Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPONMOHYKTbLCA 40 AEP>XXABHOI PEECTPALUII
Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04YeHHs1
1. AMBPOKCO/1- po34uH ANs iHgysii, 7,5 AT "Nly6Hnchapm” Ykpaina AT "Nly6Hnchapm” Ykpaina peecTpauist Ha 5 pokis 3a He UA/18937/01/01
NYBHU®PAPM Mr/mn, no 2 M1 B peuyenmom nionsieae
amnynax, no 5 amnyny MepiognyHICTb NoAaHHs
6nicTepi 3 nniBkyM, no 1 perynspHo
abo 2 6nictepun B nauLi 3 OHOB/tOBAHOTO 3BITY 3
KapTOHy; N0 2 M/ B 6e3neku, BigNOBIAHO A0
amnynax, no 10 amnyny Mopsaaky 34iACHEeHHS
6nicTepi 3 nniBkmn, no 1 hapmakoHarnagy,
6nicTepy B navi 3 3aTBEPKEHOrO Haka3oM
KapTOHy; MO 2 MN B MiHicTepcTBa 0XOpOHU
amnynax, no 5 aéo 10 30,0p0OB’A YKpaiHu Bif, 27
amnyn y nayj 3 KapToHy rpyaHsa 2006 poky Ne
3 KApTOHHUMN 898, 3apeecTpoBaHoro B
neperopogkamm MiHicTepcTsi tocTuuii
YKkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3nekun
2. BIOTEBAN Tabnetkn no 5 mr, no 15 dapmaueBTUYHNI Monbwa dapmaueBTUYHNMI Monbwa peecTpauisi Ha 5 pokis 6e3 nionsizae UA/18951/01/01
Tabnetok y 6nictepi; no 3aB0/, 3aB0[, peuenma
2, 4 abo 6 6nicTepiB y “TMONb®APMA” “MONb®APMA” MepiognyHicTb NogaHHA
KapTOHHI KopoobLi C.A. C.A. perynsipHo

OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnagy,




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavyeHnMun y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6esneku.

BIOTEBAN

TabneTkun no 10 mr, no
15 TabneTok y 6nicTepi;
no 2, 4 abo 6 6nictepis
Y KapTOHHiIl1 kopobL; No
20 TabneTtok y bnictepi,
no 6 6nicTtepiB y
KapTOHHilA KopooLi

dapmaneBTUYHNI
3aBof,
“MONb®APMA”
C.A.

MNonbLa

dapmaLeBTUYHNMIA
3aB0g,
“MONb®APMA”
C.A.

MonbLua

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/18951/01/02

BAJ/IMICAP HA

TabneTku, BKpUTI

Makneoac

IHais

Makneoac

IHais

peecTpauisi Ha 5 pokis

3a

He

UA/18938/01/02
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Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

160/12.5/10

N1iBKOBOK 060/I0HKOMD,
no 160 mr/12,5 mr/10 mr,
no 10 TabneTtok y
6nicTepi, no 1 abo 3 abo
9 6nicTepiB y KAPTOHHIl
yNakoBLi

dPapmacbioTmKanc
Nimiteq

dapmacboTuKanc
Nimiten

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJIHOBAHOIO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepioguyYHOCTi NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

peyenmom

nionsieae

BAJIMICAP HA
160/12.5/5

TabneTkn, BKPUTI
N/1iBKOBOK 06GO/IOHKOMO,
no 160 mr/12,5 mr/5 wr,
no 10 TabneTtok y
6nicTepi, no 1 abo 3 abo
9 6nicTepiB y KApTOHHIi
ynakosLi

Makneopc
dapmacboTUKanc
Nimitepn

IHais

Makneopc
PapmacbloThKanC
Nimitepn

IHais

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO

3a
peyerimom

He
nionsieae

UA/18938/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3i cTpokamu,
3a3HaveHIMn y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.

FINHOC®

Kpanni opasibHi, pO34vH,
15 mr/0,6 mn, no 20 mn
abo no 50 mny
chakoHi-KkpanesbHuL,;
no 1 chnakoHy y navu,i

MpAT
"®GapmaueBTnyHa
dipma "dapHuus"

YkpaiHa

MpAT
"PapmaueBTnyHa
ipma "AapHuua"

YkpaiHa

peecTpauisi Ha 5 pokis

MepiognyHICTb NOfAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

3a
peyenmom

He
nionsieae

UA/17957/02/01

ECKETAMIH
KANLEKC

PO34nH AN11 iH'eEKUi Ta
iHdpysii, 5 mr/mn, no 5
M/1 B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
1 ab0 2 KOHTYpHI
YapyHKOBI YNakoBKW Yy
nautii 3 KapTOHy 3
KOHTpPONEM MnepLUoro
BIAKPUTTA Y BUrIAA
CaMOK/1el04Or0 CTUKEPY
Ha KOXHIill YacTuHI
nayku, Lo
BiAKpPMBAETLCSA

AT "Kanuekc"

Nartsia

BMPOGHWK, AKWI
BignoBigae 3a
KOHTPO/b
cepii/sunpobysaH
HA:

AT "T'piHaekc",
Nartsis;

BCi cTagii
BUPOBHMYOro
npovecy, Kpim
BUWMYCKY Cepii:
XBM ®apma
c.p.o.,
CnosayunHa;
BMPOGHUK, LLIO

Nar.is/
CnoBavumHa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
YKpainu 29 ciuHs 2007

3a
peyerimom

He
nionsieae

UA/18939/01/01
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6nicTepi; no 2 6nictepu
Y KapTOHHIli kopobLi

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO Haka3oM

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
Bignosigae 3a poky 3a Ne 73/13340 (y
BUNYCK cepil: pefakuii Hakasy
AT "Kanuekc", MiHicTepcTBa OXOpPOHM
Narsis 3[10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3neku.
8. ECKETAMIH PO34MH A1 iH'eEKUI Ta AT "Kanuekc" NatBis BMPOGHWK, SKWIA Natsisi/ peecTpauisi Ha 5 pokis 3a He UA/18939/01/02
KANUEKC iHdpy3iiA, 25 mr/mn no 2 Bignosigae 3a CnoBayuunHa peyenmom niosnsieae
M i 10 mn B amnyni; no KOHTPO/1b MepiognyHicTb NogaHHA
5 amnyn y KOHTYpHiii cepii/sunpobysaH perynsipHo
YapyHKOBIli ynakoBLii; No HA: OHOB/IIOBAHOTO 3BITY 3
1 a60 2 KOHTYpHI AT "I'piHgekc", 6e3neku, BigNoBIgHO A0
YapyHKOBI YNakoBKN Y Natsis; Mopsaaky 34iiCHEeHHS
naJui 3 KapToHy 3 BCi cTagii thapmakoHarnagy,
KOHTPOMEM nepLuoro BMPOGHMYOro 3aTBEPKEHOr0 HaKa3oMm
BIAKPUTTA Y BUrNAA npovecy, Kpim MiHicTepcTBa 0XOpoHK
CaMOK/1ero4oro CTUKepy BUNYCKY cepii: 3[10pOB’A YKpaiHu Big 27
Ha KOXHIill YacTuHI XBM dapma rpyaHa 2006 poky Ne
nayku, wo c.p.o., 898, 3apeecTpoBaHOro B
BiAKpUBAETLCA CnoBayuunHa; MiHicTepcTBi tocTuuii
BMPOBHUK, LLO Ykpainu 29 ciuHa 2007
BiAgnoBigae 3a poky 3a Ne 73/13340 (y
BUNYCK cepi: pefakuii Hakasy
AT "Kanuekc", MiHicTepcTBa OXOPOHU
NaTs.is 340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y
nepiogMYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.
9. KBAHIN pO34nH ANa iH'ekuid, 500 KYCYM IHAaiA CosepuH ®apma IHAis peecTpauist Ha 5 pokis 3a He UA/18940/01/01
Mr/4 M no 4 mn B XENTXKEP MBT MpasiT MimiTeq, peyenmom nionsizae
amnynax; no 5 amnyny nTAa MepioAnyHICTb NofAHHSA




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.

10.

KBAHIN

PO34UH ON15 iH'EKLN,
1000 mr/4 mn no 4 Mn B
amnynax; no 5 amnyny
6nicTepi; no 2 6nictepu
Y KapTOHHili kopobLi

KYCYM
XENTXKEP NBT
nTg

IHais

CoBepuH dapma
MpasiT NimiTeq

IHais

peecTpauisi Ha 5 pokis

MepiognyHICTb NOfAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBIgHO A0
Mopsaaky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/18940/01/02

11.

KPAMMAJIKA

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 250 mr; no 10

Mictpan Kenitan
MeHepXmeHT
Nimiteq

AHrnin

a/JibTepHaTuBHa
nepenHHa
YNaKoBKa,

pevyis

peecTpauist Ha 5 pokis

MepioAMYHICTb NOAAHHSA

3a
peyerimom

He
nionsieae

UA/18941/01/01
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
TabneTok y 6nictepi; no BTOPVHHA perynsipHo
3 6nicTepn B KAPTOHHIiA yrnaxkoBKa: OHOB/IHOBAHOrO 3BITY 3
nauui OAPMATEH 6e3neku, BigNOBIAHO A0
IHTEPHELLUHN Mopsaaky 34iACHEeHHS
CA, lpeuis; hapmakoHarnagy,
BUPOGHMLITBO 3aTBEPKEHOI0 Haka3oMm
roTOBOT NiKapCbKol MiHicTepcTBa OXOPOHU
hopmu, neperMHHA 3[,0p0OB’A YKpaiHu Bif, 27
Ta BTOpUHHA rpyaHsa 2006 poky Ne
ynakoBkKa, 898, 3apeecTpoBaHoro B
KOHTpPO/b cepii, MiHicTepcTBi tocTuLii
BUNYCK cepii: YKkpaiHu 29 ciuns 2007
dapmateH CA, poky 3a Ne 73/13340 (y
Ipeuis pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
12. KPAMMANIKA TabneTku, BKpUTI Mictpan Kenitan AHrnis anbTepHaTMBHA pevjis peecTpauisi Ha 5 pokis 3a He UA/18941/01/02
NNiBKOBOK 060/IOHKOHO, MeHeKMeHT nepBuHHA peyenmom niosnsieae
no 500 wmr; no 10 Nimiten yrnakoBkKa, MepiognyHicTb NogaHHA
Tabnetok y 6nictepi; no BTOPUHHA perynsipHo
3 6nicTepn B KAPTOHHIiA ynakoBka: OHOB/IIOBAHOTO 3BITY 3
nauuj PAPMATEH 6e3neku, BigNoBigHO A0
IHTEPHELUHN Mopsaaky 34iiCHEeHHS
CA, lNpeuis; thapmakoHarnagy,
BMPOGHMLITBO 3aTBEPKEHOr0 HaKa3oMm

rOTOBOI NiKapCbKOI
dhopmMK, nepBUHHA
Ta BTOPVHHA
ynakoBKa,
KOHTPO/b Ccepil,
BUNYCK cepil:
dapmaTteH CA,
Ipeuis

MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
nepioguyYHOCT NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
13. NEBO®/IOKCALWUH- | TabneTku, BKpUTI Mepokemi NTA Kinp BMPOGHMLTBO 3a Kinp/ peecTpauist Ha 5 pokis 3a He UA/18942/01/01
MEAOKEMI NAiBKOBOK 0H60/TI0HKOI0 NOBHMM LUK/IOM: B’eTHam peyenmom nionseae
no 500 mr, no 5, 7 abo Megokemi T4 MepiognyHicTb NogaHHsA
10 TabneTok y 6nicTepi; (3aBog AZ), Kinp; perynsipHo
no 1 6nictepy B BMPOBHULITBO OHOB/tOBAHOTO 3BITY 3
KapTOHHI KopoobLi roTOBOro 6e3neku, BigNOBIAHO A0
NiKapcbkoro Mopsaaky 34iACHEeHHS
3acoby, nepBuHHe hapmakoHarnagy,
Ta BTOPMHHE 3aTBEPKEHOrO Haka3oMm
nakyBaHHs: MiHicTepcTBa OXOPOHU
Megpokewmi (Pa IcT) 3[,0p0OB’A YKpaiHu Bif, 27
NTA - Opan rpyaHa 2006 poky Ne
daciniti, B'eTHawm; 898, 3apeecTpoBaHOro B
BVMPOGHMLTBO 3a MiHicTepcTBi tocTuLii
NOBHVM LK/IOM: Ykpainu 29 ciuHg 2007
Megokemi T poky 3a Ne 73/13340 (y
(LeHTpanbHuii pefakuii Hakasy
3asop), Kinp MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHsA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHMun y
nepiogMYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.
14. NINOTIOH pO34MH A4 iH'ekuiid, 600 YOPNA TypeuunHa Mecdpap Inay Caw. TypeuunHa peecTpauist Ha 5 pokis 3a He UA/18943/01/01
Mr/50 mn no 50 mny MEANUNH INAY A.LL. peuyenmom nionsieae
donakoHi, no 1 dpnakoHy CAH. BE TIDK. MepiognyHICTb NOgAHHSA
B CBIT/TI03aX1ICHOMY A.LL. perynapHo

dyTnsapi, no 1
CBIiT/103aXUCHOMY
dhyTNApYy B KAPTOHHIl
Kopobui

OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6esneku.
15. MEHTON nopoLuok abo piguHa TOB Ykpaina [opaTtkoBa HimeuuunHa peecTpauist Ha 5 pokis - He UA/18944/01/01
PALIEEMIYHWIA PH (cybeTaHuis) y "TepHochapm" 06po6bika, nionszae
mMeTaneBux 6oykax ans nepBuHHA
chapmaL,eBTU4YHOro ynakoBka,
3acToCyBaHHsA BTOPUHHA
ynakoBka,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
CVIMPAI3 AT,
HimeuuunHa;
Brpo6HMLTBO
(cuHTE3):
NAHKCECC
Loiunang Mv6X,
HimeuyunHa
16. MIKA®YHIH-TEBA NOPOLUOK A/19 PO3UNHY TOB «TeBa YkpaiHa AkTasic ITani ITania peecTpauist Ha 5 pokis 3a He UA/18945/01/01
Ans iHndysii, 50 mr, no 1 YKpaiHa» C.n.A. peyenmom nionsizae

¢hnakoHy 3 NOPOLLKOM Y
KapTOHHIlA KOpooLi

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsiaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cCTaHOBUTL: 3rigHO
3i cTpokamu,




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3a3HayYeHMuN y
nepiofMYHOCTi NofaHHsA
perynsipHux 3BiTiB 3
6esneku.

17.

MIKA®YHIH-TEBA

NOPOLLOK A/15 PO3YUHY
Ans iHdysii, 100 mr, no
1 chnakoHy 3 NOPOLLKOM
Y KapTOHHii Kopobuj

TOB «TeBa
Ykpaina»

YKpaiHa

AkTasic ITani
C.n.A.

ITanisa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18945/01/02

18.

HI®EKAIH

KpeMm pekTasibHuii, no 30
I Kpemy y Ty6i 3
KoBnaykom; no 1 Ty6iy
KOMMNIEKTi 3 KaHnew y
KapTOHHI Kopoobui

Hbto.®a.[em.
C.p.n.

ITanis

Hblo.®a.em.
C.p.n.

ITanisa

peecTpauist Ha 5 pokis
MepiognyHICTb NOgAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy

3a
peyenmom

He
nionsieae

UA/18946/01/01
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
19. OKCUTOLUVH nopoLUoK (cybeTaHuis) y AT "BIOJTIK" Ykpaina AT "T'piHoekc" Natsis peecTpauist Ha 5 pokis - He UA/18947/01/01
nonieTnIeHoBmX nionszae
KOHTeliHepax ans
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
20. NONIMANMBTO3HUN MOPOLLIOK (Cy6CcTaHLis) y Ap. Naynb HimeuyunHa Op. Naynb Himeuunna peecTpauisi Ha 5 pokis - He UA/18948/01/01
KOMMJNEKC 3ANI3A nosnieTuIeHoBnxX JlomaHH T'M6X eHf JNlomaHH M'M6X eHf niosnsieae
rigPokcumay naketax gns Ko. KraA Ko. KraA
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
21. PYMNA®IH Tabnetku no 10 mr; no AnBoreH ®apma Bonrapis X. YPIAY | IcnaHis peecTpauist Ha 5 pokis 3a He UA/18949/01/01
10 TabneTok y 6nicTepi; TpeigunHr KOpon KOMMAHbA, C.A. peyenmom nionsizae
no 1 6nictepy B OTOB MepiognyHICTb NofAHHSA
KapTOHHI KopoobLi perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
22. CY®EHTAHINY MOPOLLOK (CybcTaHuis) y ToBapucTBo 3 Ykpaina MAK®APTAH Benuka peecTpadisi Ha 5 pokis - He UA/18950/01/01
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Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
LUNTPAT nosnieTuIeHoBMX 06MexeHo CMIT NIMITEL, BpuTaHis niosnsieae

nakeTax gnisa BiANOBiAA/IbHICTIO

hapMaLeBTUHHOIO "XapkiBcbke

3acTocyBaHHS thapmaueBTUYHe

nignpMeEMCTBO
"340poB'a
Hapozy”

B.o. l'eHepanbHOro gupekropa Ainpekropary

chapmaueBTUUHOro 3a0e3nevyeHHsA

12

IBaH SAABOPHUX




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. ATOPBAKOP® TabneTku, BKpUTI AT "®apmak” Ykpaina AT "dapmak” YkpaiHa nepepeecTpawis Ha 3a He UA/15677/01/01
NAiBKOBOK 060/IOHKOIO, He0bMeXeHWi TepMiH peuenmom nionsieae

no 10 wr; no 10
TabneTok y 6nictepi; no
3 abo 6 bnictepis y
nauui

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeNYHOro
3aCTOCyBaHHS
nikapcbKoro 3acoby B
po3ginax
"®apMaKoorivHi
BracTmsocTi",
"MokazaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHs rpygaro”,
"Cnocib 3acTtocyBaHHs
Ta fo3smn”, "Mo6iuHi
peakuii” BignoBigHo A0
iHchopMmauit
pedyepeHTHoro
NiKapcbKoro 3acoby
Ninpumap/Liprimar,
TabneTku, BKpUTI
NAiBKOBOK 060I0HKOIO,
10mr, 20mr, 40mr, 80 mr.

MepioAnyHICTb NOAAHHS
perynsipHo
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

ATOPBAKOP®

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 20 mr; no 10
TabneTok y 6nictepi; no
3 abo 4 6nictepn y
nauui

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax
"®apMaKoorivHi
BN1aCTVBOCTI",
"MMoka3aHHA",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"Cnoci6 3acTtocyBaHHs
Ta gosun”, "TMoGiyHi
peakuii” BignosigHo Ao

3a
peyerimom

He
nidnsieae

UA/15677/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

iHchopMmauit
pedyepeHTHOoro
NiKapcbKoro 3acoby
Ninpumap/Liprimar,
TabneTku, BKpUTI
NAiBKOBOK 060I0HKOIO,
10mr, 20mr, 40mr, 80 mr.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

ATOPBAKOP®

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 40 mr; no 10
TabneTok y 6nictepi; no
3 6nictepu y nauui

AT "®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeNYHOro
3aCcTOCyBaHHSA
niKapcbkoro 3acoby B
po3ginax
"®apmakonorivHi
B/1acTmMBoCTi",
"Moka3aHHA",
"B3aemogis 3 iHWMMKn
niKkapcbknmy 3acobamu

3a
peyenmom

He
nionsieae

UA/15677/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogysaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "MoGiyHi
peaxuii” BignosigHo A0
iHdpopmauii
pedoepeHTHOro
nikapcbKoro 3acoby
Ninpumap/Liprimar,
TabneTkn, BKPUTI
N/1iBKOBOK 060/10HKOI0,
10wmr, 20mr, 40mr, 80 mr.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

ATOPBAKOP®

TabneTkn, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 80 mr no 6 TabneTok
y 6nicTepi; no 5

AT "®dapmak”

YKpaiHa

AT "dapmak”

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/IEHO iH(hopMmaLLito

3a
peyenmom

He
nionsieae

UA/15677/01/04
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
6nicTepiB y nauyuj 3 B IHCTPYKUiT Ans
KapTOHY MeaNYHOro
3acToCyBaHHs
nikapcbkoro 3aco6y B
po3ginax
"®apMaKosoriyHi
BNacTuBOCTi",
"MokasaHHA",

"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"Cnoci6 3acTocyBaHHs
Ta pgosu", "Mob6iyHi
peakuii" BiAnoBigHo A0
iHGhopMmawii
pedyepeHTHOoro
nikapcbKoro 3acoby
Ninpumap/Liprimar,
TabneTku, BKpUTI
NNiBKOBOK 060I0HKOIO,
10wmr, 20wmr, 40wmr, 80 wmr.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ/IOBAHOI O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHs 2016 poky Ne
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MO (30 mkr),1 donakoH 3
MOPOLLKOM Y KOMNEKTi 3
1 amnynoto 3
PO3YMHHMKOM no 1 mn
(Bofa ans iH'ekuiii
cTepwbHa) y 6nictepi;
no 1 6nictepy y nauui 3
KapToHy; 4 hnakoHm 3
MOPOLLKOM Y KOMMN/IEKTi 3
4 amnynamu 3
PO3YMHHMKOM no 1 mn
(Bofa Ans iH'ekuili
cTepwunbHa) y 6rictepi;
no 1 6nictepy y nauui 3
KapTOHY

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeNYHOro
3aCcTOCyBaHHSA
niKapcbkoro 3acoby B
po3ginax
"®apmakonorivHi
B/1ACTMBOCTI"
(peparyBaHHs TeKkCTy),
"lMoka3aHHA"
(peparyBaHHsl TEKCTY),
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta 4o3un"
(yTOuHeHHs iHdopmauii
3 6e3nekn), "MobiuHi
peakuii”, "HecyMicHicTb",
"Ynakoska"
(peparyBaHHs1 TEKCTY
6e3 3MiHK iHdhopmalLlii)
BignoBigHO Ao
iHbopmaLii cToCoBHO
6e3neku, sika 3a3HaveHa
B Martepianax
peecTpauiiHoro Aocbe.
PekomeHgoBaHo 0
3aTBEPKEHHS KOPOTKY
XapakTepucTuky
nikapcbKoro 3acoby.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.
5. BET®EP 1a MN/NOC NMOPOLUOK A1 PO3UUHY TOB "®3 Ykpaina TOB "$3 YkpaiHa MepepeecTpauis Ha 3a He UA/15462/01/01
Ans iH'ekuii no 6000000 "BIO®PAPMA" "BIOPAPMA" HeobMeXeHul TEpPMIH. peyenmom nionsieae
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3neku.

BYTONAP®

PO34unH NS iH EKLin, 2
mr/mn; no 1 ma po3unHy
B amnyni; no 5 amnyny
KaceTi; no 1 kaceTi y
naJi 3 KapToHy

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYUIA
LeHTp
"BopuyariscbKuii
Ximiko-
chapmaLeBTUYHNI
3aBog”

YkpaiHa

My6niuHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUYNIA
LieHTp
"BopuiariBcbkuii
Ximiko-
thapmaLeBTNYHWMIA
3asop"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
o0 6e3neku aitoyoi
PeyoBMHM Ta 3rigHo 3
6e3MeKot0 JONOMKHUX
PEYOBUH Yy po3ainax
"bapmakoTepaneBTMyHa
rpyna" (yTOYHEHHs
dhopmy oBaHHS),
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
roflysaHHa rpyaao”
(yTouHeHHs iHchopmawii)
Ta "Mo6iuHi peakuii".

3a
peyenmom

He
nionsieae

UA/15461/01/01

19




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

BEH/TA®AKCUH

Tabnetkv no 75 mr, no
10 TabneTok y 6nicTepi;
no 3 6nictepun y naui 3
KapTOHY

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3gaini "OcobmBocTi
3acTocyBaHHA"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
o0 6e3neku aitoyoi
PeyoBUHM.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,

3a
peyerimom

He
nidnsieae

UA/15569/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

FNIPVA,

TabneTku no 2 mr, no 10
TabneTok y 6nictepi; no
3 6ricTepn B KAPTOHHIi

KopooLi

CaHpo3
dapmacboTikan3
a.4a.

CnoBeHis

Nek C. A.
(BMPOGHMLTBO 3a
MOBHUM LMK/IOM;

nakyBaHHs, BUMYCK
cepii)

MonbLua

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posainax
"®apMaKkonorivHi
BNacTMBOCTI"
(yTOYHeHHs iHdhopmauii),
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nuBoCTi
3actocyBaHHs", "INoGiYHi
peaxuii” BignosigHo A0
OHOB/IEHOT iHdhopMaLlii 3
6e3nekn 3acTocyBaHHs
Lit040T PeYOBUHN.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iCHeHHs

3a
peyenmom

He
nionsieae

UA/5824/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

FNIPUA,

Tabnetku 3 mr, no 10
TabneTok y 6nictepi; no
3 6ricTepy B KAPTOHHIi
KopoobLi

CaHpo3
dapmacbloTikans
a.8.

CnoBeHis

Nek C. A
(BMpPOGHMLTBO 3a
NOBHWUM LIK/IOM;

nakyBaHHs, BUNYCK

cepii)

MonbLwa

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTpYKUii Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BNacTuBoCTi"
(yTouHeHHs iHdopMaLii),
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs", "INo6iYHi
peakuii" BiAnoBigHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekn 3acTocyBaHHsA
Lit0Y0T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0

3a
peyerimom

He
nionsieae

UA/5824/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3neku.

10.

rAIPL,

Tabnetku no 4 mr; no 10
TabneTok y 6nictepi; no
3 6nicTepy B KAPTOHHIl

KOpOoO6Li

CaHpo3
dapmacbloTikan3

A

CnoBeHis

Nexk C. A.
(BMpOGHMLTBO 3a
NMOBHUM LMK/IOM;

nakyBaHHS, BUNYCK
cepir)

Monba

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
B [HCTpYKUji gns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
BnacTusocTi"
(yTOUYHeHHs iHdhopmauii),
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6mBocCTi
3acTocyBaHHs", "Mo6iYHi
peakujii" BiANOBIAHO A0
OHOBNEHOT iHthopmMaLi 3
6e3nekn 3acTocyBaHHs
Ail040i PEYOBUHY.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOrO 3BITY 3

3a
peyenmom

He
nionsieae

UA/5824/01/04
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
11. EK3EMECTAAH TabneTkn, BKpUTI Akkoppg, Xenckea Benuka BMPOGHMLTBO IHais/ nepepeecTpawis Ha 3a He UA/15435/01/01
AKKOPJ, 25 N1iBKOBOK 060JIOHKOIO, nrp BpuTtaHis roToBOro Benuvka HeobMexeHuii TepMiH peyenmom nionszae
no 25 wr; Ne 15: no 15 nikapcbkoro BpuTaHis/
TabneTok y 6nictepi; no 3aco6y, NepBuHHA, Icnanis/ OHOB/EHO iH(hopmaLLito
1 6nicTepy B KApTOHHiiA BTOPVHHA YropumHa/ B IHCTPYKLU|i ans
kopo6ui; Ne 30: mo 15 ynakoBka, Yexis MeANYHOro
TabneTok y 6nictepi; no KOHTPO/b AKOCTI 3acTOCyBaHHSA
2 6nicTepy B KAPTOHHIi cepil: niKapcbKoro 3acoby
kopo6ui; Ne 90: mo 15 IHTAC oo 6e3neku
TabneTok y 6nictepi; no PAPMACBIOTUK [OONOMDKHUX PEYOBUH Y
6 6nicTepiB B KAPTOHHIlA ENC NIMITEL, po3gini "OcobnusocTi
kopo6ui; Ne 100: no 10 IHAis; 3acTocyBaHHs".
TabneTok y 6nictepi; no BTOPVHHE
10 6nicTepis B nakyBaHHs: MepioanyHICTb NoAaHHSA
KapTOHHI kopobu;. AKKOP[, perynsipHo
XENCKEA OHOBJ/IOBAHOTO 3BITY 3
NIMITEL, Benuka 6e3neku, BigNOBIAHO A0
BputaHis; Mopsaky 34iACHEeHHS
BTOPUHHE chapmakoHarnsgy,
naKyBaHHs: 3aTBEPKEHOr0 Haka3oMm

AKKOP[I-tOKEW
NIMITEL, Benuka
BpuTaHis;
KOHTPO/Ib SKOCTI:
JIABOPATOPI

MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
OYHOACIO JAY, Ykpainu 29 ciuns 2007
Icnanis; poky 3a Ne 73/13340 (y
KOHTPO/b SIKOCTI: pefakuii Hakasy
ACTPOH MiHicTepcTBa OXOPOHU
PECbOPY 370pOB'A YKpaiHu Bif 26
NIMITEL, Benuka BepecHs 2016 poky Ne
BpuTaHis; 996), CTaHOBUTb: 3riHO
KOHTPOb AKOCTI: 3i cTpokamu,
BeccniHr XaHrepi 3a3HavYeHNMn y
KdoT., YropwuHa; nepiognYHOCTI NOAAHHSA
KOHTPO/b SKOCTi: perynsipHux 3BiTiB 3
TOB AJIC Yecbka 6e3nekxu.
Pecny6nika,
Yexis;
KOHTPO/1b SIKOCTI:
ANC
NABOPATOPIC
(FOKE) NIMITEL,
Benvika bputaHis;
BiANOBIAabHUIA 3a
BUNYCK cepil:
AKKOP/,
XE/ICKEA
NIMITEL,
BE/TIMIKA
BEPUTAHIA
12. KOHTPAXICT TabneTkn, BKpUTI AT "Apgawvep, Monbwa nepBuHHE Ta Monbwa nepepeecTpauis Ha 6e3 nionsizae UA/15823/01/01
ANEPXKI® NNiBKOBOK 060/IOHKOIO, dapma" BTOPVHHE HeobMeXeHW TepMiH peuenma
no 5 mr no 10 TabneTok nakyBaHHs,

y 6nicTepi; no 1
6nicTepy B KapTOHHiIl
KopobUi; no 7 TabneTok
y 6nicTepi; no 1
6nicTepy B KApTOHHiIl
KopoobLi

KOHTPO/b AKOCTI
Ta BUNycK cepi:
AT "Apgawveq
$apma”, MNonbLua;
BUPOBHULTBO,
nepBuHHE Ta
BTOPUHHE
naxkyBaHHs:
AT "Apgawveq
Papma”, MonbLua

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeNYHOro
3acToCyBaHHsA
nikapcbkoro 3acoby y
posginax:
"3acTocyBaHHs y nepiof
BariTHoCTi abo
rogyBaHHs rpyanro”,
"3paTHiCTb BNMBaTU Ha
LWBUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWMMKX MexaHi3Mmammn",
"Mo6iuHi peakwii"
BignoBigHO Ao
iHdhopmauii wono
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MeANYHOro
3aCTOCyBaHHSA
pedoepeHTHOro

nikapcbKoro 3acoby

(KCU3AN ®,Tabnetku,

BKPUTi NMiBKOBOKO
060/10HKOHD).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

13.

KCEOMIH

MOPOLLIOK A/ PO3YNHY
Ans iH ekuiin, no 100
LD50 oguHuup; 1
dpnakoH 3 NOPOLUKOM Yy
KapTOHHI Kopo6Lyi

Mepu
dapmacbloTikan3
M6X

HimeuunHa

BVPOGHMLTBO
Hepo3ghacoBaHOro
NPOAYKTY,
BMMPOGYBaHHSA
KOHTPO/IO SKOCTi B
npoveci
BMPOGHMLITBA,
KiflbKiCHe
BU3HAYEHHSA Ha
OCHOBI KNITUH,

HimeuunHa/
Ipnangis

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
niKapcbkoro 3acoby B
po3gini "Mob6iuni peaxuii"
BignoBigHO Ao

KinbKicHe iHbopmaLii cToCoBHO
BM3HAYEHHSA 6e3neku, sika 3a3HaveHa
BoTyniHiyHoro B Marepianax
HeipoTOKCUHY peecTpaLiiHoro AocbeE.

