOGHMLITBO ®paHuia/ BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis: 3a UA/2651/01/02
® no 15 kancyny Xenckea CA Hepo3acoBaHo| IcnaHis 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nicTtepi, no 2 NpOAYKLUT: HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
6nictepu B Hekct®apma lNnoepmens, (BnacHvKa peecTpauiiHoro noceigYeHHs). 3miHa
KapTOHHIA Kopoo6Li PpaHuis agpecy 3asBHWKa 6e3 3miHM BnacHuka
BMPOOHULITBO PeecTpauiiHoro nocBig4eHHs.
Hepo3dacoBaHol 3MiHV BHECEHI B iHCTPYKLi0 4151 MEANYHOTO

npoayKuii, nepBnHHa Ta
BTOPUHHA YNakoBKa,
KOHTPO/Ib SIKOCTi, A03BiN

3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ain
"Micue3HaxompkeHHs 3asBHYKa Ta/abo
npefcTaBHUKa 3asiBHUKA" 3 BIANOBIAHUMY 3MiHAMU
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
Ha BMnycK cepii: B TEKCTi MapKyBaHHS yNakoBOK. TepMiH BBEAEHHS
CiHgea ®apma, C/1, 3MiH NPOTArom 6 MicsILiB MicNs 3aTBEPKEHHS.
Icnanis 3MiHu | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBapKeHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIUaUn
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/I0 SIKOCTI. (AiANbHICTb, 3a Ky BiANoBifae
BMPOGHMK/iMNOPTEp, HE BK/IKOYAKOUM BUNYCK CEpii).
3MiHa Ha3BM BUPOOHMKaA Hepo3dhacoBaHoi
npoaykuii Kancyxagens Mnoepmens, ®paHLuis.
dakKTUyHe Micue BUPOGHMLTBA Ta BCi BUPOOHUUI
onepavii 3anmwatTbcsa 6e3 3miH. Agpeca
3a/IMLIAETLCA 6€3 3MiH.
131 ®API BEPAE cnpeii ans poToBoi CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis: 6e3 UA/16539/01/01
NMOPOXHWHM 1,5 YKpaiHCbKO- icnaHcbke MignpuemMcTBo 3MmiHu | TUNY - 3MiHK 3 SKoCTi. FOTOBMIA NiKapCbKNi peyenma
mr/mn; no 30 mny icnaHcbke "Cnepko Ykpaina" 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
KOHTEliHepi 3 niANPMEMCTBO (noBHWIA LKKN npugaTHocTi abo ymosax 36epiraHHs roTOBOro
KpULLIKOIO B "CMEPKO BMPOGHULITBA, BUMYCK NiKapcbKoro 3acoby (36i/1bLUeHHS TeEPMiHY
KOMNEKTi 3 YKPAIHA" cepil; KOHTPO/b AKOCTI) NpUAATHOCTI FOTOBOTO J1iKapCbKOro 3acoby) - Ans
NPUCTPOEM ANA TOProBoOi yNakoBky (NiATBEPMAXYETLCA AAaHUMU
PO3MNUOBaHHSA Y peasibHOro yacy) 36iMbLUeHHST TEPMIHY
nauui NPUAATHOCTI FOTOBOIO /iKAPCbKOro 3acoby Ha
OCHOBI NO3UTUBHWX pe3ybTaTiB JOBrOCTPOKOBUX
JocnipxeHb cTabinibHOCTI y peasibHOMY Yaci:
3arBepkeHo: TepMiH NpUAATHOCTI. 2 PoKx
3anponoHoBaHo: TepMiH NpMAATHOCTI. 3 POKM
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micns
3aTBEPAKEHHS.
132, PE3SAM® Kancynu Teepai no TOB "TeBa YkpaiHa BankaHdapma-AynHuus Bonrapis BHeceHHs 3MiH f0 peecTpavjiiiHuX maTepianis: 3a UA/3371/01/01
10 kancyny YkpaiHa" AT 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikar peyenmom
6nictepi; no 2 abo 6 BignosigHocTI/IE-cepTudpikat BignosigHoCTI
6nictepis y €Bponelicbkin thapmakonei/moHorpadii. NMogaHHA