Ba peyernmom

He
nionsieae

UA/15447/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Clostridium
Botulinum tuny A MepioagnyHiCTb NoAaHHSA
(ELISA), perynsipHo
nepBuHHE OHOB/IIOBAHOTO 3BITY 3
nakysaHHsa: MepL, 6e3neku, BigNoBigHO A0
dapma 'v6X i Ko. Mopsiaky 34iiCHEHHS
KlraA, HimeuunHa; thapmakoHarnagy,
BVMPOGHULTBO 3aTBEPKEHOr0 Haka3oMm
Hepo3dhacoBaHOro MiHicTepcTBa OXOpPOHM
NpoaykTy, 3[10pOB’A YKpaiHu Big 27
BMNPOGYBaHHSA rpyaHa 2006 poky Ne
KOHTPOJIO SIKOCTi B 898, 3apeecTpoBaHoOro B
npoueci MiHicTepcTBi tocTuuii
BMPOGHULITBA, YkpaiHu 29 ciyns 2007
BMNPOOYBaHHSA poky 3a Ne 73/13340 (y
KOHTPO/IIO AKOCTI pejakuii Hakasy
npu BUNYCKY Ta MiHicTepcTBa 0XOpOHYU
cTabinbHoCTI, 3[,0pOB'st YKpaiHu Big 26
nepBuHHe Ta BepecHsa 2016 poky Ne
BTOPUHHE 996), cTaHOBUTb: 3rifHO
nakysaHHs: |0T 3i cTpokamu,
Bionorika Mm6X, 3a3HavyeHVMun y
HimeuuuHa; nepioguyYHOCTi NOAAHHSA
BTOPVIHHE perynsipHmx 3BiTiB 3
nakyBaHHs, BUNYyCcK 6e3neku.
cepii: Mepy,
dapma 'v6X i Ko.
KlraA, HimeuunHa;
BMNPOGYBaHHSA
LD50 (kinbkicHe
BU3HAYEHHS
6ionorivyHoi
aKTMBHOCTI): JIOT
Na6opaTtopist
dapmakonorii Ta
Toxkcurkonorii
v6X Ta Ko.KT,
HimeuunHa,
Yapnb3 Pisep
Na6opaTopi3
Alineng Nivites,
Ipnangis
14. KCEOMIH NOPOLUOK A1 PO3YUHY Mepuy, HimeuuunHa BMPOGHMLTBO HimeuunHa/ nepepeecTpawis Ha Ba peyernmom He UA/15447/01/01
[ANst iH ekuild, no 50 PapmacbloTikan3 Hepo3cacosaHoro Ipnangis HeobMexeHuii TepMiH nionsi2ae
LD50 oguHuup; 1 M6X NpoaykTy,
(01aKOH 3 MOPOLLKOM Y BMNPOGYBaHHSA OHOB/IEHO iH(hopMmaLLito
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
KapTOHHI Kopo6Lyi KOHTPOJIO SIKOCTi B B IHCTPYKUiT Ans
npoueci MeaNYHOro
BMPOGHMLITBA, 3aCTOCyBaHHSA
KinbKicHe nikapcbkoro 3aco6y B

BM3HAYEHHS Ha
OCHOBI KNiTWH,
KinbKicHe
BM3HAYEHHS
BoTyniHiuHoro
HEeNpPOTOKCUHY
Clostridium
Botulinum Tuny A
(ELISA),
nepBUHHE
nakyBaHHs: Mepu,
dapma 'm6X i Ko.
KlraA, HimeuunHa;
BUPOGHMLTBO
Hepo3dacoBaHoro
npoaykTy,
BMNPOOYBaHHSA
KOHTPO/O SIKOCTi B
npoveci
BMPOBGHMLTBA,
BMNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI
npu BUMYCKY Ta
cTabinbHOCTI,
nepBUHHE Ta
BTOPWHHE
nakysaHHs: 14T
Bionorika TM6X,
HimeuumnHa;
BTOpPWUHHE
nakyBaHHs, BUMYCK
cepii: Mepy,
dapma 'm6X i Ko.
KlraA, HimeuunHa;
BMNPOOYBaHHSA
LD50 (kinbkicHe
BM3HAYEHHS
6ionorivyHoi
aKkTmBHocTi): 1IOT
Nab6opaTtopis
dapmakosorii Ta
Tokcukonorii

po3gini "Mob6iuHi peaxuii”
BignoBigHO Ao
iHbopmaLii cToCoBHO
6e3neku, aka 3a3HayeHa
B MaTepianiax
peecTpaLiiHoro AoCbe.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
v6X Ta Ko.KT,
HimeuunHa,
Yapnb3 Pisep
Na6opaTopi3
Alineng Nivites,
Ipnangis
15. HEBIBONO/N Tabnetkn no 5 mr no 7 CTALA HimeuuunHa CTALA HimeuunHa nepepeecTpawis Ha 3a He UA/14970/01/01
CTAOA® TabneTok y 6nictepi; no ApuHaiimiTTens ApuHaiimiTTens HeobMeXeHW TepMiH peyenmom nionsizae
4 6nicTepun y KapTOHHIi Al Al

KopoobLi

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax: "lMNokasaHHA",
"3acTocyBaHHs y nepiof
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"Cnoci6 3acTtocyBaHHs
Ta gosun”, "Mo6iyHi
peaxuii” BignosigHo A0
iHchopmawii Lwopo
MeAnYHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(HEBINET, Tabnetkn).

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
37,0p0B's YKpaiHu Bif 26
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
16. HOOBYT® IC 100 nopoLlIoK aNs ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpavis Ha 6e3 nionsieae UA/8831/02/01
opasibHOro po3unHy, 100 [04aTKOBOIO [04aTKOBOO HeobMeXeHWi TEpPMIH. peyenma
Mmr/gosy; no 2,5ry BiANOBIAA/TLHICTIO BiANOBIAA/IbHICTIO OHOB/EHO iH(hopmaLLito
calue; no 10 cawe y "IHTEPXIM" "IHTEPXIM" B IHCTPYKUiT Ans

nauuj 3 KapToHy

MeNYHOro
3aCTOCyBaHHsA
nikapcbKoro 3acoby
BignoBigHO Ao
pedyepeHTHoro
nikapcbKoro 3acoby
(Hoochen®100,
HooheH®500, nopoLok
[ON15 OpasibHOro
po34KHy) y posginax
"®apMaKkonorivHi
BracTmBocTi”,
"Moka3aHHa" (YTOUHEHHS
iHhopmawi),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
abo iHwWi Buan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHs", "Cnoci6
3aCToCyBaHHA Ta f03n",
"MMepepno3yBaHHA" Ta
"MobiuHi peakwyji.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne

30




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

17.

HOOBYT® IC 500

MOPOLLIOK A5
opasibHOro po3syuHy, 500
mr/gosy; no 2,5ry
calue; no 10 cawe y
naJi 3 KapToHy

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BIANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.
OHoBEeHO iHhopmaLo

B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby
BignosigHo oo
pedyepeHTHOro
nikapcbKoro 3acoby
(Hoothen®100,
HoodheH®500, nopoLuok
ON19 OpasibHOTO
pO34urHy) y po3ginax
"®apMaKoorivHi
BN1ACTVBOCTI",
"Moka3aHHs" (YTOYHEHHS
iHdpopmauii),

"MpoTunokasaHHA",

"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
abo iHWi B1An
B3aemogijin",
"Ocob6nuBocCTi
3actocyBaHHs", "Cnoci6
3aCToCyBaHHsA Ta 403n",

"Mepepno3yBaHHA" Ta

"Mo6iuHi peakwyji.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOrO 3BITY 3

6e3
peyenma

nidnsieae

UA/8831/02/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

18.

MPAMIMNEKCON IC

Tabnetku no 0,25 Mr no
10 TabneTok y 6nictepi;
no 3 6nictepu B nayuj 3
KapTOHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

MepepeecTpauis Ha
HEo6MeXeHU TepMiH.
OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3acToCyBaHHsA
nikapcbKkoro 3acoby y
po3ginax
"bapmakoTepanesTMyHa
rpyna" (LLoao Hassw),
"®apMaKoorivHi
BN1aCTVBOCTI",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHsA y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBToTpaHcnopTomM abo

3a
peyenmom

He
nionsieae

UA/15526/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

HLWIMMKX MexaHi3Mmamm®,
"Cnoci6 3acTtocyBaHHs
Ta gosun”, "TMo6iyHi
peaxuii” BignosigHo A0
iHdpopmauii
pedoepeHTHOro
nikapcbKoro 3acoby
(MIPANEKC®, Tabnetku
no 0,25 mr; no 1 mr).

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

19.

NPAMIMEKCON IC

Tabnetku no 1 mr no 10
TabneTok y 6nictepi; no
3 6nictepn B navui 3
KapTOHY

ToBapucTso 3
[04,aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[0,aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TEpPMIH.
OHOB/EHO iH(hopmaLLito

B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sainax
"GapmakoTepanesTnyHa
rpyna" (LWoAo Ha3sw),
"®apmakonorivHi
B/1acTMBOCTI",

3a
peyerimom

He
nidnsieae

UA/15526/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"B3aemopis 3 iHWMMKN
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHs rpygaro”,
"3paTHICTb BNIMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
HLWMMKU MeXaHi3mamn®,
"Cnoci6 3acTocyBaHHs
Ta pgosu", "Mob6iyHi
peakuii" BiAnosigHo A0
iHGhopMmawii
pedyepeHTHOoro
nikapcbKoro 3acoby
(MIPAMNEKC®, Tabnetkn
no 0,25 wmr; no 1 mr).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6e3neku.

20.

PEMUKENA®

niogpinizaT Ana po3unHy
Ans iHdysin no 100 wr,
1 chnakoH 3 NOPOLUKOM Y
KapTOHHI Kopobuj

TOB "[J)XOHCOH i
[>KOHCOH YkpaiHa"

Ykpaina

BUMNYCK Cepii:
FAHcceH
Balionomxukc
B.B., Higepnanau;
BMPOGHMLITBO 3a
MOBHUM LMK/IOM:
Cinar Arl',
LLiseiiuapis

Higepnangun/
LLiBeiuapis

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHS
nikapcbkoro 3aco6y B
po3gini "Mo6iyni peaxuii”
BiANoBIgHO A0
iHchopmawii cTocoBHO
6e3neku, ska 3a3HaveHa
B Marepianax
peecTpauiiHoro J0CbeE.

MepioagnyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/4904/01/01

21.

cnionTo®
PECNIMAT®

PO34MH NS iHransauiin no
2,5 MKr/2,5 mkr; o 4 mn
y kapTpuaxi (60
iHranauin); no 1
KapTpuaKy B KOMMEKTI
3 1 iHranssiTopom

BepiHrep
IHrenbxaiim
IHTepHewwHN MTM6X

HimeyunHa

BMPOGHMLTBO,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Ib SKOCTI
Ta BUMyCK cepili
NiKapcbKkoro

Himeyunxa/
CnonyyeHe
KoponiscTBo
Benukoi
BputaHii Ta
MiBHiYHOT

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

MepioAnyHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOIO 3BITY 3

3a
peyerimom

He
nionsieae

UA/15523/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
PecnimaTt® y kapTOHHili 3acoby: Ipnangii 6e3neku, BignoBigHO A0
Kopoo6Li Bepinrep Mopsaaky 34iiCHeHHs
IHrenbxanm hapmakoHarnagy,
dapma 'm6X i Ko. 3aTBEPAXXEHOro HakasoM
K, HimeuuunHa; MiHicTepcTBa 0OXOpPOHU
KOHTPO/Ib SKOCTi 34,0pOB’sl YKpaiHu Big 27
3a BUK/TIOYEHHAM rpyaHsa 2006 poky Ne
nokasHuka 898, 3apeecTpoBaHoro B
"Mikpo6ionoriyHa MiHicTepcTBi tocTuuii
yucrora™ Ykpainu 29 ciuns 2007
KoBeHc poky 3a Ne 73/13340 (y
Na6opaTtopic /1T4,., pefakuii Hakasy
Cnony4yeHe MiHicTepcTBa OXOPOHU
KoponiscTBo 37,0pOB's YKpaiHu Bif 26
Benvkoi bputaHii BepecHs 2016 poky Ne
Ta lMiBHIYHOI 996), cTaHOBUTb: 3riHO
IpnaHa;i; 3i cTpokamu,
KOHTPO/b AKOCTI 3a3HaveHmMn y
3a NOKa3HNMKOM nepioANYHOCTI NoJaHHA
"Mikpob6ionoriyHa perynsipHux 3siTis 3
yucrorta™ 6e3nekxu.
CIC IHcTutyT
PpeseHiyc MM6X,
HimeuumnHa;
Na6op NIC CE &
Ko.KT", HimeuuunHa;
KOHTPO/b AKOCTI
3a BUK/IOYEHHAM
nokasHuKa
"Mikpob6ionoriyHa
yacrora™
Kyacaap M'm6X,
HimeuunHa
22. CTEHAOPA Tabnetku no 50 mr Ne2 Bisyc, IHK. CLWA CaHodi BiHTpon PpaHuis nepepeecTpawis Ha 3a He UA/15349/01/01
(2x1) a6o Ne4 (4x1): no IHpacTpia HeobMexeHuii TepMiH peyenmom nionsi2ae

2 abo no 4 Tabnetkn B
6nicTepi, no 1 6nictepy
B KAPTOHHIli KOpOGL

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sainax
"GapmakoTepanesTnyHa
rpyna" (pegaroBaHo
TekcT), "MobiuHi peakwi”
BignosigHoO Ao
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

iHbopmaLii cToCoBHO
6e3neku, aka 3a3HayeHa
B MaTepiasiax
peecTpauiiHoro Aocbe.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

23.

CTEHAPA

Tabnetku no 100 mr Ne2
(2x1) abo Ne4 (4x1): no
2 abo no 4 TabneTtkn B
6nicTepi, no 1 6nictepy
B KapTOHHIi Kopo6Lyi

BiByc, IHK.

CLWA

CaHodpi BiHTpon
IHoacTpia

®paHuis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"bapmakoTepanesTMyHa
rpyna" (pegaroBaHo
TekcT), "MobiuHi peakw,ii”
BignoBigHO Ao
iHbopmaLii cToCoBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpauiiHoro Aocbe.

3a
peyenmom

He
nionsieae

UA/15349/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

24,

CTEHAPA

Tabnetkv no 200 mr Ne2
(2x1) a6o Ne4 (4x1): no
2 abo no 4 TabneTtku B
6nicTepi, no 1 6nictepy
B KapTOHHIi Kopo6Lyi

Bisyc, IHK.

CLWA

CaHodpi BiHTpon
IHpacTpia

®paHuis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"PapmakoTepaneBTnyHa
rpyna" (pegaroBaHo
TekcT), "TMo6iuHi peakuii”
BiANoBIgHO A0
iHchopmawii cTocoBHO
6e3neku, ska 3a3HaveHa
B Marepianax
peecTpauiiHoro J0CbeE.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOrO 3BITY 3

3a
peyerimom

He
nidnsieae

UA/15349/01/03
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1

6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

B.o. l'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOro 3abesneyvyeHHs
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, 040 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

Ne
n/n

Ha3ssa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKA

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

L-NIBNHY
ECLUMHAT®

pO34uH A5 iH'eKUiiA, 1
Mmr/Mn no 5 mn B amnyni,
no 5 amnyn y 6nictepi,
NOKPUTOMY M/iBKOIO, MO
2 6nictepu y nayui

MAT "Tannudapm”

YKpaiHa

MAT "Tannudpapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHu | TUNY - 3MiHN 3
AKOCTi. A®Il. KoHTposb A®I. 3miHa
y napameTpax cneuudikadii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHUX y cneyndikauisx Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHMLTBA ADI (iHLUI 3MiHW)
CynyTHSA 3MmiHa
3MiHun 3 sikocTi. A®Il. KoHTponb
A®l. 3miHa y meTogax
BunpobyeaHHA APl abo BUXigHOTO
mMaTtepiany/npomiKHOro
npoayKTy/peareHTy, Lo
BVKOPUCTOBYETLCA Y NpoLieCi
BMpo6HMLUTBa AP| (HE3HAYHI 3MiHM
y 3aTBEPMKEHNX MeTodax
BUNPOBYBaHHA) — BHECEHHS 3MiH Y
peecTpauiiiHe gocke N3 L-ni3nHy
ecumHaT®, po3unH ANns iH'ekui, 1
Mr/MA, a came NpuBefEeHHS
KpUTepiiB NPUIAHATHOCTI N. «MBY»
B creuudikavjii/meTogax
BuNpobysaHHsA fo EP/A®Y ana
Al ecumHoBa cinb 2,6-
JiamiHorekcaHoBOI K1cnoTu,
nopoLUoK (cybcTaHLis)

3a peyenmom

UA/2131/01/01

L-NMIBNHY
ECUMHAT®

pO34MH A1 iH'eKuUii, 1
mr/mn in bulk: no 5 mn B
amnyni; no 462 amnynn
B KOPO6i KApTOHHOMY

MAT "rannucpapm”

YkpaiHa

MAT "Tannucapm”

Ykpaina

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo fonycTUMUX MEX,
BM3HAYEHMX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NpoLeci

UA/9507/01/01

40




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMLUTBA ADI (iHLLI 3MiHW)
CynyTHA 3MiHa
3MiHu 3 siKocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTtepiany/npombKHOro
npoayKTy/pearenTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHK
y 3aTBEPKEHNX MeTodax
BUNPOOYBaHHSA) — BHECEHHS 3MiH Y
peecTpauiiiHe gocke M3 L-nisuHy
ecumHaT®, po3unH A4Ns iH'ekuin, 1
Mr/MA, @ came nNpyBeAeHHs
KpUTEPITB NPUAHATHOCTI N. «MBY»
B cneyudikauii/metogax
BMNpo6yBaHHA Ao EP/A®Y ans
A®| ecunHoBa cinb 2,6-
[AiamiHOrekcaHoBOi K1coTu,
nopoLUoK (cybeTaHLUis)

AB''O®EH

Tabnetkun no 400 wmr; no
15 TabneTok y 6nicTepi;
no 2 a6o 4 6nictepu B
KapTOHHI Kopobui

Na6opaTtopii
Bywapa Pekopgari

PpaHuis

Na6opaTtopii
Bywapa Pekopgari

®paHuis

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3MiHa nocTavyasibHVKa
nakyBasibHUX MaTtepianis abo
KOMNIEKTYOUMX (SKLLO 3a3Ha4YeHo
B [OCbE) (3amiHa abo AofaBaHHA
nocTavasibHvKa) - BBEEHHS
[0AAaTKOBOTrO NocTavyasibHMKa
chonbry antomiHiesoii (Constantia
Flexibles Groop (ex Lamp San
Prospero S.p.A.) 4ns nepBUHHOI
ynakoBku (6nictepa)).

6e3 peyenma

UA/5702/01/01

ABACTUH®

KOHLeHTpaT Ans
pO34uHy A1 iHdys3il, no
100 mr/4 mn; no 4 mn
(100 wmr) a6o 16 mn (400
Mr) y doiakoHi; no 1
(h/1aKOHY B KapTOHHiiA

®.XothbdpmaHH-/15
Pow NTg,

LLisefuapis

[KeHeHTekK IHK.,
CLLUA (BMpO6HMUTBO
Hepo3dacoBaHOl
npoaykKuii, NnepBuHHe
nakyBaHHs); PoLu
[OiarHocTrke M'vbX,

CLUA
HimeuunHa
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3MiHu | TUMY - 3MiHU 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y MeTogax sunpobysaHHa A®l abo
BUXiZAHOrO MaTepiany/npomixkHOro
npoAayKTy/peareHTy, Lo

Kopoobui HimeuunHa BVIKOPVCTOBYETbLCS Y NpoLeci
(BMpPOGHMLTBO BMpo6HULTBa API (iHWi 3MiHK Y
Hepo3chacosaHol MeTofax BUNpo6yBaHHsA
npoaykKuii, NnepBuHHe (Bkntovatoun 3amiHy abo
nakyBaHHs, [ONoBHEHHA) Ad®| abo
BTOPVIHHE BUXiAHOTO/NPOMIXHOr0 NPOAYKTY) -
nakyBaHHs, NpoBa)KEeHHS HOBMX CTaHAapTIB
BUNPOOYBaHHSA AN Oilo4ol pevoBUHN

3a peyernmom

UA/16665/01/01
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3 abo no 9 6nicTepis B
KapTOHHI Kopobui

hapmakoHarnsgy. BeefeHHus abo
3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBigansbHoI 3a
3gificHeHHs chapmakoHarnagy
(BKHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIA&/IbHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pefakuis — Ap.
VeHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPOJII0 SIKOCTi Ta 6eBauusymab (HOBWIA MEPBUHHWIA
BUNyCK cepir); CTaHAapTHWIA 3pa3okK (n1oT
®.XodhpbmarH-/15 3261184) Ta BTOPUHHMWIA
Pow /7g, CTaHAapTHWIA 3pasokK (noT
LBeiiLapis 3261185) oTpumaHi 3 nyny Adl
(BnpobyBaHHs 6eBaLm3ymaby naprii
KOHTPOJO SKOCTI BS18020573, BS18020571 Ta
(kpim BUNpo6YyBaHHSA BS18020570). BBeeHHs 3MiH
ineHTudikauii npoTAroM 6-Tv Micuis nicns
6eBauusymacy)); 3aTBEPIKEHHS
®.XohhmaHH-/1a
Pow Jltg,
LlBeiiuapis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKuii, NepBuUHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOIO SIKOCTi Ta
BMNYCK cepii)
5. ABOOAPT Kancynu m'ski nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiiH Monbua BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/1599/01/01
xenatunHosi no 0,5 mr no Ekcnopt flimiteq BpuTanis PapmacboTUKan3 marepianis: 3MiHW | TUMY - 3MiHW
10 kancyn y 6nictepi; no C.A Loao 6e3nekn/edeKTMBHOCTI Ta
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chnakoHi; no 1 donakoHy
B KapTOHHIi Kopo6uyi

nakyBaHHs i3 in bulk
PipMu1-BUPOGHMKA
Takega 'm6X, micue
BMPOGHMLTBA
OpaHieHbypr,

MeTOZiB KOHTPOJIO AKOCTI
nikapcbKoro 3acoby, a came:
BMKaEHHS TEKCTY AEPXKABHO
MOBOHO 3TijHO Cy4acHUX BUMOT.
BBefeHHA 3MiH NpoTsrom 6

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a
thapmakoHarnag. 3MiHa Homepy
Ta MiCLLe3HaxOpKeHHs1 macTep-
dpaiina
6. AJQANTON® Tabnetkun no 500 mr; no AT "OnaitHcpapm” Natsis AT "OnaiiHdapm" Nartsis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/2785/01/01
10 TabneTok y 6nicTepi; Marepianis: 3miHu | Tuny -
no 2 6nictepu B navui BHECEHHS 3MiH [0 po34iny
«MapkyBaHHsa» MKA N3 -
3anponoHoBaHo: MapK1poBkKa.
CornacHo yTBepXaeHHOMY TeKCTy
MapKMPOBKYX; 3MiHW BHECEHO B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby; BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
7. AJANTON® kancynu no 300 mr no AT "OnaiiHcpapm" NaTtsis AT "OnaiiHcpapm” Nartsis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/2785/02/01
10 kancyn y 6nictepi; no mMaTtepianis: 3MiHu | TUNY - 3MiHK
2 6nicTepu B KAPTOHHIl BHECEHO B TEKCT MapKyBaHHS
nauui yNaKoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsLiB MicNsa 3aTBEPAKEHHSA
8. A3ATITIH® Tabnetkn no 1 mr no 10 TOB "ACIHO YKpaiHa [aneHikym Xenc, IcnaHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17013/01/01
TabneTtok y 6rictepi; no YKPAIHA" C.J1., IcnaHis marepianis: 3MiHW | TUMY - 3MiHK
3 6nicTepu y KapTOHHiIN (koHTpOSIb cepii Lwoao 6e3nekn/edeKTMBHOCTI Ta
nauuj (chisuko-xiMiyHWiA) Ta thapmakoHarnagy (iHwi 3MiHn) -
BMNYCK cepii); 3MiHN BHECEHI B TEKCT MapKyBaHHs
€BpoduiHC Ha BTOPWHHI ynakoBL,j
Biochapma MpogakT nikapcbkoro 3acoby y n. 17 IHLUE,
TecTiHr IcnaHis, a came He3HauHi NpaBKu Wo40
C.J1Y, IcnaHia NoroTmny KOMNaHii Ta iHWoT
(koHTpOnb cepii TeXHiIYHOI iHchopmaLii.
(mikpobionoriyHmi
KOHTpONb)); X. Ypiay
i Komnanis, C.A.,
Icnanis
(BUpO6HMLTBO,
nakyBaHHS,
KOHTPO/b cepii Ta
BUNYCK cepii)
9. AKTOBETIH TabneTku, BKpUTI TOB "Takega YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/16098/01/01
060/10HKO10, 10 200 Mr YkpaiHa" PAPM", YkpaiHa HimeyunHa MaTepianis: 3MiHu | Tuny -
no 50 Tabnetok y (BTOPUHHE OHOBJIEHHSA BXe 3aTBepKeHunX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HimeyunHa) MiCsILiB Micnsi 3aTBEPAKEHHS
10. ANEPIK HEO pO34uH opasnbHuii 0,5 tOHina6, Nn CWA OKEHDAPM CA., Ipeuis BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/16526/01/01
mr/Mn no 60 mn i 150 mn

y NASALWL; Y KOMIIEKTi 3
MipHOIO NTI0XeYKoto abo 3
MipHUM LUNPULOM B
KapTOHHIA Kopoo6Li

Ipeuis (KoHTponb
AKOCTI, BUMYCK
cepii); TOB OC
dapmauis, MonbLlya
(Bunyck cepii );
PAMAP AB.E.
3ABO/, ABJIOH 48-
i km JEPYXABHOI
JOPOIN A®IHN-
NAMI4, peuis
(Mikpob6ionoriyHuii
KOHTpOsb); PAMAP
A.B.E. 3ABO/[,
ABJTOH 49-i km
JEPXABHOI
LOPOIN A®IHU-
NAMIA, peuis
(Bnpo6HULTBO,
KOHTPO/b AKOCTI
(Pi3nyHiI/XiMiYHI),
nepBuHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii)

marepianis: 3mMiHu | TMny - 3MiHK 3
akocTi. CepTudpikar
BignosigHocTI/TE-cepTudcikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii. -
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChKili
dapmakonei Ne RO-CEP 2014-
302-Rev 02 (3aTBEepmxeHo: RO-
CEP 2014-302-Rev 01) gns Ad|
fAesnopaTajyiHy Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Morepen Laboratories Limited,
India, y Hacnigok HagaHHs 3BITy 3
OLiHKM PU3UKIB CTOCOBHO
eNleMEHTHUX AOMILLIOK. 3MiHu |
TUMy - 3MiHu 3 AKocTi. CepTudikar
BignosigHocCTI/TE-cepTudcpikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/moHorpadii.
MogaHHA OHOBIEHOrO
cepTucpikaTta BiANOBIAHOCTI
€poneiicbkili ®apmakonei Ne R1-
CEP 2014-302-Rev 00 gns A®|
AesnopaTtaguHy Bif BXxe
3aTBEPAKEHOTO BUPOOHMKA
Morepen Laboratories Limited,
India, B pe3ynbTaTi OHOBEHHSA
CEP BignosigHo go Monitukn
EDQM oauH pa3 Ha 5 pokiB. 3MiHu
| TMNYy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiii
hapmakonei/moHorpadii -
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChbKili
dapmakonei Ne R1-CEP 2013-
231-Rev 01(3aTBEepmxeHo: RO-
CEP 2013-231-Rev 01) gns AdI
fAesnopaTajyiHy Bifl BXe
3aTBEPAKEHOr0 BUPOGHMKa Sun
Pharmaceutical Industries Limited,
Y HacnifoK BUAANIEHHS OJHIET 3
NPOMIXXHUX BUPOBHUUNX AiNbHULb
Mylan Laboratories Limited; niTi

SIK e/leMeHTHa gomiwka B ICH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Q3D HaBMUCHO BMPOBaKEHNI y
BMPOGHMLITBO PEYOBWHY; Nepiog,
NMOBTOPHOrO TECTYBaHHSA
OHOB/IEHUIA A0 60 MicsuiB.
11. ANOKCI® PO34MH ON8 iH KL, XENCIHH BIPEKC IpnaHgis DAPEBA MAY, ®paHuin BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16037/01/01
250 mkr/5 ma; no 5 mny PAPMACBIOTIKAN ®paHuia IpnaHgjs marepianis: 3MiHW | TUMY - 3MiHW
chnakoHi; no 1 donakoHy C nTAa. (BMPOGHMLTBO Loao 6e3nekn/edeKTMBHOCTI Ta
B KapTOHHIi Kopo6Lyi Hepo3dhacoBaHOl hapmakoHarnsgy. BeefeHHus abo
NpoAyKLuii, NnepBuUHHe 3MiHW [0 y3arasibHEHUX JaHuX Npo
nakyBaHHS); cuctemy thapmakoHarnagy
DAPEBA MNAY, (BBELieHHSA y3araslbHEHNX AaHUX
dpaHuis npo cuctemy chapmakoHarnsgy.
(BMpPOGHMLTBO 3miHa ynoBHOBaXKeHOT 0cobum
Hepo3dgacoBaHOl 3asBHVIKa, BigNoBiAa/IbHOT 3a
NpoAyKLuii, NnepBuUHHe thapmakoHarnsag. MponoHoBaHa
nakyBaHHs, pepakuis: Mr. David Power. 3miHa
KOHTPO/b CEPIif); KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
XenciHH bipekc 0cobw, BignoBiganbHOI 3a
dapmacbloTikanc hapmakoHarnsg. 3miHa
Nta., lpnangis KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
(BignoBiganbHuii 3a ocobu 3asBHUKA, BiANOBIAAUIbHOI
BTOPUHHE 3a hapmakoHarnag B Ykpaii.
nakyBaHHA Ta MponoHoBaHa peaakuis:
BWMYCK Cepil) Popivchak Olena Viktorivna, Dr.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a thapmakoHarnaag B YkpaiHi
12. ANbBYBEH pO34uH aNs iHgysili 10 TOB "BIO®APMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15875/01/01

%, no 50 mn, 100 mny
donakoHi; no 1 dpnakony
y nauli 3 kKapToHy

MNA3SMA"

NAA3MA",
(BUpOGHMLTBO,
nepBuHHE
nakyBaHHs); TOB
"BIO®APMA
MNA3MA", YkpaiHa
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepiii); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(KOHTPO/b AAKOCTI)

mMarepianis: 3miHu Il TMny - 3MiHM 3
akocTi. A®l. BupobHuuTBOo. 3MiHa
BMPOBHUKA BMXiAHOrO/NMPOMIXXHOrO
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpo6HUYOMY npoueci AdPl, abo
3MiHa BMPOGHWMKa (BKOUaoun, ge
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sKOCTi) APl (3a
BifCYTHOCTi cepTudiikata
BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepaxeHoMy
pocbe)(3miHa B A®| 6ionoriyHoro
NOXOAKeHHA abo BUXigHOMY
mMaTepiani/peareHTi/npomMixXHOMY
MPOAYKTI, LLIO BUKOPUCTOBYHOTHCSA
ANsA BUPobHMLTBA
6i0N0rivYHOro/iMyHOOrN4YHOro
nikapcbKoro 3acoby ) - AofAaBaHHA
YCTaHOB 3a60py KpoBi/naasmu
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Pecny6nikv MonbLuya Ta YropwyHn
13. ANNbBYBEH pO34uH aNs iHgysili 20 TOB "BIO®APMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/15875/01/02
%, no 50 mn, 100 mny MNIA3MA" MNA3MA", YkpaiHa marepianis: 3miHu Il Tuny - 3MiHM 3
chnakoHi; no 1 donakoHy (BUpOGHMLTBO, akocTi. A®l. BupobHuuTtBo. 3miHa
y nayLi 3 KapToHy nepBuHHe BMpPOOHUKA BMXiZAHOrO/NMPOMIXXHOro
nakyBaHHs); TOB npoaykTy/peareHty, Lo
"BIO®APMA BUKOPUCTOBYIOTLCA Y
MNA3MA", YkpaiHa BMpOo6HUYOMY npoueci AdDl, abo
(B1pOGHMLTBO, 3MiHa BUPO6HUKa (BKOYatoun, ae
nepBUHHE Ta HeobXxiAHO, MicLe NpoBeAeHHS
BTOPVIHHE KOHTPO/tO sIKOCTi) APl (3a
nakyBaHHs, BUMYCK BiICYTHOCTI cepTudikara
cepiii); TOB BiANOBIAHOCTI EBpONechbkili
"BIOPAPMA thapmakonei y 3aTBepxeHoMy
MAA3MA", Ykpaina pocbe)(3miHa B A®I 6ionoriyHoro
(KOHTpONb AKOCTI) NOXoMKeHHs1 abo BUXigHOMY
MaTepiani/peareHTi/npoMixXHOMY
NPOAYKTI, LLIO BUKOPUCTOBYHOTHCSA
ANSA BUPOOHMLTBA
6i0N0riYHOro/iMyHOM0rN4YHOro
nikapcbKoro 3acoby ) - AofAaBaHHA
yCTaHoB 3a60py kpoBi/nnasmu
Pecny6niku MonbLua Ta YropwuHm
14. ANb®OPT AEKCA po3unH N8 iH ek, 50 [JenbTa Megjken LLiBefuapis K.O. Pomcbapm PymyHis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/15741/01/01
MI/2 M/1 N0 2 MN B MpomoyLwH3 Al Komnani C.P.J1.

amnyni; no 5 a6o no 10
amnyn y KapTOHHIl
Kopoobui

mMartepianis: 3MiHY LWOA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifanbHOI 3a
3[iiCHeHHs1 hapMakoHarnsay
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
Bi4noBiganbHOT 3a

hapmakoHarnsg.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[itoua pepakuis: BeHrep
Nogmuna AHaTtoniiBHa.
MponoHoBaHa pegakuis: JaHinosa
Napuca BonogymMupiBHa.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsag.

15.

ANb®OPT AEKCA

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLO,
no 25 wmr; no 10
TabneTtok y 6nictepi 3
MapKyBaHHSAM
YKpaiHCLKOK Ta
aHrNiicbKo MoBamu;
no 1, 2 abo 3 6nictepu B
KapTOHHI KopobLi 3
MapKyBaHHSIM
YKpaiHCbKOK Ta
aHrnilicbkoo MoBamu

[JenbTa Megjken
MpomoyLH3 Al

LLsefuapis

AB/AI IBPAXIM Inay
CaHai Be TigxapeT
A.LL

TypeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHM Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.

[itoua pepakuis: BeHrep
Nogmuna AHaTtoriiBHa.
MponoHoBaHa pepakuis: JaHinosa
Napuca BonogvmMupisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
dpapMakoHarnsg.

3a peyenmom

UA/13805/01/01

16.

AMI3OH® MAKC

kancynn no 0,5 r, no 10
Kancyn y 6nictepi; no 1
6nicTepy B nauui 3
KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEeHHS 3MiH 40 cneundikauii Ta
aHaniTMYHUX MeTOAiB BXiAHOIO
KOHTPO/I0 Ha Kancynu TBepai
XenaTvHOBI, a came: BUNYYEHHS 3i
crneundikauii Ta meToais
KOHTPO/I0 NOKa3HuKa
«["eoMeTpUYHI pOo3Mipu», a TakoX

6e3 peyenma

UA/12415/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BUJIYYEHHA TeCTy «Baxki metann»
17. AMILUTPOH® NopoLUoK AN ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/13911/01/01
OpasibHOro PO34nHY No [,00aTKOBOKO [,00aTKOBOKO mMartepianis: 3MiHU | TUMY - 3MiHK 3
23 rycawe; no23ry BiAMNOBIAA/ILHICTIO BiANOBIAA/TLHICTIO akocTi. CepTudpikar
"IHTEPXIM" "IHTEPXIM" BignosigHocTI/TE-cepTudcikat
BIANOBIAHOCTI EBPONENChKili

cawe; no 10 cawe B
naJui 3 KapTOHy

thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudiikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
apmakonei: ana A®l; gna
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS); CyMyTHSA 3MiHa -
3MiHu 3 aKocTi. A®l. KoHTponb
A®| - BBEJEHHS [,04ATKOBOro
BMPOGHMKA Ait040T PEHOBVHN
deHinedpurHy rigpoxniopug, Lo
BXOAMUTb A0 CKNagy roToBoro
nNikapcbKoro 3acoby, skuii Mae
cepTudikart signosigHocTi EP;
3anponoHoBaHo: Unichem
Laboratories Ltd, IHgis Ta Malladi
Drugs & Pharmaceuticals Limited
Unit-3, IHgis, CEP R1-CEP 2003-
179-Rev 03. 3miHa y TecTi
"3aNLLIKOBI Ki/IbKOCTI OpraHiuyHmx
PO3YMHHVKIB" - AOAABAHHSA
HOPMYyBaHHS Ta METOAVKM
BWKOHaHHS TeCTy A1 HOBOTO
BMPOGHMKA 3 YTOUHEHHSIM Ha3BU
TecTy; BiANOBiAHI 3MiHM B po3ginax
ynakoBka, MapKyBaHHs, TEpPMiH
npuaaTHocTi;
3MiHN | TUNY - BUNYYEHHS TecTy
"Baxkki MeTasin" 3i cneumaikuaii Ta
MeToZiB KOHTposo AdI
AckopbiHoBa K1cnoTa; 3MiHu |
TMny - y cneuudpikauii Ta metogax
KOHTposto APl AckopbiHoBa

KMUC/10Ta NPOMNOHYETLCA 3MiHa

48




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HOPMYyBaHHS Ta METOAVKM
BMKOHaHHSA TecTy "3a/nLLKOBI
KINIbKOCTi OpraHiYHnX po3vnMHHKKIB"
3 YTOYHEHHSIM Ha3BW TECTY Y
3B'A3KY 3 OHOB/IEHHAM
[okymMeHTauji Bupo6Huka (ASMF);
3MiHM | TURY - 3aMiHa BUPOGHMYOT
AinbHUUI (MicLa npoBamkKeHHs
AiSNbHOCTI) AN 3aTBEPL)KEHOrO
BMpO6HMKa AP| AckopbiHoBa
KMcnoTa, Lo BXOANTb A0 cknagy
nikapcbKoro 3acooby;
3anponoHosaHo: Northeast
Pharmaceutical Group Co., Ltd.
No.29, Shenxiliu Dong Road,
Economic Technology
Development District, Shenyang,
China)

18.

AMIUNTPOH®
EKCTPATAB

TabneTku, BKpUTI
NNiBKOBOK 060/IOHKOHO,
no 10 TabneTtok y
6nicTepi; no 1 6nictepy
B nauLii

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHna

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignNoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana Adl; ons
BUXiAHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6HULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakonel) -
HoBuii cepTudikar Big HOBOro
BMpo6HUKa (3amiHa abo
[OMOBHEHHS); CYyMyTHA 3MiHa -
3MiHu 3 aKocTi. A®Il. KoHTposb
A®I - BBEleHHs [04aTKOBOro
BMpo6HuKa API ( cberinedpiny
rigpoxnopuay), Lo mae
ceptudgikat EP, (3anponoHoBaHo:
Unichem Laboratories Limited,
IHgia) Malladi
Drugs&Pharmaceuticals Limited
Unit-3, IHgis CEP R1-CEP 2003-

6e3 peyenma

UA/15430/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

179-Rev 03; 3miHa y TecTi
"3aNLLIKOBI Ki/IbKOCTI OpraHiuHmx
PO3YMHHVKIB"- AOAABAHHSA
HOPMYyBaHHS Ta METOAVKM
BMKOHAHHS TeCTy A1 HOBOTO
BMPOGHMKA 3 YTOYHEHHAM Ha3BU
TecTy; BiANOBIAHI 3MiHM B po3Ainax
ynakoBka, MapKyBaHHs, TepPMiH
npuaaTHOCTI; 3MiHK | TUNY - 3MiHa
METOAMKN BUKOHaHHA TECTy
"3aNMLLKOBI Ki/IbKOCTI OpraHiuyHmx
PO34YMHHVUKIB" y MeToAax
KOHTpO/It0 sikocTi AdI
deHinedpuny rigpoxnopung
3aTBEPAKEHOr0 BUPOGHMKA
Unichem Laboratories Limited,
IHais

19.

AMIUNTPOH®
nntoc

NMopoLUOK AN
OpasIbHOro PO34MHY, Mo
5ry cauwe, no 10 cawe
y nauui 3 kKapToHy

ToBapucTBO 3
[04aTKOBOO
BiANOBiAA/ILHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
aKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii.
MoaaHHsA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BWJTyYEHHs cepTudikaTa
BIANOBIAHOCTI EBPONENChKili
thapmakonei: gns Adl; ans
BMXiZAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MNOMDKHOT PEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakone) -
HoBwii cepTudikar Big, HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - BBEAEHHSA
[,04aTKOBOro BUPO6HMKa AdI
(cbeHinedopiny rigpoxnopuay), LWo
Mae cepTtudpikat EP,

( 3anponoHoBaHo: Unichem
Laboratories Limited, IHgjs;
Malladi Drugs&Pharmaceuticals
Limited Unit-3, Ingis CEP R1-CEP
2003-179-Rev 03; 3miHa y TecTi
"3aNLLIKOBI Ki/IbKOCTI OpraHiuHmx
PO34YMHHVKIB"- AOAABAHHS

UA/16181/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HOPMYyBaHHS Ta METOAVKM
BMKOHAHHS TeCTy A1 HOBOTO
BMPOGHMKA 3 YTOYHEHHSIM Ha3BU
TecTy; BiANOBIAHI 3MiHM B po3Ainax
ynakoBka, MapKyBaHHs, TepPMiH
npugaTtHocTi. CynyTHs 3MiHa -
3MiHK 3 skocTi. A®I. KoHTponb AdI
(iHLWi 3MiHW)

20.

AMIUNTPOH®
NMHOC BE3 LLYKPY

NMopoLLUOK AN
Opas1bHOr0 PO34MHY Mo 5
ry cawe; no 10 cawe y
nadui 3 KapToHy

ToBapucTBo 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANBLHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
faKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BWJTyYEHHs cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei: gns Adl; ans
BMXiZAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MNOMDKHOT PEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakone) -
HoBwii cepTudikar Big, HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS)- BBELEHHS
[,04aTKOBOro BUPO6HMKa AdI
(cbeHinedopiny rigpoxnopuay), LWo
Mae cepTtudpikat EP,
(3aTBepmxkeHo: Unichem
Laboratories Limited, IHgjs,
3anponoHoBaHo: Unichem
Laboratories Limited, IHgjs;
Malladi Drugs&Pharmaceuticals
Limited Unit-3, IHgis CEP R1-CEP
2003-179-Rev 03; 3miHa y TecTi
"3a/IMLLKOBI KifIbKOCTi OpraHiyHux
PO3YMHHVIKIB"- AOAABaHHSA
HOPMYBaHHS Ta METOAVKM
BWKOHaAHHSA TeCTy A1 HOBOrO
BUPOGHMKA 3 YTOYHEHHSIM HA3BU
TecTy; BiANOBiAHI 3MiHM B po3ginax
ynakoBka, MapKyBaHHS, TEPMiH
npugatHocTi; CynyTHA 3MiHa: -
3MiHK 3 AKOCTi. A®I. KoHTposib AdI
(iHWi 3MiHW)

6e3 peyenma

UA/16182/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
21. AMIUNTPOH® MOPOLLIOK AN ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/13912/01/01
POPTE OopasibHOro Po3ynHy no [,00aTKOBOKO [,00aTKOBOKO mMartepianis: 3MiHU | TUNY - 3MiHU 3
23rycauwe; no23ry BiANOBIAA/ILHICTIO BiANOBIAA/LHICTIO akocTi. CepTudikar
"IHTEPXIM" "IHTEPXIM" BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili

cauwe; no 10 cawe B
naJi 3 KapToHy

thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[ONOBHEHHS); CYNyTHA 3MiHa -
3MiHn 3 sKkocTi. A®l. KoHTponb
A®I. BBefeHHa [04aTKOBOroO
BMPOGHMKA Ai04OT PEYOBUHN
deHinedpuHy rigpoxnopug, Lo
BXOAMUTb A0 CKNagy roToBoro
NikapcbKoro 3acoby, Akuii Mae
cepTtudikat BignosigHocTi EP,
3anponoHoBaHo: Unichem
Laboratories Ltd, IHgja Ta Malladi
Drugs & Pharmaceuticals Limited
Unit-3, IHgia, CEP R1-CEP 2003-
179-Rev 03. 3miHa y TecTi
"3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO3UYMHHUKIB" - AOAaBaHHA
HOPMYyBaHHS Ta METOAVKM
BMKOHAHHSA TeCTy A/11 HOBOTO
BMPOBHMKA 3 YTOYHEHHSIM Ha3BU

ynaKkoBka, MapKyBaHHS, TEPMiH
npuaaTHoCTi;
3MiHW | TUNY - BUYYEHHA TECTY

MeTOAiB KOHTposo Ad|
Ackopb6iHoBa KucnoTa; 3miHu |

KOHTposto A®I AckopbiHoBa
KUCnoTa NponoHYETLCA 3MiHA

TecTy; BiANoBiAHI 3MiHN B po3ginax

"Baxxki meTanu" 3i cneuudikuaii Ta

TMny - y cneumdikadii Ta metogax

HOPMYBaHHA Ta METOAUNKN
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

BMKOHaHHS TecTy "3asILLKOBI
KiNIbKOCTi OpraHiyHNX PO34YNHHUKIB
3 YTOYHEHHSAM Ha3BW TECTY Y
3B'A3KY 3 OHOBJ/IEHHAM
[okymMeHTauji Bupo6Huka (ASMF);
3MiHM | TUNY - 3aMiHa BUPOGHNYOT
AinbHUUI (Micus NpoBagKeHHs
LisANbHOCTI) AN 3aTBEP)KEHOr0
BMpo6HMKa AP| AckopbiHoBa
KMCnoTa, Lo BXOANTb A0 cknagy
niKkapcbKoro 3acoby;
3anponoHosaHo: Northeast
Pharmaceutical Group Co., Ltd.
No.29, Shenxiliu Dong Road,
Economic Technology
Development District, Shenyang,
China

6e3 peyenma

UA/14117/01/01

22,

AMILMTPOH®
®OPTE BE3
LYKPY

NMopoLUOK AN
Opas1bHOro PO3UMHY Mo
13rycawe; no13ry
calue, no 10 cawe y
nauuj 3 KapToHy

ToBapucTBO 3
[04aTKOBOO
BiANOBiAA/ILHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

AscTpis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BBEJEeHHA [104aTKOBOro
BMPOGHMKA Ai04OT PEYOBUHN
deHinedpuHy rigpoxnopug, Lo
BXOAMUTb A0 CKNagy roToBoro
NikapcbKoro 3acoby, Aknii Mae
cepTudikaT BignosigHocTi EP,
(3anponoHoBaHo: Unichem
Laboratories Ltd, IHgis Ta Malladi
Drugs & Pharmaceuticals Limited
Unit-3, IHgia, CEP R1-CEP 2003-
179-Rev 03); cynyTHA 3miHa -
3MiHu 3 aKocTi. A®Il. KoHTposb
AD| - 3miHa y TecTi "3a/ILLKOBI
KINIbKOCTi OpraHiYHnX poO34nMHHUKIB"
- f0faBaHHS HOPMYBaHHS Ta
METOAMKN BUKOHaHHA TecTy Ans
HOBOTO BMPOGHMKA 3 YTOUHEHHAM
Ha3BW TeCTY; BifNOBIAHI 3MiHN B
po3ginax ynakoska, MapKyBaHHS,
TEepMiH NPUAATHOCTI; 3MiHK | Tuny -
BWyYEHHS TecTy "Baxki meTanm"
3i cneumagikuail Ta meToiB
KOHTposto APl AckopbiHoBa
KMcnota; 3Minu | tuny -y
crneuugikavii Ta MmeTogax
KOHTposto APl AckopbiHoBa
KncnoTa NPoNoHYETLCS 3MiHa
HOPMYyBaHHS Ta METOAVKM

BMKOHaHHS TecTy "3aILLKOBI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KINIbKOCTi OpraHiyHNX pO34nMHHUKIB"
3 YTOYHEHHSIM Ha3BMW TECTY Y
3B'A3KY 3 OHOBJ/IEHHAM
[okyMeHTauji BupobHuka (ASMF);
3MiHM | TUNY - 3aMiHa BUPOGHMYOT
AinbHUUI (Micus NpoBagKeHHS
LOiSSTbHOCTI) A1 3aTBEPKEHOrO
BMpOoGHMKa AP| AckopbiHoBa
KMCNoTa, Lo BXOAWTb A0 cknagy
nikapcbKoro 3acooby,
(3aTBepmxkeHo: Northeast
Pharmaceutical Group Co., Ltd.
No.37, Zhonggong North Street,
Tiexi District, Shenyang , China,
3anponoHoBaHo: Northeast
Pharmaceutical Group Co., Ltd.
No.29, Shenxiliu Dong Road,
Economic Technology
Development District, Shenyang,
China

23.

APTETT YO

Kancyau 3
MogudpikoBaHUM
BUBINIbHEHHSAM TBEpPAi NO
75 wr; no 10 kancyn y
6nicTepi; no 1, a6o no 2,
ab6o no 3 6nictepu y
KapTOHHI Kopobui

[JenbTa Megiken
MpomoyLH3 Al

LLisefuapis

nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:

Csicc Kanc 'v6X,
HimeyunHa
BMPOGHMLTBO
Hepo3dacoBaHoi
NPOAYKLT, KOHTPO/b
AKOCTI:
Temmnep IpnaHgis
Nimiten, IpnaHgis
nepBuHHE Ta
BTOPUHHE
naKyBaHHs:
[pareHochapm
Anotekep Miowwn
'M6X, HimeuunHa

HimeuunHa
IpnaHgjs

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHM Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHus abo
3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.

[itoua pepakuin: BeHrep
Nogmuna AHaTtoriiBHa.
MponoHoBaHa pepakuis: JaHinosa
JNapuca BonogvmMupisHa.

3a peyernmom

UA/12811/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
dpapmMakoHarnsg.
24, APFETT PANIA Kancynm [enbta Megiken LLiBeiiuapis nepBuHHE Ta HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13123/01/01
KVLLKOBOPO3YVHHI TBEPA| MpomoyLH3 Al BTOPVHHE IpnaHgjs marepianis: 3miHu Wo80
no 75 wr; no 10 kancyny naKkyBaHHS Ta 6e3nekn/edreKTBHOCTI Ta
6nictepi; no 1, a6o no 2, BUnNyck cepii: Caicc hapmakoHarnsgy. BeefeHHus abo
abo no 3, abo no 5 Kanc rm6X, 3MiHW [0 y3arasibHEHUX JaHuX Npo
6nicTepiB y KAPTOHHIl HimeuumnHa, cucTemy chapmakoHarnsgy
Kopobui HimeuuunHa; (BBELieHHSA y3araslbHEHNX AaHUX
BMPOGHMLTBO npo cuctemy hapmakoHarnsgy,
Hepo3dacoBaHoi 3MiHa YNOBHOB&XEHOI 0cobu,
NPOAYKLT, KOHTPO/b BiANOBIAa/IbHOI 3a 34iiCHEHHS
akocTi: Temmnep thapmakoHarnsay; KOHTakTHoOl
IpnaHgia Nivites, ocobu 3 hapmakoHarnisgy
IpnaHgin; neperHHe 3aABHUKA 419 34iACHEHHS
Ta BTOPVHHE hapmakoHarnsgy B YkpaiHi, SKLo
nakyBaHHs: BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
[pareHodhapm ocobw, BignoBiganbHoI 3a
Anotekep MMowwn 3gificHeHHs chapmakoHarnagy
v6X, HimeyunHa (BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
[Litova pepakuin: BeHrep
Nogmuna AHaToniiBHa.
MponoHoBaHa pepakuis: JaHinosa
Napwuca BonogmmupisHa.
3MiHa KOHTaKTHUX AaHnxX
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BignoBiganbHOI 3a
dpapmakoHarnsga.
25. APIC NMOPOLLOK A/19 PO3UYNHY CaH IHais CaH IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/12235/01/01
Ans iHdy3iii no 500 wr; dapmacboTukan dapmacbloTukan marepianis: 3mMiHW | TURY - 3MiHK

1 p1akoH 3 NOPOLLKOM B
Kopoobui

IHgacTpi3 Nimiteq

IHaacTpi3 Nimiteq,

LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,

BignoBigabHOI 3a 34jACHEHHS

hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKa 415 34iICHEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHMX AaHNX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecun MicLile3HaxoMKeHHS
MacTep-caiina cucremm
dhapmakoHarnsgy. BeegeHHs
agpecw, ae 34iNCHI0ETbCA
OCHOBHa fjsfIbHICTb 3
dhapmakoHarnsgy

26.

APIC

NOPOLLOK A/15 PO3YNHY
ans indysinnolr; 1
dp/1akoH 3 NOPOLLKOM B
KapTOHHIlA KOpooLi

CaH
PapmacboTuKan
IHgacTpi3 Nimiten

IHais

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepgakuis: Dr. Vivek
Ahuja. 3miHa KOHTaKTHVX AaHnX

3a peyenmom

UA/12235/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg. BeegeHHs
afipecu MiCLie3HaxoMKeHHS
macTep-cbaiina cuctemm
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHI0ETbCA
OCHOBHa iSNbHICTb 3
hapmakoHarnsay

27.

ACNIPVH
KAPAIO®

TabneTku, BKpUTI
KMLUKOBOPO34YMHHOIO
060/10HKO0, Nno 100 wmr,
no 14 tabnetok y
6nictepi; no 2 abo no 4
6nicTepy B KAPTOHHIi
nauui

Baiiep KoHcblomep
Kep Al

LLiBefiuapis

Baiiep AT,
HimeuyunHa
(BUpOBGHMLTBO "in
bulk", koHTposb
sikocTi); Baviep
Bittepdens MmoX,
Himeuunna
(BMPOGHMLTBO "in
bulk", KOHTpoNb
AKOCTI, NePBYHHeE,
BTOPWHHE
nakyBaHHS Ta
BWMYCK cepil)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. 3miHa(u) y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs abo iHCTpyKLUii ans
MeAMYHOro 3acTOCYBaHHSA A/1s
niKkapcbKoro 3acooby,
niueHsoBaHoro y €C 3a
npoLeaypoto B3aEMHOI0 BU3HaHHSA

(nikapcbkunii 3aci6 He BXOAUTb 40
cdepy Aji npoueaypu B3aEMHOT0
BU3HaHHS, asie 3MiHa BHOCUTbCSA

AK pe3ynbTat npoueaypm i Big,
B/1aCHVKa TOProBoi MiLeHsii He
BUMaraeTbCsl Hafi@aHHS XOAHNX

HOBUWX A0AATKOBMX AAHWX) - 3MiHN

BHECEHO A0 IHCTPYKUIiT Ans
MeAMUYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMW SliKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin" (noaasaHHA
iHchopmawii wopao B3aemogii 3
MeTaMi3oHOM), "To6iyHI peakuii”
(mopaBaHHsA iHdopmauii Wwoao

HeobxigHOCTi iHhopMyBaHHS Npo
no6iyHi peakLii), a TakoX BHECEHI
He3HauHi KOPEKTOPChKi NpaskK A0

po3ginis "dapMakonoriyHi
BnacTmsocTi”, "Oco6/mMBOCTI

3acTocyBaHHS", "3acTocyBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaATU Ha
LWBMAKICTb peakuii Npu KepyBaHHi

aBTOTPaHCMOpPTOM abo iHWMMHK
MexaHismamu". BBefileHHS 3MiH
npotsArom 3-x MicsauiB nicas

6e3 peyenma

UA/7802/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPAKEHHSA
28. AYTMEHTUH™ NOPOLLOK A/191 OPasIbHOT nakcoCmiTKnsiAH Benuka CMIiTKnsliH Bivem Benvka BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/0987/05/02
cycneHsii, 400 mr/57 mr Ekcnoprt flimites, BpuTanis dapmacbloTUKasc, BpuTtaHis marepianis: 3miHu | TURY - 3MiHK
B 5 M1, mopoLok Ans Benuka BputaHis Benwvka BpuTtaHis; ®paHuis Loao 6e3nekn/edeKTMBHOCTI Ta
npurotysaHHa 70 mn nakco Bennkom thapmakoHarnsgy. BeefeHHs abo
cycnensii y dpnakoHax 3 MpopgakwH, ®paHLis 3MiHW [0 y3arasibHEHUX JaHuX Npo
npo30poro ckna 3 cuctemy thapmakoHarnsagy
MeTaneBOo KPULLIKOHO, (BBEAEHHSA y3araslbHEHVX AaHUX
LLIO 3arBMHYYETLCS (3 npo cuctemy capmakoHarnsgy,
KOHTpONEeM MepLUoro 3MiHa YNOBHOB&aXXEHOT 0Co6M,
BIAKPUTTSA | NONIMEPHOIO BiANOBIAaA/IbHOI 3a 34iiCHEHHS
NAiBKOHO, L0 MICTUTLCSA hapMakoHarnaay; KOHTaKTHOI
BCepeaVHi) pasom 3 ocobu 3 hapmakoHarnsgy
[03YH0UUM LLINPULOM 3aABHUKa 419 34iACHEHHS
ab0 MipHUM KOBMa4KoM, hapmakoHarnsgy B YkpaiHi, SKLo
ab0 MipHOI NTOXKOIO, BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
MOMILLEHWIA B KAPTOHHY ocobw, BignoBiganbHoI 3a
KOpO6Ky abo 3 KpULLKOO 3gificHeHHs chapmakoHarnagy
i3 3aX1CTOM Bif (BK/HOYAKOUN KOHTAKTHI JaHi)
BIAKPUTTA AITbMU pa3om Ta/ab0 3MiHN Y PO3MILLEHHI
3 4O3YHUMM LUNPULOM mMacTep-haiina cuctemm
ab0 MipHOH NTOXKOIO, thapmakoHarnsgy) - amiHa
NOMILLLEHWIA B KAPTOHHY YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
KOPO6KY BiANOBIA&/IbHOI 3a
dhapmakoHarnsag;
nponoHoBaHa pefakuis — [p.
VeHc-Ynbpix LUTermanH / Dr.
Jens-Ulrich Stegmann, MD; 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
thapmakoHarnag; 3miHa Homepy Ta
MiCLie3HaxoKeHHs1 MacTep-
dhaiina
29. AYTMEHTUH™ NOPOLLOK A/19 OPasIbHOT "nakcoCmiTKnsiiH Benuvka "nakco Bennkom Benvka BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/0987/05/01
cycneHsii (200 mr/28,5 Ekcnopt NimiTeq BpuTtaHis MpoaakLwuH, BpuTaHis marepianis: 3mMiHW | TURY - 3MiHK
Mr B 5 M/1); MOPOLLIOK dpaHuisn; CmiTKnsiH dpaHuis Lofo 6e3nekn/edekTMBHOCTI Ta
AN NpuroTyBaHHs 70 Bivem chapmakoHarnsgy. BeefeHHs abo
M cycneHsii y dapmMacbloTUKasIc 3MiHU [0 y3araslbHEHNX AaHnX Npo

donakoHax 3 MPO30pOoro
cKna 3 MeTasIeBOI0
KPYLLIKOIO, L0
3arBMHYyeETbCS (3
KOHTpONeM MepLuoro
BIAKPUTTSA | NONIMEPHOIO
NiBKOIO, L0 MiCTUTBLCSA
BCepeeHi) pa3om 3
MipH/M KOBMNaykom abo
[03Y04MM LINPULIOM,
ab0 3 MipHOL0

cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
0cobu, BignoBigasbHOI 3a
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
JIOXEUKOH, MOMILLEHIN B 3[jiCHeHHs hapMakoHarnsgy
KapTOHHY KOpobKy abo 3 (BK/THOYAKOUMN KOHTAKTHI AaHi)
KPULLIKOIO i3 3aXUCTOM Ta/abo 3MiHW Yy PO3MILLEHHI
BiJ BIAKPUTTA 4iTbMM mMacTep-caiina cucremm
pasom 3 [03yHUnMm thapmakoHarnagy) - 3miHa
LUNPULLOM @60 MipHOO YMNOBHOBaXeHOT 0COOM 3asBHMKA,
JIOXKKOHO, MOMILLEHWIA B BignoBigasibHOI 3a
KapTOHHY KOPOGKY dhapmakoHarnsg;
MponoHoBaHa pepakuis — Ap.
VeHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXXEHOT
0ocobw, BignoBigasibHOI 3a
hapmakoHarnsag. 3miHa Homepy
Ta MicLe3HaxoMKeHHs MacTep-
haiina
30. ADNYBIH® Tabnetku no 12 Pixapa bittHep Al ABCTpIs Pixapg bitTHep Al ABCTpist BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/10018/01/01

TabneTtok y 6nictepi; no
1, 2, 3 abo 4 6nictepu 'y
KapTOHHIlA KOpooLi

marepianis: 3miHu | Tuny -
BHECEHHS 3MiH go Po3ginis
3.2.P.3.4.1 Pre-potentisation-
mixture (PPM 1), 3.2.P.3.4.2
Tablet base, a cawme, i3
cneuudikauii B npoueci
BMPOBHMLTBA rOTOBOrO
NikapcbKoro 3acoby BUIy4YaeTbCA
3acTapinunii NokasHuk «Cmak»;
3MiHW | TUMY - OHOBNEHHA agpecu
BMPOGHMKA MATPUYHOI HACTOMKM
(Herbamed AG, Switzerland) gns
Aitoyoi pevoBuHN Aconitum D6,
6e3 3MiHN MicLA BUPOGHMLTBA;
3anpornoHoBaHo Austrasse 10+12
9055 Buhler Switzerland; 3minu |
TUNY - OHOB/IEHHA agpecun
BMPOGHMKA MaTPUYHOI HACTOMKM
(Herbamed AG, Switzerland) ans
nitoyoi pevoBuHu Bryonia D6, 6e3
3MiHM MiCL BUPOOHULTBA;
3anponoHosaHo Austrasse 10+12
9055 Buhler Switzerland; 3minu |
TUNY - OHOBMIEHHA agpecu
BUPOBHMKA MaTPUYHOT HACTOMKM
(Herbamed AG, Switzerland) ans
Litoyoi pevoBuHY Ferrum
phosphoricum D12, 6e3 3miHn
MicLS BUPOGHMLTBA;
3anpornoHoBaHo Austrasse 10+12
9055 Buhler Switzerland;
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW | TUNY - OHOBJ/IEHHS agpecK
BMPOGHMKA MaTPUYHOI HACTOMKM
(Herbamed AG, Switzerland) ans
nitoyoi pevoBnHu Gentiana D1,
6€3 3MiHN MicLA BUPOBGHULTBA;
3anponoHosaHo Austrasse 10+12
9055 Buhler Switzerland

31.