KapTOHHIA Kopoo6Li

HOBOro abo OHOBMIEHOro cepTudikaTa
Bi4NOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ans
A®I; ana suxigHoro
MaTepiany/peareHTy/NpoMKHOro NPOAYKTY, LLO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[ONOMDKHOT peyoBUHU (cepTudikar BifnoBigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIEHWIA
cepTnaikaT Bif Y)Xe 3aTBepAKeHOro BUPoGHMKa.
MopaHHA oHoBNeHoro CepTudikaty BifgnoBigHOCTI
€Bponeiicbkili hapmakonei CEP Ne R1-CEP 2004-
083-Rev 06 (3aTtBepmkeHo: R1-CEP 2004-083-
Rev 05) ana A®l Mipauetamy Bif, 3aTBEpIAXEHOro
BMpobHuka A®I Northeast Pharmaceutical Group
Company, Limited, China.
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHn | TUny - 3MmiHn 3 akocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkili hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponelicbkoi hapmakonei, abo iHLwoT
HaujioHasbHOT chapmakonei aepxasu €C (3miHa 'y
cneumdikauisix, noB'a3aHa 3i 3MiHamu B dY, a6o
€Bponeiicbkiit hapmakonei, abo iHLwii
HaujoHanbHili hapmakonei gepxasu €C)
npusefeHHs cneundikauii APl Mipauetamy y
BIANOBIAHICTL A0 BUMOT MOHorpadii Ph.Eur.
«Piracetam» 04/2021:1733 3a NOKa3HUKOM
«CynpoBiJHi JOMILLIKW».

133,

DEHIBYT-
ACTPA®APM

TabneTku no 250 mr,
no 10 TabneTok y
6nictepi, no 2
6nictepu B KOpOOL
3 KAPTOHY

TOB
"ACTPA®APM

YkpaiHa

TOB "ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHu). OHOBNEHHSA
TEKCTY MapKyBaHHs NEPBUHHOI Ta BTOPUHHOT
YNaKoBKM NiKapCbKOro 3acooby.

3a
peyerimom

UA/17285/01/01

134,

®EHTAHIN

PO3YUH AJ151 iH'EKLLINA,
0,05 mr/mn no 2 mn
abo no 10 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2, abo 20 6nicTepiB
Y KOpO6Lji 3 KApTOHY;
no 2 mMn B amnyni,
no 10 amnyny
6nictepi, no 1 a6o
10 6nictepiB y
KOpOOGLii 3 KAPTOHY

TOB
"XapkiBCcbke
hapmaueBTny
He
nigNpPMEMCTBO
"3p0poB'a
Hapoay"”

YKpaiHa

BCi cTaAii BUpobHMLTBA,
KOHTPO/1b SKOCTi, BUMYCK
cepii:
ToBapucTBO 3 0OMEXEHOI0
BiANOBIAALHICTIO
"XapkiBcbke
hapmaveBTUUHE
nignpveMcTBO "340poB'sa
Hapogay", YkpaiHa
BCi cTaAii BUpobHMLTBA,
KOHTPO/Ib SKOCTI:
AKLiOHEpHe TOBapuCTBO
"TanuudhapMm", YkpaiHa

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TMny - 3MiHK Woao 6e3neku/eekTnBHOCTI
Ta (hapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepuCTULLi NiKkapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT A8 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOIO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo Joc/igkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepiog,
a60 AK pe3ynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy negiaTpuyuHmX
pocnigpkeHb (PIP) (3MiHY y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm).
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3acTocyBaHHS NiKapcbKoro 3acoby A0 po3ainis:
"B3aemogia 3 iHWMMU NikapcbKuMun 3acobamm Ta
iHLWI BMAW B3aemogiin" Ta "OcobamsocTi
3acToCcyBaHHA" WOA0 6e3nekn 3acTocyBaHHA
Lit0Y0i pevyoBMHY heHTaHiIN BignoBigHO A0
pekomeHgauii PRAC. BBefeHHS 3MiH NpoTarom 6-
TW MicALIB NiCNa 3aTBEPAKEHHS

3a
peuyenmom

UA/5185/01/01

135.

®ITOCELAH

36ip;no15ry
inbTp-NakeTi; no
20 hinbTp-nakeTiB y
nauy;

no 1,5 ry cinbtp-
naketi; no 20
iNbTp-nakeTiB y
nayui 3 BHYTPILLHIM

MpAT
"NikTpasn"

YkpaiHa

MpAT "NikTpasn”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHKM | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA
3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA roTOBOrO
NiKapcbKoro 3acoby (HesHayHa 3MiHa y
3aTBEpIAXEHUX MeTofax BUNpobyBaHHs) -
He3HayHa 3MiHa y 3aTBEpAXEHOMY MeTogi
BMNPO6YyBaHHs /13 32 MOKa3HMKOM

6e3
peyenma

UA/14454/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
nakeTom. «lgeHTudikayis C» (TLWWX), a came fofaBaHHA
NPUMITKV LLLOAO METOAMKM MPUroTYBaHHA 2 M
po3unHy Kanito rigpokeugy P. jlogaTkoso,
BMMpaB/IEHHS HEBIAMOBIAHOCTI HOPMYBaHHS 3a
NOKa3HUKOM «30na 3arasibHa» B 3aTBEPAKEHI
cneundikauii («He 6inblue 12%») Ta BUKIAAEHNMU
BMMOramMu B MeTofax KOHTposto (6yn0 HeBIpHO
3a3HavYeHo «He 6isblie 13%»).
136. ®AYIMYUUN PO34MH NS iH'EKLR, 3aM60H ITanis 3am6oH C.M.A. ITanis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/8504/01/01
100 mr/mn; no 3 mn C.NA. 3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar peyenmom

B amnyni; no 5
amnyny
nnacTKoBoMy
NiAA0HI B KAPTOHHIi
nauuj

BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiANOBIAHOCTI a60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkin thapmakonei: ans
Adl; gns BUXigHOro
MaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, LLO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHY (CepTudiikaTt BiAMNoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKA.
MoaaHHA OHOBIEHOTO cepTudikaTta BiAgMnoBIgHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 1996-070-
Rev 09 ana A®l auetnnumcTeiny Big BXe
3aTBepxeHoro BupobHuka F.1.S. — Fabbrica
Italiana Sintetici S.p.A., ITanis. 3miHu | Tuny -
3miHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BiAnoBigHOCTI EBpoNenchbkili
thapmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXiAHOrO marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHULITBI
A®I; s AONOMIXHOT pevoBuHY (cepTuddikat
BiANOBIAHOCTI €Bponeiicbkili hapmakonei) -
OHoB/EeHWNIA cepTUdiKaT Bif yXe 3aTBEpXEHOro
BMpo6HUKa. MNMofaHHs OHOBIEHOrO cepTudikata
BiAgnosigHOCTI €Bponelickkil thapmakonei Ne RO-
CEP 2016-311-Rev 01 (3aTBepaxeHo: RO-CEP
2016-311-Rev 00) ans A®Il auetunuucteiny Big
BXE 3aTBepkeHoro BupobHuka Zach System
S.A., France. 3MiHn | Tuny - 3MiHK 3 SKOCTi.
CepTudpikat BignosigHocTi/l E-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo
OHOBJIEHOTO cepTugiKaTa BigNoBIigHOCTI a6o
BWYYEHHS cepTudikaTta BiANoBigHOCTI
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€Bponeiicbkinn hapmakonei: ana A®l; ans
BUXiAHOrO MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ons fONOMiXHOT pevoBuHN (cepTudpikar
BiANoBIgHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHUKa. [ogaHHA OHOBNIEHOro cepTudikaTa
BiAnoBiaHOCTI E€Bponelickkili hapmakonei Ne R1-
CEP 2016-311-Rev 00 ana A®| auetunumcreiHy
BiJl B)X€ 3aTBEPAKEHOr0 BMPOobHUKa Zach System
S.A., France. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiAMNOBIAHOCTI €BpONenchbkili
thapmakonei/MmoHorpadii. MogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHoOCTi abo
BW/yYEHHS cepTudpikaTta BignoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI
A®I; ons AONOMIXHOT pevoBuHY (cepTudikat
BiANoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWIA cepTUdiKaT Bif yXe 3aTBepXEHOro
BMpoOHUKa. MNMofaHHS OHOBIEHOrO cepTudikaTa
BiANOBIAHOCTI €Bponelicbkiit hapmakonei Ne R1-
CEP 1996-070-Rev 08 (3aTBepgxeHo: R1-CEP
1996-070-Rev 06) ana A®| auetunuucTteiHy Big,
BXe 3aTBepkeHoro BupobHuka F.1.S. — Fabbrica
Italiana Sintetici S.p.A., ITanis