ADDPUNLA MAKC

TabneTtku, BKPUTI
060/10HKO0, 10 400 Mr
no 10 Tabnetok y
6nictepi; no 1 a6o 2
6nicTepy B KAPTOHHIi
Kopobui

Jenbta Megiken
MpomoyLH3 Al

LLiBeiiuapis

AnoTekc HepepnaHg
B.B.

HigepnaHaun

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHus abo

3MiHU [0 y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy thapmakoHarnsagy -

3MiHa YNOBHOBaXEHOI 0co6U
3asBHVIKa, BigNoBiAa/IbHOT 3a
hapmakoHarnsg. NponoHoBaHa
pepakuis: JaHinosa flapvca
BonogumupisHa. 3miHa

KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT

3a chapmakoHarnag.

6e3 peyenma

UA/14500/01/01

32.

ADPONAA MAKC 3
APTIHIHOM

rpaHynv Ans opanbHOro
po3uuHy, 400 mr no 10
abo 20, abo 30, a6o 40
calle y KapTOHHIl
Kopoobui

[JenbTa Megjken
MpomoyLiH3 Al

LLiBefuapis

NAMM CAH
MPOCMNEPO CIA,
ITania; TONN
MAHY®AKTYPIHI
CEPBICIC, C./1.

ITanis
IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta

thapmakoHarnsgy. 3miHa

YMOBHOBaXEHOT 0CObM 3as1BHMKA,

BignoBigasnbHOI 3a
thapmakoHarnsg. NponoHoBaHa
pegpakuis: JaHinosa Jlapuca
BonogumunpisHa. 3miHa

KOHTaKTHUX AaHuUX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigabHOT

3a papmakoHarniag.

6e3 peyenma

UA/18597/01/01

33.

ADDUJA DOPT-
HIMECY NI,

rpaHynn onas opasibHol
cycneHsii, 100 mr/2 r no
2 ry cauwe; no 1 a6o no
3, abo no 6, a6o no 30
ab6o no 999 caule,
3'eiHaHNX No Tpu 3
niHiero nepdoopadi, B
KapTOHHIlA KopooLi

Lenbta Megiken
MpomoyLiH3 Al

LLIseliyapis

daitH dyac eHa
dPapmacbioTikan3
H.T.M. C.MN.A.,
ITanisa

ITanis

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHV [0 y3ara/ibHEHUX JaHuX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy capmakoHarnsgy,

3MiHa ynoBHOBaXXeHOI 0cobu
3as1BHMKA, BignoBiAa/IbHOT 32
thapmakoHarnsag. MponoHoBaHa
pefakuis: JaHinosa lapuca
BonogumupiBHa. 3MiHa

3a peyenmom

UA/12718/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a thapmakoHarang,.
34. ALIEKOP KAPAIO Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX Be3 peyenma UA/9628/01/01
KMLLKOBOPO34YUHHI N0 "MIKPOXIM" "MIKPOXIM" marepianis: 3MiHW | TUNY - 3MiHN Y
100 wmr, no 50 a6o no cneuudikaLii 3a NOKasHUKOM
100 TabneTok y 6aHLi; CynposBigHi gomiwkn (kncnota
no 1 6aHuj B nauui 3 caniumnoBa, %, He b6inbLie)" -
KapToHy; no 10 npuBELEHHS Y BiANOBIAHICTb A0
Tabnetok y 6nictepi, no MoHorpadii Y
5 6nicTepiB y nayui 3 "AueTuncaniuniosa kucnoTa
KapToHy; no 25 TabneTkn KNLWKOBOPO3UMHHI";
Tabnetok y 6nictepi, no 3anponoHoBaHo: 3,0% (meTos
4 6nictepu y nayui 3 BEPX); 3miHn y cneuundikau,ii 3a
KapToHY nokasHnkom KinbkicHe BU3HAYEHHS
- 3MiHa 0fi. BUMIpIOBaHHSA
HOPMyBaHHS BMICTY KNC/O0TK
AueTtuncaniunnosoi B Tabnetuj 3
"' Ha "Mr"; 3miHu | TUny - 3MiHK Yy
MeToAax BUNpobyBaHHA 3a
nokasH1koM «CynpoBigHi JOMILLKM
(kucnota caniumnosa, %, He
6inbLue)» - NpUBeAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY
"AueTuncaniuniosa kucioTa
TabneTkn KULLKOBOPO3UMHHI"; 3a
NnokKasHNKOM «KinbKicHe
BWU3HAYEHHS» - METOANKY
BUKOHYIOTb OIHOYACHO 3 aHas1i30M
CynpoBifHi AOMILLK/
35. ALUU® TOHI Tabnetku wunydi no 600 CaHpo3 CnoseHisa Canotac ®apma HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/6568/01/01
Mmr; no 10 TabneTok y dapmacboTikan3 v6X, HimeuunHa,; MaTepianis: 3MiHu | Tuny -
Ty6i; no 1 Ty6i B a.4. Xepmec Papma AAMiHICTpaTUBHI 3MiHW. 3MiHa

KapTOHHIA KopoobLi

'M6X, HimeuunHa

HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NikapCcbKoro 3acoby, BKIOHaoum
AOinbHULI BUNYyCKy cepii abo micue
NpoBeLEHHS KOHTPO/THO AKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BUpPOGHMK/iMNopTep, He
BK/IO4A0UM BUMYCK Cepild) - 3MiHa
Ha3Bu BNpo6HKKa N3,
BiANOBIAa/IbLHOIO 3a BUPOGHULTBO
in bulk, nakyBaHHs1, TeCTyBaHHS,
6e3 3MiHN MicLA BUPOGHMLTBA
(BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCALIB MiC/sA 3aTBEPKEHHS);
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaYKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIUaum
AinbHULI BUNYCKY cepii abo Micue
NpoBeAEeHHA KOHTPOJO SKOCTI.
(oisnbHICTb, 3a AKy Bignosifae
BMPOGHMK/iMNopTep, He
BK/IOUAOUM BUMYCK Cepiid) -
BHECEHHS 3MiHM y po34in
3.2.P.3.1. Bupo6Huk(n), a came -
3MiHa Ha3BuW Ta agMiHiCTPaTUBHOI
aapecy BupobHuka N3, 6e3 3MiHu
Micus BUpo6HMLTBA (BBEAEHHSA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS)

36.

BANAHC 1,5%
rMIOKO3U 1,25
MMONbIN
KAMbLJIO

PO34MH AN
nepuToHeasIbHoro
Aianisy; no 2000 mn abo
2500 mn y cuctemi
[1BOKaMepHOro Mmilka
cTeieceii; No 4 MiLkm
Y KapTOHHIi1 kopobu,; no
3000 mn y cuctemi
[BOKaMepHOro Miwka
cnineceiidy; No 4 Milwkn y
KapTOHHIA KopobLi; no
5000 mn y cuctemi
[IBOKaMepHOro mika
cnineceiidy; No 2 MiLkn y
KapTOHHI Kopobui

®peseHiyc Meaumkan
Kep [doitunaHg
6X

HimeuunHa

®peseHiyc Meagukan
Kep OdoiunaHg
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
martepianis: 3miHu Il TUnYy -y
3B’'A3KY 3@ OHOBJIEHHAM
nonoxeHHs REACH [Reg. (EC)
no. 1907/2006] Bin6ynacs 3amiHa
BHYTPILLHBLOIO NocTayasibHUKa
KaTasizatopa 4519 BUpo6GHULTBA
noninponineny (M), Wwo € ogHUM
3 BUXigHux matepianis Cuctema
KOHTeliHep/ 3aKynoproBasibHWi
3acib, OCKi/Ibkv nonepeaHiii
KaTanisartop (skuii
BMKOPVCTOBYBaBCS paHille) He
6yfe AOCTYNHUM Ha PUHKY Yepes
OHOB/IEHHSA nosoxeHb REACH.
AKICHWUIA Ta KiZTbKICHWIA cknag,
CUPOBVHY Ta KOMMOHEHTIB
nakyBasIbHUX MaTepiasnis
3a/IMWAETLCA HE3MiHHUM. Bei
BMXiAHI MaTepianu BignNoBiLal0Tb
nonoxeHHam/cneumdikawiam
UMHHOI EBponelicbkoi ®apmakonei
LoAo matepianis Ta NNacTMyHnX
[06aBOK, L0 BUKOPUCTOBYHOTLCSA
[N BUTOTOB/IEHHSA KOHTEHEpIB
4ns nikapcbkux 3aco6is (Ph. Eur.
3.1.3, 3.1.6 etc). Yepes
BUKOPWCTaHHS HOBOIO
KaTanizatopa HOBi 4OCNIMKEHHS
PEYOBUH, LLIO BUAINATLCA Ta
BUMMBAOTLCA 3 BUKOPUCTAHHAM

3a peyernmom

UA/18018/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HalicyyacHiLLIMX aHaNiTMYHUX
TEeXHONOriin 6ynu npoBeaeHi
BiANOBIAHO [0 HacTaHoBM «Plastic

63

Immediate Packaging Material
(CPMP/QWP/4359/03)». PaHiwe
nposefeHe BUNPObyBaHHSA
marepianis HairipLLIoro Bunaaky
6y/10 3aMiHeHO BUNPO6YBaHHAM
Ha BUAINEHHS DakKTUYHMX
KOMMOHEHTIB KOHTeWHepa npu
KOHTakKTi 3 po34ynMHOM (BiAMNoBIAHO
[0 HacTaHoBU «[1N1acTUKOBI
marepianu ans nepBUHHOT
ynakosku» (CPMP / QWP /
4359/03). BunpobyBaHHs, L0
NPOBOAMINCE paHille, nwe Ha
Mirpawito 406aBOK Ta /1eTiounX
PEYOBUH, BY/IN AOMNOBHEHHI
BUMPOOYBaHHAMMN Ha NPOAYKTU
po3KknafaHHs, NPOAYKTW peakuii,
OOMILLOK i T. 4. 3a ONOMOrOH0
ONTVMI30BaHNX aHaNITUUHUX
MeToZjiB, L0 NpU3Beno Ao
BWSIB/IEHHS HOBUX PEYOBWH. HAK
Hacnifok, 6yn BKIOYEHI AaHi
TOKCUKOSOTYHOT OLLIHKM 7171 BCIX
ileHTUIKOBAHUX PEYOBUH, LLO
BUAINSAIOTLCA HA 3aMiHy
nonepegHiM Tectam Ha
6iocyMicHICTb. [locbe 6yno
MOBHICTIO NepernsHyTe Wozao
CTPYKTYpU Ta 3MICTy, W06
signosigatn KepisHuutey «Plastic
Immediate Packaging Material»
(CPMP/QWP/4359/03) Ta
Bifjo6paxaTy BuLLe3a3HadeHi
3MiHW. BHyTpiLWHi MmoHOrpadii
BCTaHOB/IEHI A/151 KOMMOHEHTIB
cuctemun Cuctema
KOHTelHep/3aKynopoBanbHWi
3aci6. [le ue HeobxigHoO,
nocunaxHsa Ha Ph. Eur. HasBHi;
MeToAM BUNPOOYBaHHA OHOBIEHO
a60o foaaHo. JoMilKM enemeHTiB
po3rnsAarTbCs Ha OCHOBI
ICHQ3D. MaTtepianu, Wwo He
BUKOPVCTOBYIOTbCS (Hanpuknag,
6apBHVKY abo 6apBHUKM AN1S

OPYKY), 6y/iM BuganeHi 3 Aocbe. Y




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3B'A3KY 3 4YMM, Bigbymcs
OHOBJIEHHS HACTYMHUX Martepianis
pocee: Posginis: 3.2.P.2.4
Cucrema
KOHTeliHep/3aKynopoBabHui
3aci6; 3.2.P.5.5 Xapaktepuctuka
nowmiwok; 3.2.P.5.6
OG6rpyHTyBaHHS cneuudikauiii;
3.2.P.7 Cuctema KoHTeliHep/
3aKynoproBasibHuiA 3aci6; 3.2.P.8.
CTabinbHicTb; 3.3. NlitepaTypHi
hxepena

37.

BANAHC 1,5%
rMIOKO3U 1,75
MMONbIN
KAMbLJIO

PO34MH AN
nepuToHeasIbHoro
aianizy no 2000 mn abo
2500 mn y cuctemi
[1BOKaMepHOro Mmitka
cTelisceiid; no 4 miwka
Y KapTOHHIi1 kopobu,; no
3000 mn y cuctemi
[BOKaMepHOro Miwka
cnineceiidp; No 4 Miwka y
KapTOHHIA Kopo6Lii; no
5000 mn y cuctemi
[IBOKaMepHOro mitka
cnineceiidp; No 2 Mika y
KapTOHHI Kopobui

®peseHiyc Meagumkan
Kep JoitunaHg
6X

HimeuunHa

®peseHiyc Meaukan
Kep OdoiunaHg
6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
martepianis: 3miHu Il TUnYy -y
3B’A3KY 3@ OHOBJIEHHAM
nonoxeHHs REACH [Reg. (EC)
no. 1907/2006] Bin6ynacs 3amiHa
BHYTPILLHBLOrO NocTayasibHUKa
KaTasizatopa 4518 BUpo6GHMULTBA
noninponineny (M), Wwo € ogHUM
3 BUXigHuXx matepianis Cuctemmn
KOHTeliHep/3aKynopoBanbHWi
3acib, OCKiJIbKv nonepeaHiii
KaTanisartop (skuii
BMKOPVCTOBYBaBCS paHille) He
6yfe AOCTYNHUM Ha PUHKY Yepes
OHOB/IEHHSA nosoxeHb REACH.
AKICHWUIA Ta KiZTbKICHWIA cknag,
CUPOBVHY Ta KOMMOHEHTIB
nakyBasIbHUX MaTepiasnis
3a/IMWAETLCA HE3MIHHUM. Bei
BMXiAHI MaTepianu BignNoBiLal0Tb
nonoxeHHam/cneumdikawiam
UMHHOI EBponelicbkoi ®apmakonei
LoAo matepianis Ta NNacTMyHuX
[06aBOK, L0 BUKOPUCTOBYHOTHLCSA
[N BUTOTOB/IEHHSA KOHTEHEpIB
4ns nikapcbkux 3aco6is (Ph. Eur.
3.1.3, 3.1.6 etc). Yepes
BUKOPWCTaHHS HOBOIO
KaTanizatopa HOBi JOCNIMKEHHS
PEYOBUH, LLIO BUAINATLCA Ta
BUMMBAIOTLCA 3 BUKOPUCTAHHAM
HalicyyacHiLLIMX aHaNiTMYHUX
TexHonorin 6ynu nposeaeHi
BiNOBIAHO A0 HacTaHoBU «Plastic
Immediate Packaging Material
(CPMP/QWP/4359/03)». PaHiwe

3a peyernmom

UA/16099/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nposefieHe BUNPOOYBaHHS
marepianis HairipLLioro Bunaaky
6yn0 3aMiHEHO BUNPOOYBaHHAM

Ha BUAINEHHS DaKTUYHKX
KOMMOHEHTIB KOHTeliHepa npu
KOHTaKTi 3 po34nHoM (BiANOBIAHO
[0 HacTaHoBW «M1acTUKOBI
mMartepianu ans nepBuHHOT
ynakosku» (CPMP / QWP /
4359/03). BunpobyBaHHs, L0
NPOBOAMINCH paHille, uLle Ha
Mirpavito 406aBOK Ta SIeTIoUnX
pPeYOBUH, 6y AONOBHEHHI
BUMPOOYBaHHAMMN Ha NPOAYKTU
po3knafaHHs, NPOAYKTU peakuii,
[OOMILLOK i T. 4. 32 AONOMOro
ONTUMI30BaHUX aHaNITUYHUX
MeToAiB, Lo Npu3Beno 4o
BUSIB/IEHHS HOBUX PEYOBUWH. AK
Hacnigok, 6ynu BKIOYEHi AaHi
TOKCMKOSIOTIYHOT OL{iHKM ANA BCiX
ileHTNIKOBAHUX PEYOBVH, LLO
BUAINAIOTLCA HA 3aMiHy
nonepefHiM Tectam Ha
6iocymicHicTb. [locbe 6yno
NOBHICTIO NepernsHyTe Woao
CTPYKTYpU Ta 3MicTy, 06
Bignosigatn KepiBHuutBy «Plastic
Immediate Packaging Material>»
(CPMP/QWP/4359/03) Ta
Bijo6paxaTy BuLLE3a3HaYeHi
3MiHW. BHYTpILLHI MOHOrpadii
BCTaHOB/EHI A1 KOMMOHEHTIB
cuctemu
KOHTelHep/3aKynopoBanbHui
3aci6. [e ue HeobxigHo,
nocunaHHs Ha Ph. Eur. HasBHi;
MeToAM BUNPOBYBaHHA OHOBMEHO
a60 foaaHo. JoMillkmM enemeHTiB
pO3rNsaAaloTbCsA HA OCHOBI
ICHQ3D. Martepianu, Lo He
BUKOPVCTOBYIOTLCS (Hanpuknag,
6apBHVKN abo 6apBHWKM ANS
APYKY), 6ynu BuAaneHi 3 gocke. Y
3B'A3KYy 3 UMM, Bigbymcsa
OHOBJ/IEHHSI HACTYMHKX MaTtepianis
nocbe: Pospinis: 3.2.P.2.4
Cucrema

KOHTeliHep/3aKynoproBaibHUIA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aci6; 3.2.P.5.5 Xapakrepuctuka
powmiwok; 3.2.P.5.6
O6rpyHTyBaHHA cneumdikauiii;
3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHUiA 3aci6; 3.2.P.8.
CrabinbHicTb; 3.3. JlitepaTypHi
[xepena.
38. BAJTAHC 2,3% pO34uH Ans PpeseHiyc Megukan HimeuyunHa PpeseHiyc Meaukan HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18019/01/01
FNHOKO3U 1,25 nepuToHeasIbHOro Kep foiunang Kep Odonunang marepianis: 3miHu |l Tuny - y

MMOnNbIN
KANbLIO

aianisy; no 2000 mn abo
2500 mn y cuctemi
[BOKaMepHOro Miwka
cTelisceiidy; no 4 Miwku
Y KapTOHHIli kopobL; No
3000 mn y cuctemi
[IBOKaMepHOro mika
cnineceiidp; No 4 Milkn y
KapTOHHI Kopo6Li; no
5000 mn y cuctemi
[1BOKaMepHOro Mmitka
cnineceidy; N0 2 MiLKn y
KapTOHHIA Kopoo6Li

m6X

X

3B'A3KY 32 OHOBJ/IEHHAM
nonoxeHHss REACH [Reg. (EC)
no. 1907/2006] Big6ynacs 3amiHa
BHYTPILLHBLOrO NocTavYasibH1Ka
Katanizaropa /19 BUpo6bHULTBA
noninponineny (M), wo € ogHNM
3 BUXigHMUX matepianis Cuctema
KOHTeliHep/ 3aKynoproBasibHWi
3acib, ockinbkv nonepeaHin
KaTanisartop (skuii
BMKOPUCTOBYBABCS paHille) He
6yAe [OCTYMHUM Ha PUHKY yepes
OHOBJIEHHSA nonoxeHbs REACH.
SAkicHW Ta KinbKicHUIA cknag,
CUPOBVIHY Ta KOMIMOHEHTIB
nakyBaJIbHUX MaTepiasis
3a/IMLIAETLCA He3MiHHMM. Bei
BUXifHI MaTepianu BignoBsifanTb
nonoxeHHam/cneumdikaLiam
UMHHOI EBponelicbkoi ®apmakonei
LLOA0 MaTepiasniB Ta NNacTUYHUX
£[06aBOK, L0 BUKOPUCTOBYHOTHCSA
[N BUTOTOB/IEHHA KOHTEHEpIB
Ansa nikapcbkmx 3acobis (Ph. Eur.
3.1.3, 3.1.6 etc). Yepes
BUKOPWCTaHHS HOBOTO
KaTanizatopa HOBi JOCNIMKEHHS
PEYoBUH, L0 BUAINATLCA Ta
BUMMWBAIOTLCA 3 BUKOPUCTAHHAM
HaliCyyacHILWNX aHaTITUYHNX
TEeXHONOri 6ynn npoBeaeHi
BiANOBIAHO 0 HacTaHoBU «Plastic
Immediate Packaging Material
(CPMP/QWP/4359/03)». PaHiwe
npoBefeHe BUNPO6YBaHHS
marepianis HalripLLoro sunaaky
6yn0 3aMiHEHO BNNPOBYBaHHAM
Ha BUAINEHHS (DaKTUYHMX
KOMMOHEHTIB KOHTEWHepa npu
KOHTaKTi 3 po34vHoM (BiANoBiAHO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[0 HacTaHoBW «1acTUKOBI

mMartepianu ans nepBuHHOT

ynakosku» (CPMP / QWP /

4359/03). BunpobyBaHHs, L0
NPOBOAMINCH paHille, 1Lle Ha
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Mirpavito 406aBOK Ta SIeTHoUnX
PeYOBUH, 6y AONOBHEHHI
BUMPOOYBaHHAMMN Ha NPOAYKTU
po3knafaHHs, NPOAYKTU peakwii,
[OOMILLOK i T. 4. 32 AONOMOro
ONTUMI30BaAHUX aHaNITUYHUX
MeToAiB, Lo Npu3Beno 4o
BUSIB/IEHHS HOBUX PEYOBUWH. AK
Hacnigok, 6ynu BKIOYEHi AaHi
TOKCMKOSIOTIYHOT OL{iHKM ANA BCiX
ileHTNIKOBAHUX PEYOBVH, L0
BUAINAIOTLCA HA 3aMiHy
nonepefHiM Tectam Ha
6iocymicHicTb. [locbe Gyno
NOBHICTIO NepernsHyTe Woao
CTPYKTYpU Ta 3MicTy, w06
Bignosigatn KepiBHuuTtBy «Plastic
Immediate Packaging Material>»
(CPMP/QWP/4359/03) Ta
Bijo6paxaTy BULLE3a3HaYeHi
3MiHW. BHYTpIiLLHI MOHOrpadii
BCTaHOB/EHI A1 KOMMOHEHTIB
cuctemun Crctema KoHTelHep/
3aKynoproBasibHWiA 3aci6. [e ue
HeobXifHo, nocnnaHHsa Ha Ph. Eu
HasiBHi; MeToAu BUNPOBYBaHHS

e/leMeHTIB po3rnafalTbes Ha
He BUKOPUCTOBYOTLCS
(ranpuknag, 6apsHVKY abo
6apBHVKV AN APYKY), Byu

4MM, BifOYyMCA OHOBMEHHS

powmiwok; 3.2.P.5.6

r.

OHOB/IEHO a60 AoAaHo. [oMillkm

ocHoBi ICHQ3D. Martepianu, Lo

BUJaNEHI 3 fOCLE. Y 3B’A3KY 3

HaCTyMHWUX MaTepianis fOCbE:
Po3ginis: 3.2.P.2.4 Cuctema
KOHTelHep/3akynoptoBasibHUiA

3aci6; 3.2.P.5.5 Xapakrepuctuka

O6rpyHTyBaHHA cneumdikauiii;
3.2.P.7 Cuctema koHTeliHep/

3aKynoproBasibHUiA 3aci6; 3.2.P.8.
CrabinbHicTb; 3.3. JlitepaTypHi




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
xepena
39. BAJTAHC 2,3% pO34uH Ans PpeseHiyc Megukan HimeuyunHa PpeseHiyc Meaukan HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/16100/01/01
FNHOKO3U 1,75 nepuToHeasIbHOro Kep foiunang Kep Odoinunang marepianis: 3miHu |l Tuny - y

MMONbIN
KANbLIO

aianisy no 2000 mn abo
2500 mn y cuctemi
[BOKaMepHOro Miwka
cTelisceiidy; no 4 miwka
Y KapTOHHIli kopobL; No
3000 mn y cuctemi
[IBOKaMepHOro mitka
cnineceiigp; No 4 Miwka y
KapTOHHI Kopo6Li; no
5000 mn y cuctemi
[1BOKaMepHOro Mmitka
cnineceiid; No 2 miwka y
KapTOHHIA KopoobLi

m6X

X

3B'A3KY 32 OHOBJ/IEHHAM
nonoxeHHss REACH [Reg. (EC)
no. 1907/2006] Big6ynacs 3amiHa
BHYTPILLHBLOrO NocTavYasibHuKa
Katanizaropa /19 BUpo6bHULTBA
noninponineny (M), wo € ogHNM
3 BUXigHWX Matepianis Cuctemu
KOHTelHep/3aKynopoBabHWi
3acib, ockinbkv nonepeaHin
KaTanisartop (skuii
BMKOPUCTOBYBABCS paHille) He
6yAe [OCTYMHUM Ha PUHKY yepes
OHOBJIEHHSA nonoxeHb REACH.
SAkicHWI Ta KinbKicHUIA cknag,
CUPOBVHY Ta KOMIMOHEHTIB
nakyBaJIbHUX MaTepiasis
3a/IMLIAETLCA He3MiHHMM. Bei
BUXifHI MaTepiann BignoBsifaTb
nonoxeHHam/cneumdikalisam
UMHHOI EBponelicbkoi ®apmakonei
LLOA0 MaTepiasniB Ta NNacTMYHUX
£[06aBOK, L0 BUKOPUCTOBYHOTHCSA
[N BUTOTOB/IEHHA KOHTEHEpIB
Ansa nikapcbkmx 3acobis (Ph. Eur.
3.1.3, 3.1.6 etc). Yepes
BUKOPWCTaHHS HOBOTO
KaTanizatopa HOBi AOCNIMKEHHSA
PEYoBUH, L0 BUAINATLCA Ta
BUMMWBAIOTLCA 3 BUKOPUCTAHHAM
HalicyyacHILWNX aHaTITUUIHNX
TEeXHONOri 6ynn npoBeaeHi
BiANOBIAHO 40 HacTaHoBU «Plastic
Immediate Packaging Material
(CPMP/QWP/4359/03)». PaHiwe
npoBefeHe BUNPO6YBaHHS
marepianis HalripLLoro sunaaky
6yn0 3aMiHEHO BNNPOBYBaHHAM
Ha BUAINEHHS (DaKTUYHUX
KOMMOHEHTIB KOHTEWHepa npu
KOHTaKTi 3 po34nHOM (BifNOBigHO
[0 HacTaHoBU «M1acTUKOBI
marepianu gns nepBuUHHOT
ynakoBku» (CPMP / QWP /
4359/03). BunpobyBaHHs, L0
NPOBOAMANCH paHille, JIMLIEe Ha
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mirpadito 4o6aBOK Ta NeTioumX
PeyoBUH, 6YNIN AONOBHEHHI
BUMNPOBYBaHHAMMW Ha NPOAYKTU
po3knagaHHs, MPOAYKTU peakLii,
[OOMILLOK i T. 4. 38 AONOMOro
ONTUMI30BaAHUX aHaNITUYHUX
MeToZiB, Lo Npu3Beso Ao
BUSIB/IEHHS HOBUX PEYOBUWH. HAK
Hacnigok, 6ynu BKIOYEHi AaHi
TOKCUKOJIOTIYHOT OLLiHKM 47151 BCiX
ileHTUIKOBaHNX PEevyOBUH, LLO
BUAINSAIOTLCA HA 3aMiHy
nonepegHiM Tectam Ha
6iocymicHicTb. [locke 6yno
NOBHICTIO NepernsHyTe Woao
CTPYKTYpU Ta 3MicTy, 106
Bignosigatu KepisHuyTey «Plastic
Immediate Packaging Material»
(CPMP/QWP/4359/03) Ta
BigobpaxaTn BuULLe3a3HayeHi
3MiHW. BHYTPpiLLHi MOHOrpadii
BCTaHOB/IEHI [/19 KOMIMOHEHTIB
cuctemm
KOHTelHep/3akynoptoBasibHUiA
3aci6. [le ue HeobxigHo,
nocunaHHsA Ha Ph. Eur. HasiBHi;
MeToAu BUNPOGYBaHHSA OHOB/IEHO
a60 goaaHo. [JoMilLKM eNneMeHTiB
pO3rNsaAaloTbCsl Ha OCHOBI
ICHQ3D. MaTtepianu, Wwo He
BUKOPVCTOBYIOTbCS (Hanpuknag,
6apBHVKN ab0 6apBHUKK ANs
APYKyY), 6ynv BuaaneHi 3 gocee. Y
3B'AA3KY 3 YMM, Bigbymcs
OHOBJIEHHS HACTYMHUX MaTtepianis
pocee: Posginis: 3.2.P.2.4
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6; 3.2.P.5.5 Xapaktepuctuka
nowmiwok; 3.2.P.5.6
OG6rpyHTyBaHHS cneuudikauiii;
3.2.P.7 Cuctema KoHTeliHep/
3aKynoproBasibHMiA 3aci6; 3.2.P.8.
CTabinbHicTb; 3.3. NlitepaTypHi
[xepena

40.

BANAHC 4,25%
FNHOKO3U 1,25
MMONbIN

pO34uH Ans
NepPUTOHEaIbHOTO
Aianizy; no 2000 mn abo

®peseHiyc Meaumkan
Kep [doitunaHg
66X

HimeuunHa

®peseHiyc Meagukan
Kep OdoiunaHg
v6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
martepianis: 3miHu Il TUnYy -y
3B’'A3KY 3@ OHOBJIEHHAM

3a peyernmom

UA/18020/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KANbLUIO 2500 mny cuctemi nonoxeHHs REACH [Reg. (EC)

[BOKaMepHOro Mmitka
cTelieceiidy; no 4 miwku
Y KapTOHHIin kopobu,; No
3000 mn y cuctemi
[BOKaMepHoro Miwka
cnineceiidy; No 4 Milwkn y
KapTOHHIA KopobLi; no
5000 mn y cuctemi
[IBOKaMepHOro mitka
cnineceiidp; No 2 MilKn y
KapTOHHiA KOpO6Li

no. 1907/2006] Bin6ynacs 3amiHa
BHYTPILLHBLOrO NocTayasibHUKa
KaTasizatopa A58 BUpoGHULTBA
noninponineny (M), Wwo € ogHUM
3 BUXigHUX mMatepianis Cuctemm
KOHTeliHep/3aKynopoBabHWi
3acib, OCKisIbkv nonepeaHiii
katanisartop (skuii
BMKOPVCTOBYBaBCS paHille) He
6yfe AOCTYMHUM Ha PUHKY Yepes
OHOBJIEHHSA nosioxeHb REACH.
AKiCHWIA Ta KiNbKiCHWIA cknag,
CUPOBVHY Ta KOMMOHEHTIB
nakyBasIbHUX MaTepianis
3a/IMWAETLCA HE3MIHHUM. Bei
BMXiAHI MaTepianu BignoBifaloTb
nonoxeHHam/cneumdikaviam
YMHHOI EBponelicbkoi ®apmakonei
LoAo matepiasniB Ta NNacTMyHUX
[06aBOK, L0 BUKOPUCTOBYHOTHLCA
[N BUTOTOB/IEHHSA KOHTEHEpIB
Ansa nikapcbkmx 3aco6is (Ph. Eur.
3.1.3, 3.1.6 etc). Yepes
BUKOPWCTaHHS HOBOIO
KaTanizaTopa HOBi JOCNIMKEHHS
PEYOBWH, L0 BUAINATLCA Ta
BUMMBAIOTLCA 3 BUKOPUCTAHHAM
HalicyyacHiLLIMX aHaNiTMYHUX
TEXHONOTIN 6ynn NpoBeAeHi
BiNOBIAHO A0 HacTaHoBM «Plastic
Immediate Packaging Material
(CPMP/QWP/4359/03)». PaHiwe
nposefieHe BUNPOOyBaHHS
marepianis HairipLLioro Bunaaky
6yno 3aMiHEHO BUNPOOYBaHHAM
Ha BUAINEHHS DaKTUYHMX
KOMMOHEHTIB KOHTeliHepa npu
KOHTaKTi 3 po34nHoM (BiANOBIAHO
[0 HacTaHoBW «1acTUKOBI
mMartepianu ans nepBuHHOT
ynakosku» (CPMP / QWP /
4359/03). BunpobyBaHHs, L0
NPOBOAMINCH paHille, uLle Ha
Mirpavito 406aBOK Ta SIeTHoUnX
pPeYOBUH, 6y AONOBHEHHI
BUMPOOYBaHHAMMN Ha NPOAYKTU
po3knafaHHs, NPOAYKTU peakwii,
[OOMILLOK i T. . 32 AONOMOrOK
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ONTVMI30BaHNX aHaNITUUHUX
MeToZ;iB, Lo NpU3Beno Ao
BUSIB/IEHHS HOBUX PEYOBWH. HAK
Hacnifok, 6yn BKIKOYEHI AaHi
TOKCUKOSIOTYHOT OLLIHKM 7171 BCIX
ileHTUIKOBAHUX PEYOBUH, LLO
BUAINSAIOTLCA HA 3aMiHy
nonepegHiM Tectam Ha
6iocyMicHICTb. [locbe 6yno
MOBHICTIO NepernsHyTe Wozao
CTPYKTYpU Ta 3MICTy, W06
signosigatn KepisHuutey «Plastic
Immediate Packaging Material»
(CPMP/QWP/4359/03) Ta
Bifjo6paxaTy BuLLe3a3HaYeHi
3MiHW. BHyTpiLWHi MOHOrpadii
BCTaHOBJIEHI [/151 KOMMOHEHTIB
cuctemm
KOHTeliHep/3aKynopoBanbHWi
3aci6. [le ue HeobxigHoO,
nocunaxHsa Ha Ph. Eur. HasBHi;
MeToAM BUNPOOYBaHHA OHOBMIEHO
a60 foaaHo. JoMillkM eneMeHTiB
pO3rnNsAaTbCsA Ha OCHOBI
ICHQ3D. MaTtepianu, Wwo He
BUKOPVCTOBYIOTbCS (Hanpuknag,
6apBHVKY ab0 6apBHMKM AN1s
APYKY), 6ynn BUAaneHi 3 4ocbe. Y
3B’A3KY 3 UMM, Bigbynmcsa
OHOBJ/IEHHSI HACTYMHWX MaTepianis
nocbe: Pozginie: 3.2.P.2.4
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6; 3.2.P.5.5 Xapakrepuctuka
powmiwok; 3.2.P.5.6
O6rpyHTYyBaHHA cneumdikauiii;
3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHUiA 3aci6; 3.2.P.8.
CrabinbHicTb; 3.3. JlitepaTypHi
xepena

41.

BANAHC 4,25%
FNIOKO3U 1,75
MMOnNbIN
KANbLIO

PO34MH ANna
nepuTOHeasIbHOro
aianisy no 2000 mn abo
2500 mn y cuctemi
[BOKaMepHOro Miwka
cTelisceiidy; no 4 miwka
Y KapTOHHIli kopobL; No
3000 mn y cuctemi

PpeseHiyc Megukan
Kep foiunang
m6X

HimeyunHa

PpeseHiyc Meaukan
Kep Odonunang
M6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu |l Tuny - y
3B'A3KY 32 OHOBJ/IEHHAM
nonoxeHHss REACH [Reg. (EC)
no. 1907/2006] Big6ynacs 3amiHa
BHYTPILLHBLOrO NocTavYasibH1Ka
Katanizaropa /19 BUpo6bHULTBA
noninponineny (MM), Wwo € ogHNM

3a peyenmom

UA/16101/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[IBOKaMepHOro mika
cnineceiidp; No 4 Miwka y
KapTOHHiiA KopobLj; no
5000 mny cuctemi
[BOKaMepHOro Mmitka
cnineceiid; No 2 miwka y
KapTOHHI KopoobLi

3 BUXigHUX MaTepiasis Cuctemm
KOHTeliHep/3aKynopoBabHWi
3aci6, OCcKiNbky nonepeaHili
KaTanisartop (skuii
BMKOPUCTOBYBAaBCS paHille) He
6yfie [OCTYMHUM Ha PUHKY Yepes
OHOBJIEHHSA nonoxeHb REACH.
SkicHWi Ta KinbKicHUIA cknag,
CUPOBVHY Ta KOMIMOHEHTIB
nakyBaJIbHUX MaTepiasis
3a/IMIAETLCA He3MiHHUM. Bei
BUXiAHI MaTepiann BignoBsifatoTb
nonoxeHHam/cneumdikaLiam
UMHHOI EBponelicbkoi ®apmakonei
LLoA0 MaTepianiB Ta NNacTMyHUX
£[06aBOK, L0 BUKOPUCTOBYHOTHCSA
[N BUTOTOB/IEHHA KOHTEHEpIB
Ansa nikapcbkmx 3acobis (Ph. Eur.
3.1.3, 3.1.6 etc). Yepes
BUKOPWCTaHHS HOBOTO
KaTanizatopa HOBi AOCNIMKEHHSA
PEYOBUH, L0 BUAINATLCA Ta
BUMMBAIOTLCS 3 BUKOPUCTAHHAM
HalicyyacHiLLIMX aHaNiTMYHUX
TEeXHONOoriin 6ynu npoBeaeHi
BiANOBIAHO 40 HacTaHoBU «Plastic
Immediate Packaging Material
(CPMP/QWP/4359/03)». Pailue
nposefeHe BUNPO6YBaHHS
maTepianis HalripLLoro BunaaKy
6yn0 3aMiHEHO BNNPOOYBaHHAM
Ha BUAINEHHS (DaKTUYHMX
KOMMOHEHTIB KOHTEliHepa npu
KOHTaKTi 3 po34nHOM (BifNOBigHO
[0 HacTaHoBU «M1acTUKOBI
marepianu gns nepBuUHHOT
ynakoBku» (CPMP / QWP /
4359/03). BunpobyBaHHs, L0
NPOBOAMINCE paHillle, 1wle Ha
mirpadito 4o6aBOK Ta NeTioumX
PeyoBUH, 6yNN AONOBHEHHI
BUMNPOBYBaHHAMMW Ha NPOAYKTU
po3knagaHHs, MPOAYKTU peakLii,
[OOMILLOK i T. . 38 AONOMOroK0
ONTUMI30BaAHUX aHaNITUYHUX
MeToZjiB, Lo Npu3Beso A0
BUSIB/IEHHS HOBUX PEYOBUWH. FAK
Hacnigok, 6ynu BKIOYEHi AaHi
TOKCMKOJIOTiYHOT OLLIHKW 71 BCiX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ileHTNIKOBAHUX PEYOBVH, LU0
BUAINAIOTLCA HA 3aMiHy
nonepefHiM Tectam Ha
6iocymicHicTb. [locbe 6yno
NOBHICTIO NepernsHyTe Woao
CTPYKTYpU Ta 3MicTy, 06
Bignosigatn KepiBHuutBy «Plastic
Immediate Packaging Material>»
(CPMP/QWP/4359/03) Ta
Bijo6paxkaTy BULLE3a3HAYEHI
3MiHW. BHYTpILLHI MOHOrpadii
BCTaHOB/EHI /151 KOMMOHEHTIB
cuctemu
KOHTeliHep/3aKynopoBabHWi
3aci6. [e ue HeobxigHo,
nocunaHHs Ha Ph. Eur. HasBHi;
MeToAM BUNPOBYBaHHA OHOBMEHO
a60 foaaHo. JoMillkmM enemeHTiB
pO3rNsaAaloTbCsA HA OCHOBI
ICHQ3D. Martepianu, Lo He
BUKOPVCTOBYIOTLCS (Hanpuknag,
6apBHVKN abo 6apBHWKM AN1S
APYKY), 6ynu BuAaneHi 3 ocke. Y
3B'A3KYy 3 UMM, Bigbynmcsa
OHOBJ/IEHHSI HACTYMHKX MaTtepianis
nocbe: Pospinis: 3.2.P.2.4
Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6; 3.2.P.5.5 XapakrepucTuka
nowmiwok; 3.2.P.5.6
O6rpyHTyBaHHS cneuudikauii;
3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHMiA 3aci6; 3.2.P.8.
CrabinbHicTb; 3.3. J/liTepaTypHi
xepena

42,

BETA®EPOH®

MOPOLLIOK

niocpinizoBaHuin ons

MPUrOTYBaHHs PO3UMHY

Ans iH'exuii no 0,3 mr

(9,6 mnH MO); 1 chnakoH

3 MOPOLUKOM Y KOMMJIEKTI

3 po3umHHuKoMm (0,54 %

pO34MH HaTpilo x10pray)

no 1,2 mny nonepeaHbo

3arnoBHEHUX LNpuUax Ta

Hacafkotlo (agantepom)
3 FO/IKOK, 2 CNMPTOBUMU
cepBeTkamyv B ynakosLji

Baiiep Al

HimeyunHa

BepiHrep
IHrenbxaiv ®apma
vm6X i Ko. KT,
HimeuunHa
(HeposdhacoBaHwii
NPOAYKT, NepBUHHA
yrnakoBka);
Baiiep AT,
HimeyunHa
(BTOPUHHA
ynakoBka, f103BiN Ha
BUNYyCK cepii)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3miHa npoTokony ctabinbHocTi 13,
a came - 3MiHa yMOB Tp1Basoro
36epiraHHa 3 25°C/ 60% Ha
30°C/75 % Ta CKOpPOYeHHs nepiogy
BunNpobyBaHb 3 36 micAuis fo 30
MiCAILiB, L0 OXON/I0E
3aTBEPMKEHNI TEPMIH 36epiraHHsA
24 wmicsaui. 3MiHn | TUny - 3miHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. BHECEHHS 3MiH A0

3a peyenmom

UA/15287/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3 KapTOHY; no 15
yNaKkoBOK B KapTOHHii
KopoobLi

npotokony ctabinbHocTi 0,54%
pO34MHy HaTpito xnopugy no 1,2
M1y nonepeaHbO 3anoBHEHUX
LNp1LUax (BUKOPUCTOBYIOTLCA SK
PO3YMHHWK AAHHOTO NiKapcbKoro
3acoby), a came - 3MiHa NOTOYHNX
ymoB 36epiraHHs 3 30 °C / 65%
BigHOCHOI BonorocTi Ha 30 °C /
75% BONOrOCTi, 415 Y3rOAXKEHHSA 3
NPOTOKO/IOM LLIOAO AaHOro
nikapcbKoro 3acoby Ta
CKOPOYEHHS TepMiHy B1NpobyBaHb
3 60 micsiB Ao 48 micsuis, Wo
OXOMN/IOE 3aTBEPLKEHNI TEPMIH
36epiraHHa 36 micauis.
3MIHI0ETbCS YacToTa BUNpobyBaHb
3 «[4nsA KOXHUX 25 cepiid,
NpuyHaiMHi ogHa cepist Ha pik
CTaBUTbCA Ha CTabiNbHICTb» Ha
«[MpuHaliMHi ogHa cepist Ha pik
CTaBUTLCA Ha CTABINBHICTb».

43.

BIOBEH

po34nH N8 iHgysiii 10
%; no 10 mn, 25 mn, 50
mn abo 100 mn y naswi
abo dpnakoHi; mo 1
naswLyi abo pnakoHy B
nadui 3 KapTOHy

TOB "BIO®PAPMA
MNIA3MA"

YKpaiHa

TOB "BIO®PAPMA
MAA3SMA", YkpaiHa
(B1pOGHMLTBO,
nepBuHHE
nakysaHHs); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(BMPOGHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii); TOB
"BIO®PAPMA
MAA3SMA", YkpaiHa
(KOHTpONb AKOCTI)

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu Il TUNY - 3MiHK 3
akocTi. A®l. BupobHuuteo. 3miHa
BMPOGHMKA BUXiAHOro/NPpOMKHOrO
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHCS Y
BMPO6HMYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTponito skocTi) APl (3a
BiCYTHOCTI cepTudikaTa
BIANOBIAHOCTI EBPONENChKili
hapmakonei y 3aTBepaXeHOMY
pocbe)(3miHa B A®I 6ionoriyHoro
NOXOMKeHHs1 abo BUXiAHOMY
Marepiani/peareHTi/MpoMixxXHOMY
NPOAYKTI, L0 BUKOPUCTOBYIOTHCS
415 BUpobHULTBA
6ionoriyHoro/iMmyHonoriYHoro
niKkapcbKoro 3acoby ) - oAaBaHHSA
yCTaHoB 3a60py KpoBi/nia3mu
Pecny6niku MonbLya Ta YropwuHn

3a peyernmom

UA/14526/01/02

BIOBEH MOHO®

PO34uH ANs iHgysili 5%;
no 25 mn, 50 mn abo
100 mn y nnsAwyi abo
donakoHi; no 1 nagwi

TOB "BIO®PAPMA
MNA3SMA"

YKpaiHa

TOB "BIO®APMA
MNA3MA", YkpaiHa
(BUpOGHMLTBO,
nepBuHHe

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: 3miHu Il Tuny - 3MiHM 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOBHUKA BMXiAHOrO/NMPOMIXXHOrO

3a peyenmom

UA/14526/01/01
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iH'ekUii) no 5 MmNy

nepBuHHE Ta

BMpo6HUYOMY npoueci AdPl, abo

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
abo cpnakoHy y mauui 3 nakyBaHHs); TOB npoaykTy/peareHty, Lo
KapToHy "BIOPAPMA BUKOPUCTOBYIOTLCA Y
MNA3MA", YkpaiHa BMPOGHUYOMY npoveci APl abo
(BUpOGHMLTBO, 3MiHa BUpPO6HUKa (BKIOYatoun, ae
nepBuHHE Ta Heo6XifHO, Micue NpoBefeHHs
BTOPVHHE KOHTponto akocTi) APl (3a
nakyBaHHs, BUNYyCK BiICYTHOCTI cepTudikata
cepii); TOB BiANOBIAHOCTI EBpONechbkili
"BIO®APMA hapmakonei y 3aTBepiKeHoOMy
MNA3MA", YkpaiHa pocbe)(3miHa B A®I GionoriyHoro
(KOHTPO/b SAKOCTI) NOXO/KEHHA abo BUXiZHOMY
marepiani/peareHTi/MpoMixxHOMY
NPOAYKTI, L0 BUKOPUCTOBYIOTHLCS
ANA BUpobHMLTBA
6i0N10riYHOro/iMyHOONYHOr0
nikapcbKoro 3acoby ) - AofaBaHHsA
yCTaHoB 3a60py KpoBi/nnasmu
Pecny6nikv MonbLuya Ta YropyHu
45, BIOBEH MOHO® pO34nH ANns iHgysii 5%, TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnX - UA/14527/01/01
in bulk: no 25 mny MNNA3MA" MNA3MA", YkpaiHa MaTepianis: 3MiHu Il TUNY - 3MiHK 3
naswui abo dgpnakoxi; no (B1pOGHMLTBO, akocTi. A®l. BupobHuuteo. 3miHa
96 nnswok abo nepBUHHE BMPOGHMKA BUXiAHOro/NpOMKHOrO
(h/1aKOHIB y rpynosii nakysaHHs); TOB npoAykTy/peareHTy, Lo
Tapi; in bulk: no 50 mn'y "BIO®APMA BVKOPUCTOBYIOTLCA Y
nAswui abo dpakoHi; no MNA3MA", YkpaiHa BMPO6HUYOMY npoueci Adl, abo
56 nnswok abo (BUPOGHULTBO, 3MiHa BUPOGHWMKa (BKOYatouu, ae
h/1aKoHIB y rpymnosii nepBuHHE Ta HeobXxiAHO, MicLe NpoBeAEeHHS
Tapi BTOpPUHHE KOHTponito skocTi) APl (3a
nakyBaHHs, BUMYCK BiCYTHOCTI cepTudikaTa
cepii); TOB BIANOBIAHOCTI EBPONENChbKili
"BIO®APMA hapmakonei y 3aTBepaXeHOMY
MNA3MA", YkpaiHa pocbe)(3miHa B A®I 6ionoriyHoro
(KOHTpO/b AKOCTI) NOXoMKeHHs1 abo BUXiAHOMY
Marepiani/peareHTi/MpoMixxXHOMY
NPOAYKTI, L0 BUKOPUCTOBYIOTHCS
415 BUpobHULTBA
6ionoriyHoOro/iMmyHonoriYHOro
niKkapcbKoro 3acoby ) - foAaBaHHSA
yCTaHoB 3a60py KpoBi/nia3mm
Pecny6nikv MonbLuya Ta YropwyHn
46. BIOKNOT A® niodpinizaT ANs po3vmHy TOB "BIO®APMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16249/01/01
Ans iH'ekuin no 250 MO, MIA3MA" MNA3MA" mMarepianis: 3miHu Il Tuny - 3MiHM 3
1 chnakoH 3 (BUpOGHMLTBO, akocTi. A®l. BupobHuuTBO. 3MiHa
niocpinizatom y nepBuHHe BMPOBHUKA BMXiAHOrO/NMPOMIXXHOrO
KOMMNEKTi 3 nakyBaHHs; npoaykTy/peareHty, Lo
PO34MHHMKOM (BOAa ANA BUPOGHMNLITBO, BUKOPVCTOBYHOTHCS Y
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chnakoHi; no 1 donakoHy BTOPUHHE 3MiHa BUPO6HUKa (BKIOYatouu, ae
3 niogpinizatom Ta no 1 nakyBaHHs, BUMYCK Heo6XifHO, Micue NpoBefeHHs
h1aKoHY 3 PO3UYNHHUKOM cepii; KOHTPO/b KOHTponto akocTi) APl (3a
pa3om i3 3acobamu ans AKOCTI), YkpaiHa BiICYTHOCTI cepTudikata
PO3YMHEHHSA Ta BiANOBIAHOCTI EBpONechbkili
BBeAeHHS (1 dinbTp, 1 hapmakonei y 3aTBepiKeHoOMy
LUNpUL, OAHOPA30BUIA 3 pocbe)(3miHa B A®I GionoriyHoro
rONIKOK A/1s iH'eKUild, 1 NOXO/KEHHA abo BUXiZHOMY
Kpunbuata iHdysiiHa marepiani/peareHTi/npoMixxHOMY
cucTema) y navdi 3 MPOAYKTI, LLI0 BUKOPUCTOBYHOTHCSA
KapTOHY ANA BUpobHMLTBA
6i0N10riYHOro/iMyHOONYHOr0
nikapcbKoro 3acoby ) - AofaBaHHsA
yCTaHoB 3a60py KpoBi/nnasmu
Pecny6nikv MonbLuya Ta YropyHu
47. BIOKNOT A® niodhinizat Ans po3unHy TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/16249/01/02
Ans iH’ekuin no 500 MO, MNA3MA" MNA3MA" MaTepianis: 3MiHu Il TUNY - 3MiHK 3
1 donakoH 3 (B1pOGHMLTBO, akocTi. A®l. BupobHuuteo. 3miHa
niodpinizatom y nepBUHHE BMPOGHMKA BUXiAHOro/NpOMKHOrO
KOMNEeKTi 3 nakyBaHHS; npoAayKTy/peareHTy, Lo
PO34MHHMKOM (BOAa AN BMPOGHMLTBO, BUKOPWCTOBYHOTHCS Y
iH’exui) no 10 mny nepBuHHE Ta BMPO6HUYOMY npoueci Adl, abo
dhnakoHi; no 1 dpnakoHy BTOPVIHHE 3MiHa BMPOGHWMKa (BKNOUatouu, ae
3 fiogpinizatom Ta no 1 nakyBaHHs, BUMYCK HeobXxiAHO, MicLe NpoBeAEeHHS
h/1aKoHy 3 PO3YMHHUKOM Ccepiii; KOHTPO/b KOHTponito skocTi) APl (3a
pasom i3 3acobamu s AKOCTI), YKpaiHa BifiCYTHOCTI cepTudikaTa
PO3YMHEHHSA Ta BIANOBIAHOCTI EBPONENChKili
BBeAeHHs (1 dinbTp, 1 hapmakonei y 3aTBepAXeHOMY
LINpUL, 0AHOPa30BUiA 3 pocbe)(3miHa B A®I 6ionoriyHoro
rONIKOK A5 iH'eKuUild, 1 NOXoMKeHHs1 abo BUXigHOMY
Kpunbyata iHdysiiHa Marepiani/peareHTi/MpoMixxHOMY
cucTema) y nauui 3 NPOAYKTI, IO BUKOPUCTOBYIOTLCS
KapToHyY ANs BUpobHMLTBA
6ionoriyHoOro/iMmyHonoriYHOro
niKkapcbKoro 3acoby ) - oAaBaHHSA
yCTaHOB 3a60py KpoBi/nia3mm
Pecny6niku MonbLya Ta YropwuHn
48. BIOKNOT A® niodpinizaT ANs po3vmHy TOB "BIO®APMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16249/01/03

Ans iH'ekuin no 1000
MO, 1 cpnakoH 3
niocpinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAa ANA
iH’exuiii) no 10 mn y
chnakoHi; no 1 dpnakoHy
3 niogpinizatom Ta no 1
dp/1akoHY 3 PO3YMHHUKOM

MNA3SMA"

MIA3SMA"
(BUpOGHMLTBO,
nepBuHHe
nakyBaHHS;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUMYCK
Cepiii; KOHTPOb

mMarepianis: 3miHu Il TMny - 3MiHM 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMpPOBHUKA BMXiAHOrO/MPOMIXXHOrO
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpo6HUYOMY npoueci AdPl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ge
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/0 sIKOCTi) APl (3a
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pa3om i3 3acobamu ans AKOCTI), YkpaiHa BiICYTHOCTI cepTudikata
PO3YMHEHHSA Ta BiANOBIAHOCTI EBpONeichbkili
BBeAeHHS (1 dinbTp, 1 hapmakonei y 3aTBepiKeHoOMy
LUNpUL, OAHOPA30BUiA 3 pocbe)(3miHa B A®I GionoriyHoro
rOnIKOK A5 iH'eKUild, 1 NOXO/KEHHA abo BUXiZHOMY
Kpunbuata iHdysiiHa marepiani/peareHTi/npoMixxHOMY
cucTema) y naudi 3 MPOAYKTI, LLIO0 BUKOPUCTOBYHOTHCSA
KapTOHY ANsA BUpobHMLTBA
6i0N10riYHOro/iMyHOOrN4YHOro
nikapcbKoro 3acoby ) - AofaBaHHSA
yCTaHoB 3a60py KpoBi/nnasmu
Pecny6nikv MonbLuya Ta YropyHu
49, BIONEKTPA Tabnetku wunyui; no 10 AnbneH ®apma Al LLiBefiuapis lepmec HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/13697/01/01
MATHE3IYM Tabnetok y Ty6i; no 1 ApuHaiimiTTens MaTepianis: 3MiHu | Tuny -
®OPTICCIMYM abo 2 Ty6u B nayui 3 6X He3HauHi 3MiHV Yy MeToauLi
KapTOHY «KinbKicHe BU3HAUEHHs», a came
BUKOPUCTAHHSA 6i/ibLu
KOHLIEHTPOBAHOI COJIAHOT KNC/IOTU
y SIKOCTi peareHTa niAKUC/IEHHS.
MeTop, BU3Ha4YeHHS BMICTY MarHito
3a/IMLIAETLCS HE3MIHHUM,
KUCMOTHICTb JOCAIAKYBaHOro
PO34MHY 3a/IMLIAETHCA HE3MIHHOIO;
3MiHW | Tuny - npuBefeHHs ASMF
MarHito okcugy Ao moHorpadii EP;
3MiHU | TUNY - OHOBIeHHA ASMF
MarHito okcvay; 3anponoHoBaHo
Version 2011-11
50. BICAKOAWUN- CYno3uTopIi peKkTasbHI TOB "dAPMEKC Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx - UA/15440/01/01
DPAPMEKC no 10 wr; in bulk Ne reyn reyn marepianis: 3miHu | Tuny -
1200 (5x240): no 5 noJaHHA OHOBJ/IEHOro cepTudpikata
Cyno3uTopiiB y CTpuni, BiANOBIAHOCTI EBpONechbkili
no 240 cTpunis y thapmakonei Ne R1-CEP 2007-
kopo6ui; in bulk Ne 1600 163-Rev 02 gna aitoyoi peyoBuHU
(5x320): no 5 Bicakoguny Bif Bxe
Cyno3nTopIiB y CTpuni, 3aTBEPAKEHOr0 BUPOGHMKA
no 320 cTpunis y Dishman Pharmaceutical and
Kopobui Chemicals Limited, IHaisi, sikuii
3MiHMB Ha3By Ha Dishman
Carbogen Amcis Limited, IHgis. Ak
Hacnigok: 3MiHW y cnevumdikayii Ta
MeTOANLji KOHTPOSIO 3a
NOKA3HUKOM «3a/ILLKOBI KifIbKOCTI
OpraHiYHUX PO3YMHHWKIB
51. BICAKOAUN- Cyno3nTopii peKkTasbHi TOB "®APMEKC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx - UA/11607/01/01
DPAPMEKC nol0mrno5 reyn" reyn" marepianis: 3MiHum | Tuny -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Cyno3unTopiiB y CTpuni; NoAaHHA OHOBMIEHOTO cepTudiikaTa
no 2 cTpunu B nauuj 3 BiANOBIAHOCTI EBpONeichbkili
KapToHy thapmakonei Ne R1-CEP 2007-
163-Rev 02 ans Aito4oi pevoBrHN
Bicakoguny Bif Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Dishman Pharmaceutical and
Chemicals Limited, IHais, skuii
3MiHVB Ha3By Ha Dishman
Carbogen Amcis Limited, IHgis. Ak
Hacnigok: 3MiHW y cneumdikayii Ta
MeTOoAMLji KOHTPOSIO 3a
NOKa3HMKOM «3a/INLLIKOBI KifTbKOCTi
OpraHiYHUX PO3YMHHWKIB
52. BPUPO3A Kpansi O4Hi, po34nH no 2 AT "Apavep MonbLa AT "Apamep, Monbwa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyernmom UA/17427/01/01
Mr/M/T; M0 5 M1 pO3UunHY dapma" dapma", MonbLia HimeuunHa marepianis: 3MiHN | TUMY - 3MiHK
y thnakoHi 3 (BUPOBHWK NnTtBa ofo 6e3snekun/edpekTMBHOCTI Ta
nonieTuneHy HU3bKOI BiANOBIAaIbHNIA 3a thapmakoHarnagy. 3miHa y
LLiNbHOCTI 3 BUMYCK cepii); KOPOTKIil XapakTepucTumui
KpanesnbHuLeto Ta 6is1010 dapma LUTYNbH nNiKapcbKoro 3acoby, TeKcTi
KpULLIEYKOIO v6X, HimeuunHa MapKyBaHHS Ta IHCTpyKLUii Ans
nonieTuaeHy BUCOKOI (BMPOGHMLTBO "in MeAMYHOro 3acTOCYBaHHSA Ha
WwinbHocTi; no 1 abo 3 bulk solution", nigcTasi perynsipHo
hnakoHn-kpanenbHULi B nakyBaHHs Ta OHOB/tOBAHOTO 3BITY 3 6e3nekn
KapTOHHIA Kopoo6Li KOHTpO/b cepii); nikapcbkoro 3acoby, abo
HOAB CaHTOHiKa, pocnimpkeHb 3 6e3neku
JNintBa 3acToCyBaHHS NikapCbKoro 3acoby
(BpOGHMLTBO "in B nicnsipeecTpauiiiuii nepiog, abo
bulk solution", K pe3ynbTar OLiHKM 3BIiTY 3
nakyBaHHs Ta [ocnigpKeHb, NpoBeAeHnX
KOHTpO/b cepii) BiANOBIAHO [0 nMiaHy
negiatpnyHux gocnimxkers (PIP) -
3MiHV BHECEHO A0 IHCTPYKLiT Ans
MeANYHOr0o 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ain
"Oco6nMBOCTI 3acTOCyBaHHA"
BiMNOBiAHO A0 OHOB/IEHOT
iHcbopmaLii 3 6e3nekn JONOMKHOT
peyoBuHW. BBeEHHSA 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
53. BPIHEUPA po3unH Ans iHgysiii, 30 BioMapuH Ipnangis roTOBWIA NikapCbKuii HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/16841/01/01
MI/MA1; N0 5 M PO3UMHY IHTepHewHn JlimiTes, 3aci6: 06pobka CnonyyeHi marepianis: 3MiHW | TUNY - 3MiHK
Ans iHdy3ii y nNiKapcbkoro 3acoby LWratn ofo 6esnekn/edpekTMBHOCTI Ta
MPO30pPOMY CKISHOMY Ta nepBuHHe AmepuKm thapmakoHarnsgy. BeegeHHs abo
donakoHi (cko | Tuny), nakyBaHHs IpnaHgis 3MiHW [0 y3ara/ilbHeHUX JaHuX Npo
3aKynopeHomy npo6koo (HanoBHeHHs Benukobput cuctemy chapmakoHarnagy
(6yTunkayyyk) Ta rOTOBWM NiKApPCbKUM aHis (BBEAEHHSA y3araslbHEHNX AaHNX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
06TUCHYTOMY 3acobom) Ta npo cuctemy capmakoHarnsgy,

NIOMIHIEBOIO KPULLIKOKO
Tuny flip-off seal 3
nNacTVKOBUM
KOBMaYKOM 3e/1eHOro
KOMbopy; No 2 ¢onakoHn
3 PO34YMHOM AN15 iHAY3il
y KOomMnAekTi 3 1
h/1aKOHOM 3 PO34MHOM
AN npomyBaHHA (o 5
M1 PO3YMHY AN1A
NPOMUBaHHA Y
NPO30pOMY CK/ITHOMY
donakoHi (ckno | Tuny),
3aKynopeHoMy npo6Koto
(6yTunkayuyk) Ta
06TUCHYTOMY
IIOMIHIEBOIO KPULLIKOO
Tuny flip-off seal 3
nNacTVKoBUM
KOBMaYKOM XOBTOrO
KOMbOPY) B KAPTOHHIi
KopooLi

BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeCi
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHUiA
KOHTPO~b,
GioHaBaHTaXeHHS Ta
KOHTPO/b Npu
BUMYCKY:
CTEepPUbHICTb,
6akTepianbHi
€HA0TOKCUHN)
po34nH Ans
NMPOMWBaHHS:
06pobka
nikapcbkoro 3acoby
Ta nepBuHHe
nakyBaHHs
(HanoBHEHHS
PO34YMHOM ANs
NPOMMBAHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpPO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis,
Bi3yasibHUiA
KOHTPO/b,
GioHaBaHTaXKeHHS,
KOHTPO/b Npu
BUMYCKY:
CTEPUIbHICTD,
6akTepiasibHi
€HJ,0TOKCUHM)
BetTtep dapma-
®epTiryHr Mm6X i Ko.
KI', HimeuunHa
rOTOBWIA NiKapCbKWii
3aci6:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpPO/b B NpoLeci
BMPOGHUMLTBA:
ineHTndikauis,
Bi3yasibHUiA
KOHTPO/b,
6ioHaBaHTaXeHHs Ta