137,

DJTYPA-5

PO3YUH AJ151 iH'EKLLINA,
50 mr/mn; no 5 mn
abo 10 mny
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

Mini Xenckepe
Nimiteq

Benvka
BputaHis

BeHyc Pemegic flimiTeq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu |l Trny - 3miHK 3 AkocTi. A®l. BUpo6HULTBO.
3MiHa BUPOGHYKa BMXiAHOTO/MPOMIXKHOIO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKA
(BKntOYatoun, ae HeobxigHO, MicLie NpoBeAEeHHS
KOHTpOt0 sikocTi) ADI (3a BigCyTHOCTI
cepTudikaTa BignNoBigHOCTI €EBPONENChKiii
hapmakonei y 3aTBepXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpO6HMKa AP| 3 HagaHHSAM MacTep-
thaiina Ha A®I) - BBEAEHHA AOAATKOBOTO
BMpo6HMKa A®| donyopoypauuny Nantong Jinghua
Pharmaceutical Co., Ltd., Kutaii (3aTBepXeHO:
Nantong Haiers Pharmaceutical Co., Ltd, Kutai1)

3a
peyenmom

UA/10633/01/01

138.

DIIYTAMIL

Tabnetkn no 250 mr
no 21 tabnetui y
6nictepi; no 4
6nictepu B
KapTOHHI/ KopoobLi

OpioH
KopnopeiiwH

PiHNAHAIA

OpioH KopnopeiiluH,
®iHnAHAiA
(AnbTepHaTBHUIA
BMPOGHUK, LU0 3AiCHI0E
NepBUHHE, BTOPUHHE

PiHnaHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHuM Il Trny - 3MiHK Woao 6e3nekun/eekTMBHOCTI
Ta chapmakoHarnsgy. 3miHu y KopoTkiii
XapaKTepuCTULLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT 4718 MeANYHOro

3a
peyenmom

UA/0488/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
nakyBaHHS Ta BUNYyCK 3aCTOCyBaHHSA Yy 3B'A3KY i3 HOBUMYW AaHUMK 3
cepii); OpioH AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHUMK Ta
KopnopeiiwH, ®iHnsHaia JaHnMmu 3 chapmakoHarnsagy. 3MiHM BHECEHO [0
(Bupo6HUK, WO 34i/icHI0E IHCTPYKL|i 419 MeAUYHOrO 3aCTOCYBaHHS
BCi BUPOGHMYI cTagil, 3a nikapcbKoro 3acoby Ao po3ainis "®apmMaxonorivHi
BVMHATKOM BUMYCKY Cepil) BnacTmsocTi", "Oco6/MBOCTi 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHS Ta fo3un",
"MepeposyBaHHA", "T06IYHI peakuir.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPAKEHHS.
139, ®POPTE3A PO34YMH A1 POTOBOT [enbta Weenuapi | ABAl IBPAXIM Inay CaHai TypeyunHa BHECEHHS 3MiH 0 peecTpaLliinHux maTepiasiis: 6e3 UA/13797/01/01
nopoXxHuHM 0,15 %; Megiken a Be TigpxapeT A.LL. 3miHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
no 60 mn a6o 120 MpomoyLLUH3 Ta (papmakoHarnsgy. 3miHa y KopoTkiii
MJT PO3YUMHY Y Al XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
CKNSIHOMY (h1aKOHi; MapKyBaHHs Ta iHCTPYKUIT 4519 MeANYHOro
no 1 cpnakoHy 3aCcTOCyBaHHSA Ha niacTasi perynsipHo
pasom 3 MipHUM OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
KOBMa4koM y 3acoby, abo gocnifpKkeHb 3 6e3nekn 3acToCyBaHHA
KapTOHHIA KOpooLi nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHNX BiANOBIAHO A0 NNaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM)
3MiHN BHECEHO A0 IHCTPYKLIii A1 MEeAUYHOTo
3acTOCYyBaHHS NikapcbKoro 3acoby y po3ain
"Mepeno3yBaHHA" BiAMNOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekun AjtoHoi peyoBUHU.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPIKEHHS.
140., ®OPTE3A cnpeii o4ns poToBol [enbta LWeenuapi | ABAl IBPAXIM Inay CaHai TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/13797/02/01
NOpoOXHUHN 0,15 %; Megiken a Be TimkapeT A.LL. 3MiHu | TUNy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI peyernma
no 15 mn a6o no 30 MpomoyLuH3 Ta thapmakoHarnagy. 3MiHa y KopoTkiii
MJ/1 PO3YUHY Y Al XapaKTepuCTULLi NiKapcbkoro 3acoby, TeKCTi