3MiHa YNOBHOBaXEHOI 0Co6M,
BiiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis: benikosa
CsiTnaHa MuxaiinisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxopKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KOHTPO/b Npu
BUMYCKY:
CTEpPUbHICTb,
6akTepianbHi
€HA0TOKCUHN)
pO34nH ans
NMPOMWBaHHS:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeCi
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHUiA
KOHTPO~b,
GioHaBaHTaXeHHS Ta
KOHTPO/b Npu
BUMYCKY:
CTEPUbHICTb,
6akTepianbHi
€HA0TOKCUHN)
Bettep ®apma-
®eptiryHr F'm6X i Ko.
K, Himeyunna
roToBuiA Nikapcbkuii
3aci6:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeCi
BUpPOGHMLTBA:
ioeHTUdikauis) Ta
BMNPOGYBaHHSA
CTabiNbHOCTI PO3UYNH
AN NPOMUBaHHSA:
06pobka
niKapcbkoro 3acoby
(BPOGHMLTBO
Hepo3dacoBaHOro
MPOMDKHOIO PO34MHY
NS NPOMVBaHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOoHTpO/b B NpoLeci
BMPOGHMLTBA:
iaeHTuikauia Ta
BMNPOGYBaHHSA
cTabinbHOCTI)
BioMapuH
dapmacbloTUKan
IHK., CnonyyeHi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

LTatn AMepukm
roTOBWIA Nikapcbkuii
3aci6: 36epiraHHs Ta

BMNPOGYBaHHSA

KOHTPO/O AKOCTI

(kOoHTpO/b B NpoLeci
BMPOGHMLTBA:
Bi3yasibHUiA
KOHTPO/b) PO3YMH
AN NPOMUBaHHSA:
36epiraHHA Ta
BMNPOGYBaHHSA

KOHTPO/O AKOCTI

(kOHTpPO/b B NpoLeci
BMPOGHMLTBA:
Bi3yasibHUiA
KOHTpO/b) BeTTep
dapma-PepTiryHr
v6X i Ko. K,
HimeyumHa rotoBuii
nikapcbkuii 3aci6:

BMNPOGYBaHHSA

KOHTPO/O AKOCTI

(koHTpOb NpU

BWMNYCKY: KPiM
CTepWIbLHOCTI) Ta

BMNPOGYBaHHSA

cTabinbHOCTI Ta
BUNYCK Cepii pO34unH

AN NPOMUBaHHSA:
06pobka
niKapcbkoro 3acoby

(BPOGHMLTBO
Hepo3dacoBaHOro

MPOMDKHOIO PO34MHY
AN NPOMVBaHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOoHTpO/b B NpoLeci

BMPOGHMLTBA:

iaeHTudikauis,

KOHTPO/b Npu
BWMNYCKY: KPiM

CTepWIbHOCTI),

BMNPOGYBaHHSA

cTabinbHOCTI Ta

BMNYyCK cepii
BioMapwuH
IHTEpHELLHN
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Niviten, lpnaxgis
roTOBWIA Nikapcbkuii
3aci6: BTOpUHHe
nakyBaHHS
(MapkyBaHHA Ta
npoLec KiHLEeBOro
nakyBaHHS) PO34MH
AN NPOMUBaHHSA:
BTOPWHHE
nakyBaHHS
AHpaepcoHbpekoH
(FOK) Nimiten,
BenvkobputaHis
54. BYCKOMAH® TabneTku, BKPUTI TOB "Onenna Ykpaina Lensdhapm Peiimc PpaHuin BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/6378/01/01
LlyKPOBOI 060/10HKOI0, Xenckea YkpaiHa" marepianis: 3MiHa 3asBHVKa
no 10 mr no 20 Tabnetok (BnacHvika peecTpadiiHoro
y 6nictepi; no 1 noceigyeHHs) (3rigHo Hakasy MO3
6nicTepy B KapTOHHIl Bif 23.07.2015 Ne 460) (BeegeHHs
Kopobui 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS)
55. BYCKOMAH® PO34MH A8 iH'EKUIR, NO TOB "CaHogi- YkpaiHa BepiHrep IcnaHis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/6378/02/01
20 mr/mn, no 1 mn B ABeHTIC YKpaiHa" IHrenbxaiiv EcnaHa, marepianis: 3MiHW | TUNY - 3MiHK
amnyni; no 5 amnyny CA ofo 6esnekn/edekTMBHOCTI Ta

KapTOHHI KopoobLi

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA,
Bi4noBiganbHOT 3a
hapmakoHarnag -
NponoHoBaHa pefakLis:
XopakiBcbka TeTaHa
BauyecnasiBHa; 3MiHa KOHTaKTHWX
[aHVX YNOBHOB&XeEHOI 0co6u
3asBHMKa, BiANOBIAa/IbHOI 3a
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chapmakoHarng,
56. BYCTPUKC™ CycneHsist ANns iH'ekuiid nakcoCmiTKnsiAH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/14955/01/01
KOMBIHOBAHA 0,5 mn/gosy, no 1 gosiy Ekcnopt flimiteq BpuTanis Bionomxikans C.A. marepianis: 3MiHN | TUMY - 3MiHW
BAKUVHA And nonepegHbL0 Loao 6e3nekn/edeKTMBHOCTI Ta
NMPO®ITAKTUKU HanoBHEHOMY LUNPUL; thapmakoHarnsgy. BeefeHHs abo
BUNOTEPII, no 1 nonepeaHsLo 3MiHM A0 y3arasibHEHNX AaHNX Npo
NPABLA, HanoBHEHOMY LLNPULY Y cucTemy chapmakoHarnsgy
KALLUJTHOKY KOMNJEKTi 3 ABOMa (BBELEHHSA y3araslbHEHNX AaHUX
(ALENONAPHNIA ronKkamv B npo cuctemy hapmakoHarnsgy,
KOMMOHEHT) n1acTMKoOBOMY 3MiHa yNoBHOB&XeEHOI 0cobu,
(AOCOPBOBAHA, KOHTeliHepi; no 1 BiANOBIAaA/IbHOI 3a 34iiCHEHHS
31 SMEHLUEHM KOHTEHEepY y KapTOHHIi thapmakoHarnsay; KOHTakTHoOl
BMICTOM Kopobui ocobu 3 hapmakoHarnsgy
AHTUrEHIB) 3asiBHUKA A5 3AiAICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa
YNOBHOB&XEHOI 0CO6U 3asIBHYKA,
BiANOBIA&/IbHOI 3a
dhapmakoHarnsag;
MponoHoBaHa pefakuis — Ap.
VeHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
thapmakoHarnag. 3mMiHa Homepy
Ta MiCLle3HaxoKeHHs1 macTep-
thaiina cuctemun thapmakoHarnsgy
57. BA3E/IIHOBE macsno no 25 mi abo no MPAT "®ITO®APM" Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/0408/01/01
MAC/No 50 mn y donakoHax mMartepianis: 3MiHu | TUNY - 3MiHK 3

AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BkHo4Yaoun
fianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36i/bLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPLKEHUM PO3MIPOM) -
BBegeHHs 40AaTKoBOro
TeopeTnYHOro po3mipy cepii (1000
Kr). 3anponoHosaHo 500 kr; 1000
Kr
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

58.

BEHTABIC

PO34uH A8 iHranauiin,
10 mkr/mMn; no 2 mn B
amnyni; no 30 amnyn y
KapTOHHIW navu,i

Baiiep Al

HimeuunHa

Bepnimeg, C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHU 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobysaHHa A®l abo
BUXIAHOrO MaTepiany/npomixkHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpo6HUUTBa API (iHLWi 3MiHK B
mMeTofax BUNPo6yBaHHSA
(Brntovatoum 3amiHy abo
[OMOBHEHHS) ANS peareHTy, Lo
He CNpPUYMHAE ICTOTHOrO BNMBY
Ha skicTb A®I). BunpaBneHHs
NMOMW/IKA B MOTOYHOMY MeTOAi
BMNPOGYBaHHSA NPOMDKHOI
peyoBuHM Sodium bicarbonate
chemical gns Bunpo6yBaHHsA
i€HTUYHOCTI. 3anponoHOBaHO:
Test Acceptance criterion
Analitycal method Identity Must
comply Ph. Eur (monograph
sodium hydrogen carbonate) ;
3MiHW | TUNY - 3 MiHW 3 AKOCTI. ADI.
KoHTposnb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[0MyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BMPO6HMLTBA AP (iHLWi 3MiHN) -
BUMPaB/IEHHS MOMWJIKV B MOTOYHIlA
cneuudikauii NPOMKHOI peYoBUHU
Sodium t-butylate chemical 20% in
THF, a came- napameTtpu
TecTyBaHHs 6y/10 3miHeHO 3 «KOH
Ta K2CO3» Ha «NaOH T1a
Na2CO3».

3a peyenmom

UA/9199/01/01

59.

BEPOHA

kancynu, no 20 a6o 60
Kancyn y chnakoHi, no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

XepbioH MakuctaH
MpaiiBeT fimiTeq,

MakncrtaH

XepbioH MaknctaH
MpaiiseT MimiTeq,

MakncTaH

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHN | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapMakoHarnsay; KOHTaKTHOI

6e3 peyenma

UA/9023/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 3MiACHEHHS
hapmakoHarnagy B YkpaiHi, SKL0
BOHa BifMiHHA Bij, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. MponoHosaHa
pepakuis: A-p Idpax XacaH. 3miHa
KOHTaKTHUX AaHuX YNoBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
thapmakoHarnag. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pepgakuis: Ani LLlax
Ammxag,. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a (hapmakoHarnag B Ykpaii

60.

BIArPA®

TabneTtku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 25 wr; no 4 TabneTkun
y 6nictepi; no 1
6icTepy B KapTOHHIl
Kopobui

ANA>KOH tOC 1
nnc

CWA

dapesa Ambyas

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3MiHV BHECEHO B iHCTPYKLitO ANs
MeAMYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCYBaHHA"
3riAHO 3 OHOB/IEHOH) iHhOpMAaLLi€to
o0 6e3neky 3acToCyBaHHs
L0MOMDKHMNX PEeYOBUH. TepMiH
BBE/IeHHS 3MiH NPOTArom 6
MiCALIB NiCNA 3aTBEPOXKEHHS.

3a peyenmom

UA/18004/01/01

61.

BIAITPA®

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 50 mr; no 1 a6o no 4
Tabnetkn y 6nictepi; no
1 6nicTepy B KapTOHHiIl
Kopobui

ANIKOH 10C 1
nne

CLUA

dapeBa Ambyas

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
wofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) -
3MiHV BHECEHO B iHCTPYKLj0 AN

MeJUYHOr0o 3aCTOCYBaHHS
nNikapcbKoro 3acoby Ao po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHS"
3riHO 3 OHOB/IEHOK iH(hopmaLLieto

3a peyernmom

UA/0313/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
o0 6e3nekv 3acToCyBaHHs
[LOMOMDKHUX PeYOBUH. TepMiH
BBE/leHHS 3MiH NpoTArom 6
MiCALIB MiCNS 3aTBEPAXKEHHS.
62. BIAFPA® TabneTku, BKPUTI ANO>KOH tOC 1 CWA dapesa Ambyas ®paHuin BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/0313/01/03
N1iBKOBOK 060/IOHKOIO, nnc marepianis: 3MiHW | TUMY - 3MiHW
no 100 mr; no 1, a6o no Loao 6e3nekn/edeKTMBHOCTI Ta
2 Tabnetkun y énictepi; hapmakoHarnagy (iHwi 3miHu) -
no 1 6nictepy B 3MiHW BHECEHO B iHCTPYKLitO ANs
KapTOHHI Kopobui; no 4 MeJNYHOro 3aCTOCYBaHHS
Tabnetku y 6nictepi; no nNiKapcbkoro 3acoby A0 po3ainy
1 a6o no 2 6nictepu B "Oco6nMBOCTI 3acTOCYBaHHS"
KapTOHHIA KopoobLi 3riAHO 3 OHOB/IEHOM) iHhOpMAaLLi€to
o0 6e3neky 3acToCyBaHHs
O0MOMDKHNX PEeYOBUH. TepMiH
BBE/IeHHS 3MiH NPOTArom 6
MiCALIB NiCNA 3aTBEPOXKEHHS.
63. BIMI3M KOHUeHTpaT Ans BioMapuH Ipnangis AHfepcoHbpekoH Benunko6bpuT | BHECEHHS 3MiH A0 peecTpauiiHnX 3a peyenmom UA/14547/01/01
pO34nHy Ons iHdysil, 1 IHTepHewHn JlimiTes, (tOK) Nimitep, aHis marepianis: 3MiHW | TUNY - 3MiHK
Mmr/mn no 5 mny BenvkobpuTtaHis HimeyunHa ofo 6e3nekn/edekTMBHOCTI Ta

chnakoHi; no 1 dpnakoHy
B KapTOHHIi kKopo6ui

(mapkyBaHHs Ta
BTOPUHHE
nakyBaHHs);
BioMapuH
IHTEpHeLHN
Nimiten, IpnaHgis
(mapkyBaHHs Ta
BTOPUHHE
nakyBaHHs,
BUPOBHUK,
BiANOBiAa/IbHWIA 3a
BMNyCK cepil);
BetTtep ®apma-
®eptiryHr F'm6X i Ko.
K, HimewunHa
(BMPOGHMLTBO
Hepo3dacoBaHO|
NpoAyKLUii, NepBNUHHE
nakyBaHHs Ta
KOHTPO/Ib
CTEepUIbHOCTI);
BetTtep ®apma-
®eptiryHr F'm6X i Ko.
K, HimewunHa
(koHTpOsb
CTEPU/ILHOCTI)

thapmakoHarnsgy. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT
0co6u 3asBHYKA, BigNoBigas/IbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuisa: Fopinvk
ApTem Bonognmmposud. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobu
3asBHVIKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnsg, B Ykpaini
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
64. BIHOPE/BIH Kancysm m'siki no 20 wr, AnBoreH dapma Bonrapis BMPOGHMLTBO TaliBaHb BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/18548/01/01
ANBOIEH no 1 kancyniy 6nictepi; TpeiiaunHr FOpon copmm "“in bulk", ManbTa MaTepianis: 3MiHu | Tuny -
no 1 6nictepy y OTOB nepBuHHE Ta nofaHHsA HOBOro cepTuddikara
KapTOHHIW navu,i BTOPUHHE BIANOBIAHOCTI EBpONechbkil
nakyBaHHs, thapmakonei Ne R1-CEP 2009-
KOHTPO/b AKOCTI, 394-Rev 03 g1 fil0y0il pevyoBnHN
TecTyBaHHs Ta BiHopenb6iHy Big HOBOro
36epiraHHs BMPOGHMKa (fONOBHEHHS) Hubei
NpoTArom Honch Pharmaceutical Co., Ltd.,
3[iACHEHHSA Kutaii - 3anponoHoBaHo: Minakem
pocnigpkeHs 3 High Potent, Benbrisa; Hubei
cTabinbHocTi: JloTyc Honch Pharmaceutical Co., Ltd.,
dapmacbloTUKa Kntaii
Ko., NITa., TaliBaHb;
BUPOBHUK,
BiANOBiAA/IbHWIA 32
BTOPWHHE
nakyBaHHS,
TecTyBaHHSA Ta
BUNYCK cepil:
dapmagokc
Xenckea JIta,.,
MaibTa
65. BIHOPENBIH Kancynu m'ski no 30 wmr, AnsoreH ®apma Bonrapis BUPOBHMLTBO TaliBaHb BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/18548/01/02
ANBOrEH no 1 kancyni y 6nictepi; TpeiguHr FOpon chopmm “in bulk”, ManbTa Marepianis: 3miHu | Tuny -
no 1 6nictepy y OTOB nepBuHHE Ta nofaHHsA HOBOro cepTudpikara
KapTOHHIW nayu,i BTOPVHHE BIANOBIAHOCTI EBPONENChKili
nakyBaHHs, thapmakonei Ne R1-CEP 2009-
KOHTPO/b AKOCTI, 394-Rev 03 ana Aito4oi pevyoBuHU
TecTyBaHHsA Ta BiHopenb6iHy Big HOBOrO
36epiraHHs BMPOGHMKa (fonoBHEHHS) Hubei
NPOTArom Honch Pharmaceutical Co., Ltd.,
3[iACHEHHSA Kutaii - 3anponoHosaHo: Minakem
[ocnigpkeHb 3 High Potent, Benbrisi; Hubei
cTabinbHocTi: JloTyc Honch Pharmaceutical Co., Ltd.,
PapmacboTuKan Kutai
Ko., NTA., TaliBaHb;
BUPOBHUK,
BiANOBIAa/IbHNIA 3a
BTOPUHHE
nakyBaHHs,
TecTyBaHHs Ta
BWMNYCK Cepil:
dapmagokc
Xenckea NT4,,
MasibTa
66. BIHOPE/NBIH Kancynu m'ski no 80 wmr, AnsoreH ®apma Bonrapis BUPOGHMLTBO TaliBaHb BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18548/01/03
ANBOTEH no 1 kancyniy 6nictepi; TpeiiguHr KOpon copmm “in bulk", ManbTa MaTepianis: 3MiHu | Tuny -

no 1 6nictepy y

OTOB

nepByHHE Ta

nofaHHsa HOBOrO cepTudiikara
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHIM navu,i BTOPUHHE BiANOBIAHOCTI EBpONechbkil
nakyBaHHs, thapmakonei Ne R1-CEP 2009-
KOHTPO/b AKOCTI, 394-Rev 03 g1 fil0y0il pevyoBuHN
TeCTyBaHHA Ta BiHopenb6iHy Big HOBOro
36epiraHHs BMPOGHMKa (fONOBHEHHS) Hubei
NpoTArom Honch Pharmaceutical Co., Ltd.,
3[iACHEHHSA Kutaii - 3anponoHoBaHo: Minakem
nocnigpkeHs 3 High Potent, Benbrisa; Hubei
cTabinbHocTi: JloTyc Honch Pharmaceutical Co., Ltd.,
dapmacbloTUKa Kntaii
Ko., NITa., TaliBaHb;
BUPOBHUK,
BiANOBiAA/IbHWIA 32
BTOPWHHE
nakyBaHHS,
TecTyBaHHSA Ta
BUNYCK cepil:
dapmagokc
Xenckea JIta,.,
MauibTa
67. BIPOKOMB TabneTkn, BKPUTI CaH IHais CaH TaliBaHb BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/8675/01/01
o6onoHkoto, no 60 dapmacbloTrKas dapmacbloTrKan ManbTa marepianis: 3mMiHu | Tuny - 3MiHK

TabNeToK y NAacTMKOBUX
dhnakoHax

IHaacTpi3 MiviTesq

IHpacTpi3 Nimiteq,

ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXEHOT 0COOM 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnag -
nponoHoBaHa pegakuis: Dr. Vivek
Ahuja; 3MiHa KOHTaKTHUX AaHKX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg;
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chnakoHi; no 1 donakoHy
B KapTOHHI Kopo6Lyi

Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3miHa 6yab-AKOi YacTUHU
mMartepiany NnepBUHHOT yNaKkoBKu,
LLIO HEe KOHTAaKTYE 3 rOTOBUM
nikapcbknm 3acobom (Hanpuknag,
KONip KPULLEYOK 3 KOHTPONIEM
nepLIoro BiAKPUTTSA, KONIP KOJOBUX
Kineupb Ha amnysnax, KoHTelliHepa
0N ronok (pisHi Buay nnactMmacu)
(3MiHa, fiKa He BNAvBae Ha
KOPOTKY XapaKTepucTuky
nikapcbKoro 3acoby) - BHECEHHS
3MiH JO maTepianisB
peecTpauiiHoro gocke p. 3.2.P.7.
Cuctema KoHTelHep/
3aKynoproBasibHUIA 3aci6: a came
BUAAIEHHA TOProBOI Mapku
«Zentiva» 3 KPULLIKA.
3anponoHosaHo: PNO 57080/20-
01 Closure PP with safety filler V-
UZ-006/Z Zentiva logo on closure:
deleted. 3minu | TMNY - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akynoptoBasbHuWi
3aci6. 3MiHa nocTavasibHNKa
nakyBasibHUX marepianis abo
KOMMAEKTYIOUNX (SIKLLLO 3a3HAaYeHO
B [OCbE) (BUTYUEHHS
nocTavasibHvKa) - BHECEHHS 3MiH
[0 MaTepianis peecTpaviiHoro
pocbe p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWi
3acib: a came BUNYyYEHHS
noctavyasibH1Ka nakyBasibHUX
MaTepianis (Kpuwikm) — OKULA.
3anponoHoBaHo: Producer of

closure:

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BBE/leHHs agpecu
MiCLie3HaxoKeHHsI MacTep-
thaiina cuctemmu
chapmakoHarnsgy; BBefeHHs
agpecw, ae 34iiCHI0ETbCA
OCHOBHa fjsfIbHICTb 3
dapmakoHarnsgy
68. BITAMIH E - Kancynu m'aki no 100 mr TOB "CaHodi- Ykpaina AT "CaHeka CnoBavbka BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/3392/01/03
CAHO®DI Ne 30: no 30 kancyny ABeHTiC YkpaiHa" dapmacbloTikans" Pecny6nika marepianis: 3mMiHu | Tuny - 3MiHK 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

- Vinamet - Okula: deleted

69.

BITAMIH E 200 -
CAHO®I

Kancynu m'aki no 200 mr
Ne 30: no 30 kancyny
chnakoHi; no 1 donakoHy
B KapTOHHIi Kopo6Lyi

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

AT "CaHeka
dapmacbloTikans"

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3miHa 6yb-AKOi YacTUHU
mMartepiany NnepBUHHOT yNaKkoBKu,
LLIO HEe KOHTAaKTYE 3 rOTOBUM
nikapcbknmM 3acobom (Hanpuknag,
KONip KPULLEYOK 3 KOHTPONIEM
nepLIoro BiAKPUTTS, KONIP KOJOBUX
Kineupb Ha amnysnax, KoHTelliHepa
0N ronok (pisHi Buay nnactMmacu)
(3MiHa, fiKa He BNAvBae Ha
KOPOTKY XapaKTepucTuky
nikapcbKoro 3acoby) - BHECEHHS
3MiH JO mMaTepianis
peecTpauiiHoro gocke p. 3.2.P.7.
Cuctema KoHTelHep/
3aKynoproBasibHUIA 3aci6: a came
BUAAIEHHA TOProBOI Mapku
«Zentiva» 3 KPULLIKA.
3anponoHosaHo: PNO 57080/20-
01 Closure PP with safety filler V-
UZ-006/Z Zentiva logo on closure:
deleted. 3minu | TMNY - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3MiHa nocTavasibHNKa
nakyBasibHUX martepianis abo
KOMMAEKTYIOUNX (SIKLLLO 3a3HAaYeHO
B [1OCbE) (BUTYUEHHS
nocTavyasibHvKa) - BHECEHHS 3MiH
[0 MaTepianis peecTpaviiHoro
pocbe p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWi
3acib: a came BUNYyYEHHS
noctavyasibH1Ka nakyBasibHUX
MaTepianis (Kpuwikm) — OKULA.
3anponoHoBaHo: Producer of
closure:
- Vinamet - Okula: deleted

6e3 peyenma

UA/3392/01/01

70.

BITAMIH E 400 -
CAHO®I

Kancynm m'siki no 400 mr
Ne 30: no 30 kancyny
donakoHi; no 1 dpnakoHy
B KapTOHHI kopo6Lyi

TOB "CaHoi-
ABeHTIC YKpaiHa"

Ykpaina

AT "CaHeka
PapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHU 3
siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBabHUiA

6e3 peyenma

UA/3392/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aci6. 3miHa 6yab-AKOi YacTUHU
mMartepiany NnepBUHHOT ynakoBKu,
LLIO0 HEe KOHTaKTY€ 3 FOTOBUM
nikapcbknm 3acobom (Hanpuknag,
KONip KpULLEYOK 3 KOHTPONIEM
nepLioro BiAKPUTTA, KONIP KOJOBUX
Kineupb Ha amnysnax, KoHTellHepa
0N ronok (pisHi Buay nnactMmacu)
(3MiHa, fiKa He BNAvBaeE Ha
KOPOTKY XapaKTepucTuKy
nikapcbKoro 3acoby) - BHECEHHS
3MiH J0 maTepianis
peecTpauiiHoro gocke p. 3.2.P.7.
Cuctema KoHTelHep/
3aKynoproBasibHMIA 3acib: a came
BUAIEHHA orotuny «Zentiva» 3
Kpuwku. 3anpornoHoBaHo: PNO
57084/20-01 Closure PP with
safety filler V-UZ-005 Zentiva logo
on closure: deleted. 3miHu | Tuny -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa y NepBYHHIiA ynakoBL,i
rOTOBOrO J1iKapCbKOro 3acoby
(sKicHWIA Ta KiNbKicHWIA cknag) -
Teepai nikapcbki hopmu -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpadiiiHoro gocke p. 3.2.P.7.
Cuctema KoHTeliHep/
3aKynoproBasibHMiA 3acib: a came
BuaaneHHa kpuwkn HDPE.
Kpvwka 3 maTepiany PP
3a/MWaETbcA 6e3 3MiH.
3anponoHosaHo: Producer of
closure: Vinamet
Material of cap: - PP - HDPE:
deleted

71.

BITAHIO

TabneTtkn, BKPUTI
NNiBKOBOK 060/IOHKOHO,
no 200 mr no 20
Tabnetok y 6nictepi; no
1 a6o 2 6nicTepu B
KapTOHHIlA KOpooLi

[Op. Binbmap LLiBabe
v6X i Ko. KI

HimeyunHa

[Op. Binbmap LLiBa6e
v6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | Tuny -
OHOB/IEHHS TEKCTY MapKyBaHHSA
yMakoBKM MiKkapcbKoro 3acoby 3
BHECEHHAM iHchopmalii Lwoao
3a3HaYeHHs OAUHULL
BMMIptOBaHHA y cuctemi Sl;
BHECEHHS 3MiHV A0 po3ainy
«MapkyBaHHsA» MKA N3 -
3anpornoHoBaHo: MAPKYBAHHA
3riHO 3aTBEPAKEHOr0 TEKCTY

6e3 peyenma

UA/14378/01/01

91




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHsi

72.

BOJHIO
NEPOKCUA,

po34uH Ans
30BHILUHLOTO
3acTtocyBaHHA 3 %; no
100 mn, 200 MmNy
dhnakoHax

TOB "dapma
Yepkac"

YKpaiHa

TOB "®apma
Yepkac"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3miHa macwn/o6'emy BMiCTY
KOHTelHepa 6aratof030B0ro
nikapcbKoro 3acoby ans
HenapeHTepasibHOro
3acTocyBaHHs (abo
0[IHOA030BOr0, YacTKOBOrO
BVIKOPWCTaHHS)) - BBEAEHHSA
[04,aTKOBOro 06’eMy BMICTY
KOHTeliHepa — no 200 mn (ml) y
dhnakoHax, 6e3 3MiHW NepBUHHOTO
nakyBa/IbHOTO maTepiasy Ta 3
BiANOBIAHUMU 3MiHAMU A0 po34iny
«YnakoBka». 3MiHN BHECEHI B
po3gin "YnakoBka" B iHCTPYKL,it0
AN MeANYHOro 3acTOCyBaHHs
niKapcbKoro 3acoby y 3B"A3Ky 3
BBEEHHAM [04aTKOBOro Po3Mipy
yNakoBKM, SIK HACNIAOK -
3aTBEPKEHHS TEKCTY
MapKyBaHHSA [0aTKOBOI yNakoBKW
NiKapcbKoro 3acoby

6e3 peyenma

UA/15006/01/01

73.

BOPMIN

TabneTkn ANs XyBaHHS
no 400 mr, no 1 a6o 3
Tabnetkn y 6nictepi; no
1 6nicTepy B ynakosLij 3
KapToOHy

Mini Xenckepe
Nimiteq

Benuvka
BpuTtaHis

IKCEnb

Na6opaTopiec lMBT.

Nta., IHais; Menpo
PapmacboTUKaNC
MpiBart Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: TeXHiYHa noMusIKa
(3rigHo Haka3sy MO3 Big
23.07.2015 Ne 460); BunpasneHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHs1 NePBUHHOI YNakoBKM
nikapcbKoro 3acoby.
3anponoHosaHo: 3. HOMEP CEPIi
NIKAPCbKOTI'O 3ACOBY
HaHOCUTbCS;

4. BATA SAKIHYEHHA TEPMIHY
MPNAATHOCTI HaHOCUTLCA
JaTa BUrOTOB/IEHHS HAHOCUTBLCS.
3a3HaueHe BUMpaBeHHs
Bignosigae marepianam
peecTpauiiiHoro Aocbe

3a peyernmom

UA/6434/02/01

74.

FANICTEHA®

Tabnetku no 12
TabneTtok y 6nictepi; no
1, 2, 3 ab6o 4 6nictepn y
KapPTOHHIi KOpoOLy

Pixapg bittHep Al

ABCTpIs

Pixapg bitTHep Al

ABCTpis

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH go Po3ginis

3.2.P.3.4.1 Pre-potentisation-

6e3 peyenma

UA/10024/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mixture (PPM 1), 3.2.P.3.4.2
Tablet base, a cawme, i3
cneumdikauii B npoueci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby BUIy4YaeTbCA
3acTapinnii nokasHuk «Cmak;
3MiHW | TUNY - OHOB/IEHHS agpecK
BMPOGHMKA MaTPUYHOI HACTOMKK
(Herbamed AG, Switzerland) ans
aitoyoi peyosmHy Carduus D1, 6e3
3MiHU MicLst BAPOOHULTBA; 3MiHW |
TUMY - OHOB/IEHHA agpecu
BMPOGHMKA MATPUYHOI HACTOMKM
(Herbamed AG, Switzerland) gns
aitoyoi pevoBuHn Taraxacum D6,
6€3 3MiHN MicLA BUPOGHMLTBA;
3MiHU | TUNY - OHOB/IEHHS agpecK
BMPOGHMKA MaTPUYHOI HACTOMKM
(Herbamed AG, Switzerland) ans
nitoyvoi pevosuHK Chelidonium D6,
6e3 3MiHN MicLA BUPOBHULTBA;
3MiHW | TUNY - OHOB/IEHHS agpecK
BMPOGHMKA MaTPUYHOI HACTOMKM
(Herbamed AG, Switzerland) ans
nitoyoi pevoBunHU Natrium
sulfuricum D12, 6e3 3MiHM MicusA
BMPOGHMLTBA; 3MiHu | Tuny -
OHOBJ/IEHHS aApecu BUPOOHNMKa
MaTpuyHoi HacToliku (Herbamed
AG, Switzerland) ans gitouoi
peuoBuHn Phosphorus D12, 6e3
3MiHM MicLs BUPOBHMLITBA

75.