donakoHi 3
posnunoBayem; no
1 chnakoHy B
KapTOHHI/ KopoobLi

MapKyBaHHS Ta iHCTPYKUIT A/19 MeANYHOro
3aCToCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOIO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo foc/igkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepiog,
a60 AK pe3ynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX Bi4NOBIAHO A0 NNaHy negiaTpuyuHmX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMNETEeHTHUM YNOBHOBAXEHNM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ain
"Mepeno3yBaHHA" BiANOBIAHO O OHOB/EHOI
iHchopMmawii 3 6e3nekm fjitoyoi pevyoBUHU.
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/ JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
n 3acoby yrnakoskKa) nocsioYyeHHs1
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEPAKEHHS.
141, UE®PIKCNM- TabneTku, BKPUTI Mictpan AHrnis ALIC IOB®AP C.MN.A. ITanis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/19614/01/01
BICTA NNiBKOBOIO Kenitan 3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
06010HKot0, N0 400 MeHeaXMeHT Ta thapmakoHarnagy (iHwi 3mMiHun). 3MiHN BHECEHi B
mr, no 5 TabneTtok y Niviten TEKCT MapKyBaHHS Ha MEPBUHHIN yNakoBLi
6nictepi; no 1 a6o 2 nikapcbKoro 3acoby y po3sginax "3. HOMEP CEPIi
6nictepu B NIKAPCbKOIO 3ACOBY" ta "4. ATA
KapTOHHIA Kopoo6Li 3AKIHUEHHA TEPMIHY NPUOATHOCTI"y
3B'A3KY i3 BUNPaB/IEHHSIM HEBIPHO BKa3aHOI
iHchopmawii. BBegeHHs 3MiH NpoTArom 6-tv
MiCALIB MiCNsA 3aTBEPKEHHS
142, LUE®PTPUAKCO NMOpPOLUOK ANA AHaHTa Benvka Csicc MNepeHTepasic IHAjsa BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasiis: 3a UA/17157/01/01
H AHAHTA po3unHy Ons iH'ekuii | Megikeap N74. BpuTaHis nra., IHpis 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii peyenmom
no 1r:1 cpnakoH 3 AHaHTa Mepikeap fMimites, 3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUiA
MOPOLLKOM B KOPOOLi IHAjsa 3aci6. 3miHa po3mipy ynakoBKv roTOBOro
(&nsa BUpo6HMKa nikapcbKoro 3acoby (3MiHa KinlbKOCTi 0ANHNLb
Csicc MNepeHTepanc (Hanpuknag, TabneTok, amnyn TOLLO) B yNakoBsLii:) -
nra., IHaia), 1 3MiHa no3a fiana3oHoM 3aTBepMKEHVX PO3MIpiB
ch/1akoH 3 NOPOLLKOM ynakoBku. BBefeHHSA f0A4aTKOBOTO BUAY
B Kopo6Li, 20 nakyBaHHs N5 BUpobHuka AHaHTa Megikeap
h/1aKoHIB 3 Nimitea, IHAiIA: 20 dpnakoHIB 3 NOPOLLKOM B
NMOPOLLKOM B KOPOO6L Kopob6Li (ans go3yBaHHa no 1 r) Ta NelO chnakoHiB
(ans BMpo6HMKa 3 NOPOLLKOM B KOPOO6LLi (4719 A03YBaAHHA NO 2 T) 3
AHaHTa Megjkeap BiAMOBIAHMMM 3MiHAMK A0 Po3Z4iny “YnakoBka”,
NimiTeq, 1HAiN) 6€3 3MiHM NEePBMHHOIO NakyBasIbHOro MaTepiaty.
3MiHM BHECEHI B iHCTPYKLitO AN51 MEAUYHOTO
3aCTOCyBaHHSA NikapCbKoro 3acoby y po3gin
"Ynakoska"
BBefeHHA 3MiH NpoTArom 3-X MicsALiB nicns
3aTBEPMAKEHHS
143, LE®PTPUAKCO NOpPOLLOK ANA AHaHTa Benuvka Csicc MNepeHTepanc fTa. IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/17157/01/02
H AHAHTA po3unHy Ans iH'ekuin | Megikeap /T4, BpuTaHis IHAis; 3MiHKM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKaPCbKUIA peyenmom

no 2 r: 1 dpnakoH 3
MOPOLLKOM B KOPOOLi
(ans BMpPOGHMKa
Csicc MNepeHTepasnc
nta., Hais), 1
h/1aKoH 3 NOPOLLKOM
B Kopo6ui, 10
donakoHIB 3
NMOPOLLKOM B KOPOOLLi
(&nsa BUpo6HMKa
AHaHTa Mepgjkeap
JlimiTeg, 1HAis)

AHaHTa Mepikeap fMimites,

IHais

3aci6. Cuctema KoHTeliHep/3aKynopoBanbHUi
3aci6. 3miHa po3mipy ynakoBKu roTOBOrO
NiKapcbKoro 3acoby (3MiHa KiJIbKOCTi 0AMHULb
(Hanpuknag TabneTok, amnyn TOL0) B YNakoBLi:) -
3MiHa no3a fiana3oHoM 3aTBepKEHNX PO3MIpiB
ynakoBku. BBefeHHs f0A4aTKOBOTO BULY
nakyBaHHs 4n51 BUpoGHUKa AHaHTa Megikeap
Nimitea, IHAiIA: 20 donakoHiB 3 NOPOLLKOM B
Kopobui (o181 Ao3yBaHHA no 1 1) Ta NelO dpsiakoHiB
3 MOPOLLKOM B KOpobLi (4718 f03yBaHHA MO 2 T) 3
BiZANOBIAHUMY 3MiHaMK [0 po3giny “Ynakoska”,
6€e3 3MiHM MepBUHHOIO NakyBa/lbHOTO MaTepiay.
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHV BHECEHI B iHCTPYKLO 4719 MEANYHOIO
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ain
"YnakoBka"
BBeaeHHs 3MiH NnpoTarom 3-x MicAuiB nicns
3aTBEPOKEHHS