FEKCOCENT®

cnpeli gns poToBOi
NopoXxHuHU 0,2 % no 25
ry 6aoHi; no 1 6anoHy
y nadui 3 kKapToHy

AT "Ctoma"

Ykpaina

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNY - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3aco06y (iHwi 3MiHK) - HagaHHs
KOPEKTHMX MoCuNaHb Ha Aitouy
pepakuito 4dY B Cneuundikauii Ta
MeTogax KoHTponto /13 3a
nokasHvkamu «lgeHTudikais»,
«pH», «BunpobyBaHHsA
nakyBaHHs», «BigHocHa ryctuHa»,
«CynpoBiaHi JOMILLIKM»,
«MikpobionoriyHa uncrota»,
«KinbKicHe BU3HAYEHHS», a TakoX
He3HauHi NpaBKn TEXHIYHOro
Xapaktepy (pefakuiiHi) y
Cneupmdpikauii Ta MeTogax

6e3 peyenma

UA/7900/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTpOsto sikocTi /13 6e3 3MiH
KpUTEpIiB NPUAHATHOCTI Ta
aHaNiTUYHUX METOAMK
76. FEKCOCENT® cnpeii ons poToBoi AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX - UA/16486/01/01
NopoXHuHK 0,2 % in mMartepianis: 3MiHu | Tuny - 3MiHK 3
bulk: no 25 r y 6aoHi; AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
no 240 6asIoHIB B ALLMKY KOHTpO/1b rOTOBOrO NikapCcbKoro
3acoby (iHWi 3MiHK) - HagaHHA
KOPEKTHMX NOCuIaHb Ha fitouy
pepakuito 4dY B Cneunddikauii Ta
MeTogax koHTposito /13 3a
nokasHukamu «lgeHTundikavis»,
«pH», «BunpobysBaHHsA
nakyBaHHs1», «BigHOCHa ryctuHa,
«CynpoBigHi AOMILLKN»,
«MikpobionoriyHa uncrota,
«KinbKicHe BU3HaYeHHs», a Takox
He3HauHi MpaBkn TEXHIYHOrO
Xapaktepy (pefakuiiiHi) y
Cneuucpikauii Ta MeTogax
KOHTPONH0 siKocTi 13 6e3 3MiH
KpUTEepIiB NPUAHATHOCTI Ta
aHaliTUYHNMX MEeToAMK
77. FEHCY/IH M30 cycneHsis Ans iH'ekuii, BIOTOH C.A,, Monbwa BUPOBHUK, Monba BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/1978/01/01
100 O4/mn; no 10 mny Monbwa BiANOBiAa/IbHWIA 3a mMartepianis: 3MiHu | TUNy - 3MiHK
CKNSAHOMY ¢hnakoHi; no 1 BUPOBHMLTBO, wofo 6esnekn/edpekTMBHOCTI Ta
h/1aKOHY B KapTOHHii NepBUHHE i thapmakoHarnagy (iHwi 3MiHN) -
naJui; no 3 mn B BTOPVHHE BHeceHHsA 3MiH 40 po3ainy
KapTpuaxi; no 5 nakyBaHHs, “MapkyBaHHA" MKA 13:
KapTpuaxis y 6nictepi; KOHTPO/b Ta BUMYCK 3artBepmkeHo: MAPKNPOBKA.
no 1 6nictepy B cepii: TeKCT Mapk1UpoBKW npunaraeTcs.
KapTOHHI nayw,i BIOTOH C.A,, 3anponoHoBaHo: MAPKYBAHHSA.
MonbLya; BUPOOHUK, 3rifHO 3 3aTBEPKEHUM TEKCTOM
BiANOBIgaIbHUIA 32 MapKyBaHHs. OHOBNEHHS TEKCTY
KOHTPO/b Cepii: MapKyBaHHS YNakoBKW Nikapcbkoro
IHCTUTYT 3ac06y 3 BHECEHHAM iHchopmaLii
BioTexHonorii Ta 040 3a3HayYeHHsA OaUHULb
AHTNBIOTUKIB, BMMIpIOBaHHSA y cuctemi Sl.
Monbwa BBefeHHs 3MiH NpoTArom 6-Tu
MicsLiB MicNsa 3aTBEPAKEHHSA
78. FEHCYNIH P PO34nH AN iH'ekuiid, 100 BIOTOH C.A. Monbwa BUPOBHUK, Monbua BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/1613/01/01
Of/mn; no 10 mny BiANOBiAa/IbHWIA 32 mMartepianis: 3MiHu | TUny - 3MiHN
CKNAAHOMY (p1akoHi; no 1 BMPOGHMLTBO, Lwoao 6e3nekn/edeKTBHOCTI Ta
dhnakoHy B KapTOHHiiA nepBuHHE i thapmakoHarnagy (iHwi 3MiHn) -
nadui; no 3 mn B BTOPVIHHE BHeceHHs 3MiH 40 po3ainy
KapTpuaxi; no 5 nakyBaHHs, “MapkyBaHHa" MKA N13:
KapTpuaxis y 6nictepi; KOHTPO/b Ta BUMYCK 3artBepmkeHo: MAPKNPOBKA.
no 1 6nictepy B cepi: TeKCT MapKMpOBKN npuiaraeTcs.
KapPTOHHI nauLyj BIOTOH C.A., 3anponoHoBaHo: MAPKYBAHHA.

94




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MonbLya; BUPOGHMK, 3rigHo 3 3aTBEPAKEHVIM TEKCTOM
BifiNOBIAabHUIA 3a MapkKyBaHHSA. OHOB/IEHHSA TEKCTY
KOHTpPONb cepii: MapKyBaHHS yMakoBKU iKapCbKOro
IHCTUTYT 3ac06y 3 BHECEHHSM iHhopmaLi
BioTexHonorii Ta 040 3a3HaYeHHs OA4MHULb
AHTUNBIOTUKIB, BMMIpIOBaHHS y cuctemi Sl.
MonbLa BBeAeHHS 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepKEHHs
79. FEMNACO/I® HEO pO3unH ANs iHdysili; no "Xemochapm" ALl Pecny6nika KOHTPO/b AKOCTI, Pecny6nika BHECEHHS 3MiH [10 peecTpaLjiiiHux | 3a peyenmom UA/3514/01/01
8% 500 mA y nasiwkax Cepbis BWMNYCK Cepil: Cepbis/ Marepianis: 3miHu | Tuny -
"Xemodhapm" AL, YopHoropis AOMiHICTPaTUBHI 3MiHW. 3MiHa
Pecny6nika Cep6is; HalilmeHyBaHHs Ta/abo agpecu
BMPOOHNLTBO 3anBHUKa (BnacHvKa
Hepo3dgacoBaHOl peecTpaLiiHoro NocBigYEHHS) -
NpoAyKLUii, NepBUHHA 3MiHa Ha3BW KpaiHu 3asBHuka 3.
Ta BTOPVHHA BBegeHHs 3MiH npoTsirom 6
yrnakoBKa, KOHTPO/1b MiCALIB NiCNA 3aTBEPOXKEHHS.
AKOCTI: 3MiHn | TURY - AgMiHICTpaTUBHI
XeMOMOHT 4.0.0., 3MiHW. 3MiHa HaliMeHyBaHHs
YopHoropis Ta/abo agpecu micusa
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHULI BUNYCKY cepii abo micue
NpoBefEeHHA KOHTPOJIO SKOCTI.
(misnbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNIOPTEP, BKIKOYAKOUM
BWMYCK Cepiii) - 3MiHa Ha3BM
KpaiHu BUpobHuka M3,
BiANOBIA&/IbHOrO 3a KOHTPO/Tb
AKOCTI, BUNYCK cepii, 6e3 3MiHu
MicLa BUPOGHULTBA. BBEEHHSA
3MiH NpoOTAroM 6 MicALUiB nicns
3aTBEPAKEHHS.
80. FEPNEBIP® Tabnetku no 200 mr no MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiHnx 3a peyenmom UA/2466/03/01

10 Tabnetok y 6nictepi,
no 2 6nictepu B naywj

"KviBmegnpenapar"

"KniBmegnpenapar"

MaTepianis: 3MiHu | Tuny - 3MiHK
BHeceHi A0 IHCTpykuii gns
MeANYHOr0o 3aCTOCYBaHHS

NiKapcbKoro 3acoby A0 po34inis:

"B3aemogis 3 iHWMMW JliKkapCbKUMu
3acobamu Ta iHLWi BUAK
B3aemogijin”, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHSA Y
nepiog, BaritTHOCTi abo rofyBaHHs
rpyaat”, "Cnocib 3actocyBaHHs
Ta go3u", "MobiyHi peakwyi"
BiAANOBIAHO A0 iHhopMmav,i
pPeIEPEHTHOrO NiKapCbKoro
3aco6y (3oBipakc).
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TepMiH BBEAEHHSI 3MiH NPOTAroM
6-TN MiCALIB Nic/A 3aTBEPAKEHHS
81. FEPMNEBIP® Tabnetku no 400 mr no MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLiinHnx 3a peyenmom UA/2466/03/02
10 TabneTok y 6nicTepi, "KviBmegnpenapart" "KviBmegnpenapat Marepianis: 3miHu | TMny - 3MiHK
no 1 6nictepy y nauli BHeceHi 0 IHCTpyKuii ans
MeJMYHOr0o 3acTOCYBaHHs
nikapcbKoro 3acoby A0 po3ainis:
"B3aemogis 3 iHLIMMU NiKapCbKUMu
3acobamu Ta iHWi Buan
B3aemogiji", "OcobMBoCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog BaritTHOCTi ab0 rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHSA
Ta gosu", "Mo6iyHi peakwi"
BigMNoBigHO A0 iHchopmavi
pedhepeHTHOrO JlikapCbKoro
3acoby (3oBipaxc).
TepMiH BBEAEHHS 3MiH NPOTAroM
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS
82. FMITENK niodpinizat ANs po3vnHy MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiHnX 3a peyernmom UA/12177/01/01
Ans iH'ekuii no 400 mr, 1 | "KuiBmegnpenapat" "KuiBmegnpenapar” mMartepianis: 3MiHu | Tuny - 3miHn 3
dhnakoH 3 niodpinizaTom akocTi. A®Il. CTabinbHicTb. 3MiHa
B KOMM/IEKTi 3 1 nepiofy NOBTOPHUX
amnys10K PO3YMHHMKA BMNPOGYBaHb/nepiogy 36epiraHHsA
(BoAa Ans iH'eKUi) no abo ymoB 36epiraHHs A®l (3a
3,2 M1 B KOHTYpPHil BIICYTHOCTI y 3aTBEPHKEHOMY
YapyHKOBIli ynakoBLyj; Mo [OCbe cepTudpikata BignoBigHOCTI
1 KOHTYpHIli YapyHKOBIli €Bponeiicbkili hapmakonei, Wwo
ynakoBLi B nayii 3 BK/IOYA€E Mnepiof, NOBTOPHOIroO
KapToHYy BMNPOGYBaHHS) (Nepiog,
NMOBTOPHOrO BUNpo6yBaHHs/Nepios,
36epiraHHs) - 36inbLUeHHs abo
BBE/leHHs nepiofy NOBTOPHOrO
BMNpo6yBaHHA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB
OocnimpKeHb Y peasibHOMY Yaci -
3MiHa TepMmiHy npuAaTHOCTI ADI
TevikonnaHiHy, Dongkook
Pharmaceutical Cj., Ltd., Kopes 3
2 pokiB 10 3 poKiB
83. TO3EPE/NIH iMmnnaHTat no 3,6 Mr no 3eHTiBa, K.C. Yecbka BUPOBHMUTBO "in HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15570/01/01
3EHTIBA 1 iMnnaHTaTy y wnpuuy- Pecny6nika bulk", nepBrHHe Ta marepianis: 3MiHa 3asiBHMKa

annikatopi (Wwnpuu-
annikatop cknafaeTbes
3 NoNiMEepPHOro Kopnycy
3 TpUMayem ans

BTOpPUHHE
nakyBaHHS,
KOHTPO/b Cepil,
BignoBsigae 3a

(BnacHvika peecTpadiiHoro
noceifyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460). 3miHK
BHECEHI B iHCTPYKUjO Ansi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
iMnNaHTary, ronku Ta BUMYyCK cepii: MeAMYHOro 3actocyBaHHs 13y p.
nopLuHs); no 1 wnpuuy B AMB 'm6X, "3asaBHuK", "MicLie3Haxom|KeHHS
nakeTuky; no 1 a6o 3 HimeuumnHa,; 3asBHVIKa Ta agpeca micus
NaKkeTWKN y KapTOHHIl MikpobiosnoriuHe NMPOBaPKEHHS OT0 AiS/TbHOCTI.
nauui TeCTyBaHHS: BBegeHHS 3MiH NpoTArom 6-tu
€spochiHc MicsLiB NiCNsA 3aTBEPAYKEHHS;

Bio®apma MpogaxT
TecTiHr MioHXeH
'm6X, HimeuunHa;
cTepunisauis:
CuHepaxi Xeanc
Annepcxay3eH
v6X, HimeuunHa;
cTepwnisauis,
MikpobionoriyHe
TeCTyBaHHS:
BEB®
CrepiniseiilLHcepBi3
v6X, HimeyunHa

3MiHY | Tuny - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
CopiHa /liaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa peaxLis:
NMogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBAaXEHOI 0co6H,
BignoBiganbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHWKa, BiANOBIAaIbHOT 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxoKeHHsI MacTep-
chaiina Ta iioro Homepa. 3miHa
MicLS1 34 ACHEHHA OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy;
3MiHY | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW /iKapCbKOro
3aco6y - 3MiHM BHECEHI LL0a0
Hassu J13. 3aTBeXeHo:
TO3EPE/IIH ANBOlEH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(GOZERELIN ALVOGEN)
3anponoHosaHo: FTO3EPEJIH
3EHTIBA
(GOZERELIN ZENTIVA)
BBefeHHA 3MiH NPOTArom 6-Tu
MicALIB MiCNsA 3aTBEP)KEHHS
84. FO3EPENIH iMnnaHTar no 10,8 mr no 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in HimeuunHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/15570/01/02
3EHTIBA 1 iMnnaHTaTy y wnpuuy- Pecny6nika bulk", nepBrHHe Ta mMartepianis: 3MiHa 3asiBHMKa

annikatopi (wnpwu-
annikatop cknafaeTbca
3 MOMIIMEPHOrOo Kopnycy
3 TpUMayem ans
iMnNaHTary, ronku Ta
NOpLUHSA); No 1 wnpuuy B
nakeTuky; no 1 a6o 3
NaKkeTWKN y KapTOHHIl
nauui

BTOPWHHE
nakyBaHHS,
KOHTPO/b cepil,
Bignosigae 3a
BWMNYCK Cepil:
AMB 'm6X,
HimeuumnHa;
MikpobiosnoriuHe
TeCTyBaHHS:
€spochiHc
Bio®apma MpogaxT
TecTiHr MioHxeH
'm6X, HimeuunHa;
cTepunisauis:
CuHepaxi Xeanc
AnnepcxayseH
Mm6X, HimevunHa;
cTepwnisauis,
MikpobionoriyHe
TecTyBaHHS:
BEB®
CrepiniseliluHcepsi3
'mM6X, HimewunHa

(BnacHvika peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). 3miHK
BHECEHI B iHCTPYKLiito ANs
MeAMYHOro 3acTtocyBaHHs 13y p.
"3asaBHuK", "MicLle3HaxomKEHHS
3asBHVKa Ta agpeca micus
NPOBaPKEHHS AOT0 AiSSTbHOCTI.
BBefeHHSA 3MiH NpOTArom 6-1u
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHY | TUny - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XEHOT
ocobwu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa peaxLis:
NMogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0cobu,
BignoBiganbHOI 3a
hapmakoHarnfg. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOT
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BigNOBiAa/IbHOT 38
hapmakoHarnag B Ykpaiti. 3miHa
MiCLie3HaxopKeHHs1 macTep-
(paiina Ta iioro Homepa. 3miHa
MiCLS 3LiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarniaay;
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCbKOro
3aco6y - 3MiHM BHECEHI LL0A0
Ha3Bu J13. 3aTBeXeHo:
FO3EPE/IH ANBOTEH
(GOZERELIN ALVOGEN)
3anponoHosaHo: FTO3EPEJIH
3EHTIBA
(GOZERELIN ZENTIVA)
BBefeHHA 3MiH NPOTArom 6-1m
MicALIB MiCNsA 3aTBEP)KEHHS

85.

FPAHY®IHK®
NMPOCTA

kancynu Teepgi no 10
Kancyn y 6nictepi; no 3
abo 15 6nictepiB y
KapTOHHI/ ynakoBLj; no
20 kancyn y 6nictepi; no
3 abo 6, abo 10
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB «lMEPPIFO
YKPAIHA»

YKpaiHa

Owmera ®apma
MeHblodhekuepiHr
6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHs AifibHUL,
Ha SKii 34jCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BHECEHHS 3MiHM [0 MaTepianis
peecTpadiiHoro gocke ( po3giny
3.2.P.3.1 Bupo6Huk(n)), a came -
[ofaBaHHsa AinbHUui BAV Institute
for Hygiene and Quality Assurance
GmbH (Microbiological QC testing
site) 3a agpecoto Hanns-Martin
Schleyer-Str. 25 77656 Offenburg
Germany

6e3 peyenma

UA/16190/01/01

86.

FPAHY®IHK® YPO

Kancynu TBepai no 10
Kancyn y 6nictepi; no 5
6nicTepiB y KApTOHHIl
ynakosLi; no 20 kancyn
y 6nicTepi; no 5 abo 8
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB «MEPPIFO
YKPAIHA»

YKpaiHa

Owmera ®apma
MeHbtochekyepiHr
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnYy - 3MiHN 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BUNYCKY Cepii Ta KOHTPOHO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo goAaBaHHs AisibHUL,
Ha AKili 3QjCHIOETbCSA
KOHTPONb/BUNPOGYBaHHSA cepil) -
BHECEHHS 3MiHM A0 maTepianis
peecTpaLjiiiHoro aocbe ( po3ainy

6e3 peyenma

UA/16225/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3.2.P.3.1 Bupo6Huk(n)), a came -
hofaBaHHsA AinbHuui BAV Institute
for Hygiene and Quality Assurance
GmbH (Microbiological QC testing
site) 3a agpecoto Hanns-Martin
Schleyer-Str. 25 77656 Offenburg
Germany
87. rPUNOUNTPOH NopoLUoK AN ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/11498/01/01
KioC NMMOH OpPa/ILHOIO PO34UHY; NO obmexeHor 06MexeHo marepianis: 3MiHN | TUNY - 3MiHa
4 1 NOpOLLKY B MakeTi; No BiAMNOBIAA/ILHICTIO BiANOBIAA/LHICTIO HaliMeHyBaHHS Ta YyTOYHEHHS
5 a6o 10 nakeTiB y «PapmMaLeBTnyHa "®apmaueBTnyHa afpecu Bupo6Huka API
Kopoobui KOMMaHis KomnaHis "3gopos'a” (MapaueTtamon), 6e3 3MiHN MicLA
«3[,0poB’a» BUPOGHMLITBA
88. rPUNOUNTPOH NopoLUoK AN ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/1470/01/02
POPTE OpasIbHOro PO34nHY No 06MEXEHO0 06MeXeHo marepianis: 3MiHu | TURy - 3MiHa
4,0 1 NOPOLLKY B NakeTi; BiA4NOBiAA/IbHICTIO BiANOBIAA/ILHICTIO HaliMeHyBaHHA Ta YyTOYHEHHS
no 10 nakeTiB y "GapmaueBTuyHa "®apmaueBTnyHa anpecu BupobHuka Ad|
KapTOHHI KopoobLi KOMMaHis KOMMaHis (MapaueTtamon), 6e3 3MiHN MicLA
"300poB'a", YkpaiHa "340poB'a", YkpaiHa BMPOGHULITBA
89. rPUNOLUNTPOH NMopoLLUoK AN ToBapucTso 3 YkpaiHa ToBapucTso 3 ToBapucTBO BHECEHHS 3MiH 10 peecTpavLiiHnx be3 peyenma UA/10174/01/01
XOT IMMOH OpPa/IbHOIO PO34YMHY MO 06MEXEHO 06MEXeHOo 3 marepianis: 3MiHu | TUMy - 3MiHa
4,0 1 NOPOLLKY Y NakeTi; BiANOBIAA/IbHICTIO BiANOBIAA/ILHICTIO o6MexeHo HaliMeHyBaHHS Ta YyTOYHEHHS
no 5 a6o no 10 nakeTis y "dPapmaLieBThyHaA "®apMaleBTnYHa BiAnoBigas1b afpecu Bupo6Huka API
KapTOHHI KOpoOLyi KOMNaHis KOoMMaHisi "340poB's HiCTIO (MapaueTtamorn), 6e3 3MiHN Micus
"340poB'a”, YkpaiHa "®apmauesT BMPOGHULITBA
nyHa
KOMnaHis
"300poB'sa
90. AANAUVH Kpem BariHanbHWi 2 %; MOANIEP IHK. CLUA dapmauis | AngKoH CLIA BHECEHHS 3MiH 10 peecTpaliiiHnux | 3a peyenmom UA/1903/02/02

MIXBOBUI KPEM

no 20 r y Ty6i; no 1 Ty6i
pasom 3 3 ansikatopamu
B KAPTOHHIlA KOpOGL

Komnawi /INC

marepianis: 3mMiHu | TMny - 3MiHK 3
AKOCTi. MeunyHi npucTpoi. 3MiHa
NPUCTPOIB A1 BUMIPIOBaHHS 03K
abo BBeAEHHA NikapCbKoro 3acoby
(mopaBaHHsA abo 3aMiHa
NPUCTPOLO, SKWIA HE € HEBIf'EMHOIO
YacTVHOK NEPBUHHOI YNaKoBKK) -
MpucTpii, siknit mae CE-
MapKyBaHHS! - BHECEHHS 3MiH 10
marepianis peecTpauiiHoro
pocke, oo p. 3.2.P.7. Cucrema
KOHTelHep/ 3aKynoproBasbHWiA
3acib a came: 3aMiHa
BUMIpIOBa/IbHOMO NPUCTPOIO
ansnikaTopa, Lo BK/04Yae Homep
Notified Body (NB) «0086» Ha
€KBiBa/IEHTHUI BUMIpHOBasIbHUIA
NpuUcTpiit annikatopa, sKuii
BK/IOYA€E OHOBMeHW Homep (NB)
«2797». FKICHWI Ta KinbKiCHUIA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CKNaf, BUMIpIOBa/IbHOrO NPUCTPOID
annikaTopa Ha 3MiHIOETbCS.
BumiptoBanbHUiA NpucTpiii
annikaropa ynakoByeTbCs pa3om 3
roTOBUM NPOAYKTOM i BK/IHOHYAE
mMapkyBaHHs cepTtudikauii (CE) Ta
MapKyBaHHS1 HOMEPHOTO OpraHy.

91.

OEAKYPA®

Tabnetkn no 5 mr; no 50
ab6o no 100 TabneTok y

chnakoHi; no 1 donakoHy
Y KapTOHHIi naui

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e MmM6X
ApuHarimiTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpadiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK WOA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa

YMNOBHOBaXEHOT 0COOM 3as1BHMKA,

BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
Petra Gerecke. MponoHoBaHa
pepakuis: Hevali Mapis MNaeniBHa.
3MiHa KOHTaKTHUX AaHuX

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnag. 3miHa micus

3[iICHEHHST OCHOBHOT Aisi/IbHOCTI 3

thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHs1 MacTep-
dhaiina Ta ioro Homepa

6e3 peyenma

UA/11339/01/01

92,

AEKAMEBIT®

TabneTku, BKpUTI
NAiBKOBOK 0O0/IOHKOIO;
no 10 TabneTtok y
6nicTepi; no 2 6rictepu

AT "KMIBCBKUN
BITAMIHHUN
3ABOA"

YKpaiHa

AT "KNIBCbKUN
BITAMIHHU
3ABOA"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu Il TUNy - 3MiHK 3
akocTi. A®l. BupobHuuteo. 3miHa
noB’si3aHa 3i 3MiHOK BMPOGHUYOI

6e3 peyenma

UA/4850/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y nauui

[iNbHULI Bif, BXe 3aTBEepA)KEHOro

BUpO6HUKa TiaMiHy rigpoxnopuay

«Huazhong Pharmaceutical Co.,
Ltd.», China; 3anponoHoBaHa
BUpOGHMYa AinbHuusA: No. 118

Xianshan Road, Xiangyang City,
Hubei Province). Cy6cTaHuis

TiamiHy rigpoxsiopuz, 3 HOBOI Ta

3aTBEPL)KEHOI BUPOOHNYNX
OiNbHMLB Mae CyMipHi cnoci6
BMPOGHMLITBA Ta ONWC MeToay
CUHTE3y.

93.

JOELIMCAH

niodpinizat Ans po3unHy
Ans iHdy3iii no 50 mr 1
hnakoH 3 niodpinizaTom
y KOMNekTi 3 1
hnakoHoM 3
PO3UYMHHMKOM (Kanito
avrigpodocdart, HaTpito
rigpokcuna, Boga ans
iH’exuin) no 10 mny
KapTOHHIA Kopoo6Li

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
PapmacboTuKan
IHgacTpi3 ITg,

diHNAHAIA

BHECEHHS 3MiH [0 peecTpavLiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobu, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BignoBiganbHOI 3a
hapmakoHarnag, -
nponoHoBaHa pegakuis: Dr. Vivek
Ahuja; 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOI 0COo6M,
BignoBigasibHOI 3a
thapmakoHarnsg,; efeHHs agpecu
MiCLie3HaxXOMKEHHSA MacTep-
thaiina cuctemu
chapmakoHarnsgy; BBefeHHs
agpecu, ae 34iACHI0ETbCSA
OCHOBHa fiSiNbHICTb 3
dhapmakoHarnsgy

3a peyernmom

UA/17360/01/01

94.

IDKANJEC®

BHYTpIiLLHbOMATKOBA
cuctema 3

Baliep Oy

PiHNAHAIA

Baiiep Oy

PiHNAHAIA

BHECEHHS 3MiH [0 peecTpavuiiHnX
Matepianis: 3miHu Il TMny - 3MiHK

3a peyernmom

UA/13283/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NIeBOHOPrecTpesiom no LoAo 6e3nekn/edeKTMBHOCTI Ta
13,5 mr; hapmakoHarnsgy. 3miHa y
BHYTpILLHbOMATKOBA KOPOTKill XxapakTepuctu,i
cuctemMa, BCTaHOB/IeHa NikapcbKoro 3acoby, TeKCTi
Ha BEPXHill YacTuHi MapKyBaHHS Ta IHCTPYKLii AnA
npUCTpoIo AnA Me[MYHOro 3aCTOCyBaHHA Ha
BBEJleHHs, 3anasHa B nigcTasi perynsipHo
okpemomy 6nictepi; no 1 OHOB/IIOBAHOTO 3BITY 3 6e3neku
6nicTepy B KAPTOHHiIl nikapcbKoro 3acoby, abo
nauui [ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpauiiiinii nepiog, abo
SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO A0 nnaHy
negiatpuyHux gocnimpkers (PIP)
(iHLWi 3MiHW) - 3MiHW BHECEHO [0
IHCTPYKUii 4na MeguyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
0o po3giny "Mo6iuHi peakyii” wono
OHOBJ/IEHHS iHhopMaii 3 6e3neku.
BBefeHHs 3MiH npoTarom 4-x
MiCALiB Nic/1A 3aTBEPAKEHHS.
95. LXKICI 1O cycneHsis ans iH'ekujn I"piH Kpocc Kopes 'piH Kpocc Kopes BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyernmom UA/18246/01/01
KBAAPUBANEHT/ | no0,5mn,no0,5mny KopnopeiiwH KopnopeiiwH marepianis: 3miHu |l Tuny - 3MiHn 3
GC FLU nonepegHsL0 AkocTi. A®l. BUpobHULTBO. 3MiHM
QUADRIVALENT HanoOBHEHOMY LUNPpULi 3 B aKTUBHIl PEYOBWHI CE30HHMX,
BAKUVHA ANnA 0/HOPa30BO0 rO/IKOH, nepegnaHaemivyHmx abo
MPO®ITAKTUKN no 1 wnpuuy B 6nicTepi; naHAeMi4YHUX BaKLMH NPOTH Bipycy
reuvny no 1 a6o 10 6nictepis y rpuny nioanHu (3amina wramy(is)
(PO3LI.|,EI'II1EHI/II7I nauui 3 kapToHy; no 0,5 y Ce30HHUX, NepefnaHAeMiYHNX
BIPIOH, MYy nonepeaHbLo a60 naHAeMiYHMX BakumMHax npoTu
IHAKTUBOBAHWIA) | HanosHeHoMy Lwinpuj 3 Bipycy rpuny A041MHN) - 3MiHa
0[IHOPa30BOHO FO/IKOIO, LUTamMOBOrO CKMafy BakUMHN Ans
no 1 wnpuuy B 6nicTepi; npoinNakTvkn rpuny BignNoBigHO
no 1 a6o 10 6nictepiB y 00 pekomeHgauin BOO3 ans
nauuj 3 KapToHy MiBHi4YHOI NiBKYNi ce30Hy 2021-
2022 pp. 3MiHM BHOCATbLCSA A0
po3ainy "Cknag" peectpauinHoro
noceigueHHs, MK, TekcTty
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby, B IHCTPYKLUil0 A1
MEJNYHOr0 3aCTOCYBaHHSA y
po3ain "Cknaf", K Hacnigok - y
po3ain "IMyHoMOriYHi | 6ionorivHi
BNaCTVBOCTI"
96. ANTOKCUH Tabnetku no 0,25 mr no My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/7365/01/01
20 TabneTok y 6nictepi; akujioHepHe akujioHepHe marepianis: 3miHu | Tuny -
no 2 6nictepu B nayi 3 TOBapUCTBO TOBapUCTBO nofaHHs OHOBJIEHOTO cepTudlikaTa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapToHy "HaykoBo- "HaykoBo- BiANOBIAHOCTI EBpONechbkil
BMPOGHNYMNIA LLEHTP BMPOGHUYNIA LEHTP thapmakonei Ne R1-CEP 2010-
"BopLyariBCbkuii "BopLyariBCbKuii 042-Rev 03 gns fil0y0il pevyoBnHN
XimiKO- Ximiko- [OVTOKCYHY Bif, y)Xe 3aTBepAKeHOro
hapmaLeBTUYHNIA hapmaLeBTUYHNI BUpo6HuKa Nobilus Ent, Monbua,
3aBof” 3asofa” Y HacnifoK 3MiHW aHaNiTUYHOTO
o6nagHaHHA 4715 OUiHKM pO3Mipy
YaCTUHOK; BK/TIOYEHHSA OLiHKN
PU3MKIB LLLOAO BMICTY €1€eMEHTHMX
[LOMILLIOK BignoBiAHO A0 BUMOT
HacTaHoBu ICH Q3D;
3MiHU | TUNY - BUNYYEHHS
ynakoBku in bulk 3 peecTpaviiiHoro
[0Cbe 06YMOBNEHO
MapKeTVHIOBMM PiLLIEHHAM Ta
BignosigHo Hakasy MO3 Ne 2617
Big 13.11.2020 poky wono
aHy/loBaHHA peecTpadii
BULLIE3a3HAYEHOI YNaKOBKN
97. ANMEAPON PO34uH ANs iH'eKUiA 1% ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/8514/01/01
no 1 mn B amnyni, no 10 obmexeHor 06MexeHo marepianis: 3miHu | Tuny -
amnyn y kopo6uj 3 BigNoBiAa/IbHICTIO BiANOBiAA/IbHICTIO NnoAaHHs OHOBJIEHOTO cepTudiikaTa
KapToHy; no 1 mn B "XapkiBcbke "PapMaueBTNYHA BiANOBIAHOCTI EBpONeiichbkili
amnyni, no 5 amnyn'y thapmaueBTuuHe KOMMNaHis thapmakonei Ne R1-CEP 2013-
6nicTepi, no 2 6nictepu nignpMeEMCTBO "3popoB's", YkpaiHa 285-Rev 00 ans Aito4oi pevoBrHN
Y KOpO6Lji 3 KapTOHY; Mo "3p0poB's Hapoay" (Bci cTagji aundpeHrigpaminy rigpoxnopuay Big,
1 mn B amnyni, no 10 BMPOGHMLTBA, BXE 3aTBEepAKEHOro BMpoOHUKa
amnyn y 6nictepi, no 1 KOHTPO/Ib SIKOCTI); WANBURY LIMITED, India 'y
6nictepy y kopobui 3 ToBapucTBO 3 3B'A3KY 3 3aKiHYEHHSAM CTPOKY Al
KapToHy 06MexeHo nonepeaHboi Bepcii CEP
BiANOBiAA/IbHICTIO
"XapkiBcbke
thapmaueBTyHe
niANpMEMCTBO
"340p0oB'a Hapoay",
YkpaiHa (Bci ctagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BWMNYCK Cepii)
98. ANMEKCWU], piguHa Ans 30BHiLLIHLOIO AT "Nly6Hnchapm” Ykpaina AT "Jly6Hnchapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/9117/01/01
3acTocyBaHHsA no 50 mn martepianis: 3mMiHu Il Tuny -
abo no 100 mny BBE[EHHS HOBOrO BMPO6HUMKa API
donakoHi; no 1 dpnakony anmvekcunay
B nauui 3 kapToHy; no 50 (ammeTnncynbgokenay) Xybeii
mn abo no 100 mny Cindpa Kewmikanc pyn Ko., Nita,.,
donakoHi Kutaii (Hubei Xingfa Chemicals
Group Co., Ltd, Knutait)
99, ANLUMHOH PO34MH NS iH'ekuin, 250 CaHpos CnoseHis Nex CnoBeHisi BHECEHHS 3MiH 10 peecTpauiinux | 3a peyenmom UA/8466/01/01
Mr/2 Ma1no 2 MN B dapmacbioTikana dapmaueBTMyHa Marepianis: 3MiHX | TURY - 3MiHKX 3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

amnyni; no 50 amnyn y
KapTOHHilA KopooLi

A.a.