144,

LUNPO®/IOKC
AUVH

TabneTkn BKpUTI
060/10HKOt0, N0 250
mr, no 10 TabneTtok
y 6nicTepi, no 1
6nictepy y nauui 3
KapToHy; no 10
Tabnetok y 6nictepi,
no 90 6nicTepiB y
KOpOO6Lii 3 KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepiasis:
YTOUHEHHS HanncaHHSA YNakoBKW Ta
npoueaypu B Hakasi MO3 YkpaiHu Ne 37 Big
06.01.2023 B npoueci BHECEHHSA 3MiH - 3MiHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CucTema KoHTelHep/3akynoptoBasibHUA 3aci6.
3MiHa po3mipy ynakoBKu roTOBOr0 NiKapCbKOro
3aco06y (3MiHa KinbKoCTi 0AMHULb (Hanpuknag,
TabneTok, amny TOLO) B yNakosLi:) - 3mMiHa y
Aiana3oHi 3aTBepAXEHVX PO3MIpIB yNakoBKM AN
n03yBaHHA 500 Mr: BeieHHA [04aTKOBOro Buay
nakyBaHHs: Mo 2 TabneTkn y 6nictepi, no 70
6nicTepiB y kOpoOL,i 3 KAPTOHY 3 BiANOBIAHUMM
3MiHamu [0 po3ainy “Ynakoska”, 6e3 3MiHn
NepBMHHOTO NakyBaslbHOro Martepiany. TepmiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBepXeHHs. Pefakuia B Hakasi - no 10
Tabnetok y 6nictepi, no 1 6nictepy y nauyj 3
KapToHy; No 2 TabneTkn y 6nictepi, no 70
6nicTepiB y KopobLi 3 KapToHy ; no 10 TabneTok y
6nictepi, no 90 6nicTepiB y KOPOG6L,i 3 KAPTOHY.
BipHa pegakuis - no 10 Ta6neTok y 6nicrtepi, no
1 6nicTepy y nauui 3 KapTOHY; No 10 Ta6neTok
y 6nictepi, no 90 6nictepiB y kopo6ui 3
KapTOHY.

3a
peyenmom

UA/8660/01/01

145.

UNTPAMOH-®

TabneTku, no 6 abo
no 10 TabneTok y
6nictepax; no 6
TabneTok y
6nictepax, no 20
6nicTepiB y navui

MPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITO®APM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasnis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6€3Mekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKK 3BITY 3 AOCIAKEHD,
npoBeAeHnX BiMnoBigHO A0 NnaHy negiatpuyHmnx
pocnipkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHVMM YNOBHOB&XEHNM OPraHoMm).
3MiHV BHeceHo A0 [HCTpyKUii AN MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWKMK NikapcbkuMu 3acobamu 1a

6e3
peuenma

UA/2317/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

iHWi BUAn B3aemogiii”, "OcobnnBocCTi
3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHA
[iloUnX PeYoBUH BiANOBIAHO [0 pekoMeHAaLlii
PRAC. MpepacTasneHi 3MiHN B iHdhopmMauii 3
6e3neku Woa0 BHECEHHS 3MiH Ta A0NOBHEHb Ha
nigcrasi pekomeHgauii PRAC y posginax
IHCTPYKLT AN MeAUYHOTo 3aCTOCYBaHHS
"B3aemogia 3 iHWKMMU NikapcbkuMn 3acobamm Ta
iHWi BMAW B3aemogiii" Ta " Oco6MBOCTi
3aCTOCYBaHHA", MOXYTb 6yTN peKOMeHA0BaHi [j0
3aTBEPAKEHHS Ta BHECEHHS B iHCTPYKLiO0 419
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby

146.

FOHOPM®

cupon, 4,0 mr/5 mn,
no 50 mMn y dpnakoHi;
no 1 doakoHy 3
MipPHAM MPUCTPOEM Y
nauuj

TOB "tOpisi-
Papm"”

YKpaiHa

TOB "HOpig-Papm”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:
3MmiHu | TURY - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavjiiiHuii nepiog,
a60 sk pe3ysibTaT OLiHK/ 3BITY 3 AOCAILKEHD,
npoBefeHnX BifNoBIAHO A0 NNaHy negiaTpuyuHmX
pocnigxeHb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEeHTHUM YNOBHOBAXEHNM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA", "MobivHI peakuii” Ta
KopoTKoi xapakTepncTykv Nnikapcbkoro 3acoby Ao
po3ginis "Ocob6/MBI 3acTepeXeHHS Ta 3anobixXHI
3axoA4m npu 3actocyBaHHi", "To6i4HI peakui™
040 6e3nekn 3acToCyBaHHA Ait040i peHOBUHM
BiANOBIAHO A0 pekomeHAauin PRAC.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/14069/01/01

B.o. Haua/IbHUKA

dapmaleBTUYHOr0 ynpaB/IiHHSA

Onekcanap I'PIHEHKO
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