KOMNaHis 4.4,

akocTi. CepTudpikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/mMmoHorpadii.
MogaHHA OHOBEHOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 1997-070-Rev 07
(3atBepmxeHo: R1-CEP 1997-070-
Rev 06) ans Aio4oi peyoBmHU
Etamsylate Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
ESTEVE QUIMICA S.A. 3MiHn |
TUMY - 3MiHW 3 AKOCTi. F0TOBWIA
nikapcbkuii 3acié. KoHTponb
roTOBOrO JlikapCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBepmXeHNX
mMeTofax BunpobysaHHs 13 3a
nokasHukom «KinbkicHe
BU3HAYEHHSA HaTpito
MeTabicynbgiTy». MNponoHoBaHa
pepakuis: KonvuectseHHoe
onpegenexHve
Hatpua meTtabucynbdut BnaHk:
MpoBOAAT KOHTPOSIbHOE
nccnefoBaHve ¢ 1Cnosib30BaHNeM
20 mn 0,01 N pacTBOpa iioaa,
KOTOpbIA TUTPYIOT PacTBOPOM
TMocynbgara.

100.

DIAHE-35

TabneTky BKpUTI
060/10HKO0, N0 21
Tabnetui y 6nictepi 3
Ka/IeHAAPHOH0 LLKanoH;
no 1 6nictepy B
KapTOHHIlA KOpooLi

Baiiep Al

HimeyunHa

Baiiep AT,
HimeuunHa
(nepBuHHa,
BTOPWHHA yNakoBKa,
[03BiN Ha BUMYCK
cepii); baliep
Baiimap Mmo6X i Ko.
Kr, HimeuwunHa
(NOBHWIA LWKN
BVMPOGHMLTBA)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO A0 IHCTpyKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ginis
"®apmMakonoriyHi BnacTnsocTi”,
"MpoTmnokasaHHA", "OcobamMBOCTI
3acTocyBaHHA" (LLOA0 MOX/IMBOCTI
PO3BUTKY MEHIHFIOM npu
3acToCyBaHHi NikapCbKoro
3aco6y); BBEAEHHS 3MiH MPOTAroM
3 MicALiB nicaa 3aTBepAKEHHSA

3a peyernmom

UA/7893/01/01

101.

[IIOKOP 160

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 160 mr/12,5 wmr; no 10
Tabnetok B 6nicTepi; no
1,n03,n04a6bono9
6nicTepiB y naui 3
KapTOoHYy

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.

KOHTpO/1b roTOBOro NikapcbKoro
3aco06y (iHWi 3MiHN) - BHeceHHs
3MiH o MKA N3, a camve-
BMMNpaBAEHHA MOMUKN B
HanmcaHHi Ha3BW fit040i pe4yoBUHU

3a peyernmom

UA/8318/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rigpoxnopoTiasng, sika BUHUKNA
npv nepeknagi MK Ha ykpaiHCbKy
MOBY.

102.

DIOKOP 80

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 80 mr/12,5 wmr; no 10
Tabnetok B 6nicTepi; no
1,n03,n04a6ono9
6nicTepis y nayui 3
KapTOHY

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
matepianis: 3MiHM 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.

KOHTpO/b roTOBOrO iKapCbKoro
3aco6y (iHLWWi 3MiHK) - BHECEeHHs
3MiH go MKA /13, a cave-
BUMPaB/IEHHS NOMUIIKA B

HanucaHHi Ha3BW fAjl040i Pe4oBUHU

rigpoxnopoTiasng, sika BUHUKNa
npu nepeknagi MKA Ha ykpaiHcbKy
MOBY.

3a peyernmom

UA/8318/01/02

103.

AOKCUNAMIHY
rAPOreEH
CYKUMNHAT

MOPOLLIOK (Cy6CcTaHuis) y
NoABINHMX
nonieTMneHoBux
nakeTtax gns
chapmaueBTUYHOro
3aCcTOCyBaHHSA

TOB "®apma Crapt”

Ykpaina

YHioH Kimiko
dPapmacsktoTika, C.A.
(YKI®A, C.A)

IcnaHis

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMaTtepianis: 3MiHu | Tuny -
NnoJiaHHA OHOBJIEHOTO cepTuddikaTa
BIANOBIAHOCTI EBpONEechbkili
hapmakonei Ne R1-CEP 2004-089
Rev 05, sik HacnNifokK 3miHV B
aHasliTMYHIN MeToauui 3a
NOKa3HUKOM «3a/ILLKOBI KifIbKOCTI
OpraHiYHnX PO3UYNHHUKIBY;
BK/IIOYEHO [O0AATKOBUIA BapiaHT
BTOPUHHOI ynakoskun Adl, a came
nnacTMKoBuUiA 6apabaH; 3MiHu |
TUMY - NOAAHHS OHOB/IEHOTO
cepTudikara BiANoOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2004-089 Rev 06, six
HacnifoK 3amiHeHO MeToz
KOHTPO/IIO 4717 NPOBEAEHHSA
BMNPOOYBaHHA 3a NOKa3HUKOM
«CynpoBigHi AoMiLLKM» X Ha
BEPX; 36inbLueHo TepMiH
nepeKkoHTPosto 3 4 A0 5 pokis;
3MiHu | TUny - BUknageHHss MKA
13 yKpaiHCbKOK MOBOIO, Y 3B’A3KY
3 BUMOramun Jo maTepiasnis
peecTpauiiHoro Aocke, Sk
3aTBepxeHi Hakazom MO3
Ykpainm Ne 1528 Big 27.06.2019

UA/14781/01/01

104.

JNOKCOPYBILVH
MELAK

pO34uH ANs iHgysild, 2
mr/mn no 5 mn (10 mr)
a60 no 10 mn (20 mr),
a6o no 25 mn (50 wmr),
a6o no 100 mn (200 mr)
y thnakoHi, no 1 a6o 5
(h1aKOHIB B yNakoBLii

Mepak Nesenbluadt
chrop KniHiwe
Lnevujansnpenapar
e M6X

HimeyunHa

Bignosigae 3a
BTOPVIHHE
nakyBaHHs,
HaHeCceHHA 3ax1cHol
NAiBKN Ha hnakoH
(onuioHanbHoO),
[03BiN1 HA BMNYCK

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
BHECEHHS 3MiHM 0 po3giny
«MapkyBaHHsA» B MKA N13 -
3anponoHoBaHo: MapkyBaHHs
3rifiHO 3aTBEPLKEHOTO TEKCTY
MapKyBaHHS; OHOB/IEHHS TEKCTY

3a peyenmom

UA/14471/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepii: Mepak MapKyBaHHS! yMakoBKU JTiKapCbKOro
Iesenbwadt drop 3acoby BignoBigHO A0 BUMOT
KAiHiLe Haka3zy MO3 YkpaiHu Bif
Lneuiansnpenapat 23.07.2015 p. Ne460 3 BHECEHHAM
e M6X, HimeuunHa; iH(bopmauii Wwoao 3a3HaYeHHs
Bignosigae 3a OAVHVLb BUMIPIOBAHHS Y CUCTEMI
BMPOGHMLTBO Sl
Hepo3dhacoBaHOl
NpoAyKLii, NepBuUHHe
Ta BTOPVIHHE
nakyBaHHS,
KOHTPO/b AKOCTI:
OHkoTek dapma
MpopgakwH MvéX,
HimeuumnHa,;
BignoBsigae 3a
BTOPWHHE
nakyBaHHs,
HaHECEHHs 3axX1CHOT
nniBk1 Ha donakoH
(onuioHanbHoO):
Meg-IKC-MNpecc
m6X, HimeyunHa
105. | AO/TOHIKA 10 MI TabneTkun, BKpUTI AciHo Al HimeuunHa BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyernmom UA/15102/01/01
N1iBKOBOK 060/IOHKOLO, KOHTPO/b B NpoLeci marepianis: 3MiHW | TUMY - 3MiHK
NponoHroBaHoi Aji no 10 BUPOGHMLTBA, Lofo 6e3nekun/edekTMBHOCTI Ta
mr, no 10 TabneTok y KOHTPOJ1b FOTOBOr0O hapmakoHarnsgy. BeegeHHs abo
6nicTepi; no 3 a6o 10 npoaykKTy, 3MiHM [0 y3ara/ibHEHUX JaHuX Npo

6nicTepiB B KAPTOHHIA
Kopobui

nakyBaHHA Ta

BWMYCK Cepii: ACiHO
dapma Al,
LLiBeiiuapis;

nakyBaHHs: ACIHO
®apma Al,
LBeiiLapis

cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
dhapmakoHarnsg;
nponoHoBaHa pefakuis: Zuzana
Chomatova; 3MiHa KOHTaKTHUX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVIKa, BigNOBiAa/IbHOT 38
dhapmakoHarniag,
106. | AOJNIOHIKA 20 MI TabneTku, BKpUTI AciHo Al HimeuyunHa BMPOGHMLTBO, LLiBefiuapis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/15102/01/02
NAiBKOBOK 060/IOHKOHO, KOHTPO/b B npoLeci marepianis: 3mMiHW | TUNY - 3MiHK
NPONOHIoBaHOI Aji no 20 BMPOGHMLTBA, ofo 6e3nekn/edekTMBHOCTI Ta
mr, no 10 TabneTok y KOHTPO/b FOTOBOIO chapmakoHarnsgy. BeefeHHs abo
6nictepi; no 3 a6o 10 NpoAayKTY, 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
6nicTepiB B KAPTOHHIN nakyBaHHA Ta cuctemy chapmakoHarnsgy
Kopobui BWMYCK cepii: ACiHO (BBEAEHHSA y3araslbHEHUX AaHWX
®apma AT, npo cuctemy hapmakoHarnsagy,
LLseiuapis; 3MiHa yNOBHOB&XeHOi 0cobu,
nakyBaHHs: ACiHO BignoBifa/IbHOI 3a 34jACHEHHS
dapma AT, hapMakoHarnaay; KOHTaKTHOI
Llseiiuapis ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKa,
BignoBiganbHOI 3a
hapmakoHarnsg;
NpONoHOBaHa pefakuis: Zuzana
Chomatova; 3mMiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiaa/bHOT 3a
hapmakoHarniag,
107. | AONOHIKA 40 MI' TabneTkn, BKPUTI AciHo Al HimeuyunHa BUPOBHMLTBO, LLIseliapis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/15102/01/03
N1iBKOBOK 060/I0HKOMO, KOHTPO/b B NpoLeci marepianis: 3MiHW | TUNY - 3MiHK
NPONOHIoBaHoi Aji no 40 BUPOOHMLTBA, ofo 6esnekn/edpekTMBHOCTI Ta
mr, no 10 TabneTok y KOHTPO/1b FOTOBOro thapmakoHarnsgy. BeegeHHs abo
6nicTepi; no 3 a6o 10 NpOAYyKTY, 3MiHM [0 y3ara/ibHeHUX JaHuxX Npo

6nicTepiB B KAPTOHHIA
Kopobui

nakyBaHHSA Ta

BWMYCK cepii: ACiHO
dapma Arl,
LLiseiiuapis;

nakyBaHHs: ACiHO
dapma Al,
Lseiiapis

cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTtemy thapmakoHarnsagy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3fiicHeHHs1 chapMakoHarasgy
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg;
NponoHOBaHa pefakuis: Zuzana
Chomatova; 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, Bi4NOBiAa/IbHOT 38
dhapmakoHarniag,

108.

AOJTOHIKA 80 MI'

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
NPOJIOHroBaHoi Aji no 80
mr, no 10 Tabnetok y
6nictepi; no 3 a6o 10
6nicTepiB B KAPTOHHIN
Kopobui

AciHo Al

HimeuunHa

BMPOGHMLTBO,
KOHTPO/1b B MPOLLECI
BMPOGHMLTBA,
KOHTPO/b FOTOBOIO
NpOAYKTY,
nakyBaHHS Ta
BWMYCK cepii: ACiHO
dapma AT,
LLiseiuapis;
nakyBaHHs: ACiHO
®apma AT,
Llseiiuapis

Icnanis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobu, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BignoBiganbHOI 3a
hapmakoHarnsg;

NpoONoHOBaHa pefakuis: Zuzana
Chomatova; 3mMiHa KOHTaKTHUX

[aHVX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarniag,

3a peyernmom

UA/15102/01/04

109.

AYNOKCUH®

Kancynu
KVLLKOBOPO34YUHHI TBEPAi
no 30 mr; no 7 kancyny
6nictepi; no 1 a6o 4
6nicTepy B KAPTOHHii
nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

Na6opaTopioc
HopmoH, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHi B TEKCT MapKyBaHHSA Ha

BTOPWHHI ynakosL,i y n. 17 IHLWE,
a came He3HauHi NpaBku LWoA0

NoroTmny KOMNaHii Ta iHwWoT
TeXHiYHoI iHhopmauii

3a peyernmom

UA/17667/01/01

110.

AYNOKCUH®

Kancynu

TOB "ACIHO

YkpaiHa

JlabopaTopioc

IcnaHis

BHECEHHS! 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/17667/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KVLLKOBOPO3YVHHI TBEpA|
no 60 mr; no 7 kancyny
6nictepi; no 4 6nictepu
B KapTOHHIi nav,i

YKPAIHA"

HopwmoH, C.A.

marepianis: 3MiHN | TUMY - 3MiHK
BHECeHi B TEKCT MapKyBaHHA Ha
BTOPWHHIiA ynakosu,i y n. 17 IHLLUE,
a came He3HauHi NpaBKu LWoa0
NoroTmny KOMNaHii Ta iHWoT
TeXHiYHOI iHcpopmauii

111.

AYCTAPIH®

kancysm m'siki no 0,5 mr
no 10 kancyn y 6nictepi,
no 3 6nictepun y navu,i

AT "KVTBCBKIAI
BITAMIHHWIA
3ABOJ"

YKpaiHa

AT "KMIBCbKM
BITAMIHHUIA
3ABO/[", YkpaiHa
(BMPOGHMLTBO 3
npoaykuii in bulk
"FAMN CA", MpeLis)

Ykpaina
Ipeuis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2014-
306-Rev 00 g1 f[iloyoi pevyoBnHN
AyTactepugy Bif, BXe
3aTBEPAKEHOTO BUPOOHMKA
Aurobindo Pharma Limited, IHgjs.
Sk Hacnigok, 6yno OHOBNEHO
po3ginu 3.2.S.3.2. JoMiLLKu,
3.2.S.5. CtaHpapTHi 3pasku abo
npenaparu, 3.2.S.6. Cuctema
ynakoBka/ykynopka, 3.2.S.7.
CrabinbHicTb

3a peyenmom

UA/18478/01/01

112.

AYCTAPIH®

Kancynu m'saki no 0,5 mr
in bulk: no 10 kancyny
6nictepi, no 320
6nicTepiB y KopobLi

AT "KMIBCBKUN
BITAMIHHUN
3ABOA"

YKpaiHa

AN CA, peuis

Ipeuis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2014-
306-Rev 00 gns Ajitoy0i pevyoBuHN
ayTtactepugy Bif, BXe
3aTBEPAKEHOTO BUPOOHMKA
Aurobindo Pharma Limited, IHgjs.
Ak Hacnigok, 6yno oHoBNEHO
po3ginu 3.2.S.3.2. JoMmiLLku,
3.2.S.5. CtaHpapTHi 3pasku abo
npenaparu, 3.2.S.6. Cuctema
ynakoBka/ykynopka, 3.2.S.7.
CrabinbHicTb

3a peyenmom

UA/18477/01/01

113.

EFO/TAH3A

TabneTku, BKpUTI
N1iBKOBOK 060/IOHKOIO,
no 5 mr, Nno 7 Tabnetok y
6nicTepi; no 4 abo 8
6nicTepiB y KAPTOHHIl
yNakoBLi

3AT
dapmaveBTUYHUIA
3aBof EriC

YropumHa

3AT
dapmMaLeBTUUYHUIA
3aBog EliC

YropmHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
BHECeHHS 3MiH g0 Cneyudikauii
[L0MOMDKHOT peYOBUHU
«XiHoniHoBWIA x0BTWIA Cl 47005,
a came — 3BY)XXeHHS JoMyCTUMUX
MeX Ansi n. «CBUHELb»
3arsepaxeHo NMT 0.001%
3anponoHosBaHo NMT 2 ppm;
3MiHUW | TUNY - BHECEHHS 3MiH A0
po3ginis 3.2.S.4.1 Cneuudikauis
Ta 3.2.S.4.2 AHa/TiITUYHI METOAMNKN
015 AONOMIKHOI pevyoBUHM

3a peyenmom

UA/11344/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«XiHoNiHOBWI x0BTWA Cl 470055,
a came — BUTyYEHHSA M.
«lpgeHTudikadis 1. (TWX)» Ta
«LMHK+Migb» BignosigHo Ao
BUMOr avpektusmn €C 231/2012 ta
FAO JECFA,
3MiHM | TUNY - BHECEHHS 3MiH 10
po3ginis 3.2.5.4.1 Cneuudikauis
Ta 3.2.5.4.2 AHaniTU4HI MeToanKn
ON51 AOMOMDKHOT peYOBUHN
«XiHoNiHOBWIA x0BTWI Cl 470055,
a came- BHECEHHS HE3HAYHMX 3MiH
o n. «lgeHTndpikauis», «Onuc»,
«MULW'AK», «PeyoBUHN PO3YMHHI B
edpipi», «MikpobionoriuHa
yncToTax; 3MiHu | TUnNy - BHECEHHSA
3MiH o po3ginis 3.2.5.4.1
Creuundikania ta 3.2.5.4.2
AHanNiTU4YHI MeToaNKN ANs
[0MNOMDKHOT peYOBUHU
«XiHoniHoBwiA xoBTUIA Cl 47005,
a came- fjojaBaHHA NOKa3HVIKIB
«PTyTb», «Kagmii», «BmicT
[0NOMDKHUX 6apBHUKIB»,
«CUHTETUYHI NPOMDKHI MPOAYKTU,
«2- (2-xiHonin) iHAaH-1,3-aioH»;
3aMiHa HalimeHyBaHHs Ta
MeTOAVKN BUNPOGYBaHHA A1 Nn.
«HecynbhoHOBaHi NepBUHHI
apoMaTuyHi aMiHn» ; 3amiHa
meToAa BUNpobyBaHHA A1 M.
«KinbkicHe BU3HaueHHs» UV Ha
UV-VIS; 3MiHu Il TUNY - BHECEHHSA
3MiH go po3ginis 3.2.5.4.1
Creuundikanin ta 3.2.5.4.2
AHanITUYHI MeToAVKY ANs
[0MOMDKHOT PEYOBUHU
«XiHoNiHOBWIA x0BTWI Cl 470055,
a came — po3LUMpPeHHS
HOpMyBaHHSA Ha . «Btparta B maci
npy BUCYLLYBaHHI» 3aTBEpXeHO
NMT 25% 3anponoHoBaHo NMT
30%

114.

EFO/TAH3A

TabneTtku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 7,5 mr, no 7 tabnetok
y 6nicTepi; no 4 abo 8
6nicTepiB y KAPTOHHIN

3AT
dapmaueBTUYHNI
3aBof ElC

YropumHa

3AT
dapmaueBTUYHN
3aBog ErC

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH fo Cneumndikawi
[0MOMDKHOT peYOBUHU
«XiHONMIHOBWI 0BTUI Cl 47005,

3a peyenmom

UA/11344/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynakoBLi

a came — 3BY)KEHHSI 0NYCTUMUX
MeX Ans n. «CBUHELb»
3aresepaxeHo NMT 0.001%
3anponoHosaHo NMT 2 ppm;
3MiHUW | TUMNY - BHECEHHS 3MiH A0
po3ginis 3.2.S.4.1 Cneuudikauis
Ta 3.2.S.4.2 AHa/liTUYHI METOAMNKN
0151 LONOMIXXHOI peYOBUHM
«XiHoniHoBwWiA xoBTUIA Cl 47005,
a came — BU/TyYEHHS .
«lpgeHtudpikadis 1. (TLWX)» Ta
«UuHk+Migp» BignosigHo Ao
BMMOr aupekTmem €C 231/2012 Ta
FAO JECFA,;
3MiHW | TUNY - BHECEHHSA 3MiH [0
po3ginis 3.2.S.4.1 Cneuundpikauis
Ta 3.2.S.4.2 AHaniTU4Hi METOAMNKM
ONA AONOMDKHOT peYOBUHU
«XiHoniHoBWI X0BTUiA Cl 47005,
a came- BHECEHHSI He3HaYHNX 3MiH
o n. «lpeHTudikauis», «Onuc»,
«MuL'AK», «PEYOBMHN PO3UMHHI B
edipi», «MikpobionoriuHa
4MCTOTa»; 3MiHW | TUNY - BHECEHHS
3MiH go po3ginis 3.2.5.4.1
Creuundikanin ta 3.2.5.4.2
AHanITUYHI MeToAVKY ANs
[0MOMIKXHOT PEYOBUHU
«XiHoniHoBWIA XO0BTWiA Cl 47005,
a came- foaBaHHS NOKa3HWKIB
«PTyTb», «Kagmii», «BmicT
[OMOMiXXHNX 6apBHMKIB»,
«CUHTETUYHI NPOMDKHI MPOAYKTU»,
«2- (2-xiHonin) iHAaH-1,3-aioH»;
3aMiHa HalimeHyBaHHA Ta
METOAMKM BUNPOGYBaHHSA A1 n.
«HecynboHOBaHI NepBUHHI
apomaTtuyHi amiHu» ; 3aMiHa
mMeTofa BUNpo6yBaHHA A1s M.
«KinbkicHe BU3HaueHHs» UV Ha
UV-VIS; 3MiHu Il TUNY - BHECEHHSA
3MiH go po3ginis 3.2.5.4.1
Cneuudikauis Ta 3.2.5.4.2
AHanNiTUYHI MeToankn Ans
[0MOMDKHOT pEYOBUHN
«XiHoniHoBWIA X0BTUiA Cl 47005,
a came — po3LUMPeHHS
HOpMyBaHHSA Ha . «BTparta B maci
npv BUCYLLYBaHHi» 3aTBepXeHo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NMT 25% 3anponoHoBaHo NMT
30%

115. | EFTO/TIAH3A TabneTtkn, BKPUTI 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/11344/01/03
N1iBKOBOK 060/IOHKOLO, dapmaneBTUYHNIA dapmauleBTUYHNI Marepianis: 3miHu | Tuny -
no 10 mr, no 7 TabneTok 3aBog ElC 3aBop, ElC BHECeHHS 3MiH A0 Cneuudikauii

y 6nicTepi; no 4 abo 8
6nicTepiB y KAPTOHHIl
ynakoBLi

[0MNOMDKHOT PEYOBUHN
«XiHoniHoBWIA X0BTWIA Cl 47005,
a came — 3BY)KEHHSI A0NYCTUMUX
MeX ans n. «CeBnHeLb»
3aTtBepmkeHo NMT 0.001%
3anponoHosaHo NMT 2 ppm;
3MiHW | TUNY - BHECEHHSA 3MiH [0
po3ginis 3.2.S.4.1 Cneuundpikauis
Ta 3.2.S.4.2 AHaniTU4HI METOAMNKM
AN AONOMDKHOT peYOBUHU
«XiHoniHoBWIA X0BTWIA Cl 47005,
a came — BUTyYEHHS M.
«lgeHTudikadis 1. (TWX)» Ta
«LMHK+Migb» BignosigHo Ao
BUMOr avpekTusmn €C 231/2012 ta
FAO JECFA,;
3MiHM | TUNY - BHECEHHS 3MiH 10
po3ginis 3.2.S.4.1 Cneuudikayis
Ta 3.2.5.4.2 AHaniT4Hi MeToanku
ON51 AONOMDKHOT peY0oBUHU
«XiHoniHoBWIA xO0BTWIA Cl 47005,
a came- BHECEHHS HE3HAYHMX 3MiH
o n. «lgeHTndikauis», «Onuc»,
«MuLL'AK», «PEUYOBMHN PO3UYMHHI B
edpipi», «MikpobionoriuHa
yncToTax; 3MiHu | TUNy - BHECEHHSA
3MiH g0 po3ginis 3.2.S.4.1
Creundikania ta 3.2.5.4.2
AHaniTU4YHI MeToanKN ANs
[0MOMDKHOT peYOBUHU
«XiHoniHOBWIA »oBTuUIn Cl 47005,
a came- fjofjaBaHHA NoKa3HVKIB
«PTyTb», «Kagmii», «BmicT
[0NOMDKHUX 6apBHUKIB»,
«CUHTETUYHI NPOMDKHI MPOAYKTU»,
«2- (2-xiHonin) iHAaH-1,3-aioH»;
3amiHa HaliMeHyBaHHs Ta
MeTOAVKN BUNPOGYBaHHA A1 Nn.
«HecynbhoHOBaHi NepBUHHI
apoMaTUyHi aMiHM» ; 3amiHa
meToAa BUNpobyBaHHA ANs M.
«KinbkicHe BU3HauyeHHs» UV Ha
UV-VIS; 3MiHu |l TUNy - BHECEHHSA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiH go po3ginis 3.2.5.4.1
Creuvndikania ta 3.2.5.4.2
AHaniITUYHI MeToaVKV ANs
[0MOMDKHOT PEYOBUHU
«XiHoniHoBWIA XO0BTWiA Cl 47005,
a came — po3LUMpPeHHs
HOpMyBaHHSA Ha M. «Btparta B maci
npy BUCYLLYBaHHI» 3aTBEpXeHO
NMT 25% 3anponoHoBaHo NMT
30%

116.

EFO/TAH3A

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 15 wr, no 7 TabneTok
y 6nicTepi; no 4 abo 8
6nicTepiB y KAPTOHHIN
ynakoBLi

3AT
dapmaueBTUYHMI
3aBof ElC

YropumHa

3AT
dapmaneBTUYHN
3aBog ErC

YropLmHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH fo Cneumndikaui
[0MOMDKHOT peYOBUHU
«XiHoniHOBWIA »oBTuUI Cl 47005,
a came — 3BYXKEHHSI 0NYCTUMUX
MeX Ans n. «CBUHELb»
3arsepmxeHo NMT 0.001%
3anponoHoBaHo NMT 2 ppm;
3MiHW | TUNY - BHECEHHS 3MiH A0
po3ginis 3.2.S.4.1 Cneuudpikauis
Ta 3.2.S.4.2 AHaNITUYHI METOAMNKM
0151 LONOMIXXHOI peYOBUHM
«XiHoniHOBWI oBTuIn Cl 47005,
a came — BU/TyYEHHS M.
«lpeHtudikadis 1. (TLWX)» Ta
«UuHk+Migp» BignoBsigHo Ao
BVMOr aupekTnem €C 231/2012 Ta
FAO JECFA,;
3MiHW | TUNY - BHECEHHSA 3MiH [0
po3ginis 3.2.S.4.1 Cneuundpikauis
Ta 3.2.S.4.2 AHaniTU4HI METOAMNKM
AN AONOMDKHOT peYOBUHU
«XiHoniHoBWIA X0BTWIA Cl 47005,
a came- BHECEHHSI He3HaYHMX 3MiH
o n. «lgeHTndikauis», «Onuc»,
«MuL'AK», «PEYOBMHN PO3UMHHI B
edipi», «MikpobionoriyHa
4yncToTa»; 3MiHM | TUNY - BHECEHHS
3MiH go po3ginis 3.2.5.4.1
Creuundikania 1a 3.2.5.4.2
AHaniTUyHi MeToavkv Ans
[0MOMIXHOT PEYOBUHU
«XiHoniHoBWIA xO0BTWIA Cl 47005,
a came- foAaBaHHS NOKa3HWKIB
«PTyTb», «Kagmii», «BmicT
[LOMOMDKHUX 6apBHYIKIB»,
«CUHTETUYHI NPOMiXKHI MPOAYKTU»,

3a peyenmom

UA/11344/01/04

114




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«2- (2-xiHonin) iHAaH-1,3-aioH»;
3aMiHa HalimeHyBaHHA Ta
METOAMKM BUNPOGYBaHHSA A1 Nn.
«HecynboHOBaHI NepBUHHI
apomaTtuyHi amiHu» ; 3aMiHa
mMeTofa BUNpobyBaHHa A41s M.
«KinbkicHe BM3HaueHHs» UV Ha
UV-VIS; 3MiHu Il TUNY - BHECEHHSA
3MiH go po3ginis 3.2.5.4.1
Cneuudikauis Ta 3.2.5.4.2
AHanITUYHI MeToankn ANs
[0MOMDKHOT PEYOBUHN
«XiHoniHoBWIA X0BTUiA Cl 47005,
a came — po3LUMPeHHS
HOpMyBaHHSA Ha . «BTparta B mMaci
npv BUCYLLYBaHHI» 3aTBepKeHo
NMT 25% 3anponoHoBaHo NMT
30%

117.

EFONAH3A

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 20 mr, no 7 TabneTok
y 6nicTepi; no 4 a6o 8
6nicTepiB y KAPTOHHIl
ynakoBLi

3AT
dapmaLeBTUYHNIA
3asopg ElIC

YropumHa

3AT
dapmaLleBTUYHNI
3asog ElIC

YropwmHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH fo Cneumndikavi
[0MOMIXHOT PEYOBUHU
«XiHoniHoBWIA xO0BTWIA Cl 47005,
a came — 3BY)XXEHHS JoMyCTUMUX
MeX AN M. «CBUHeLb»
3arsepaxeHo NMT 0.001%
3anponoHosaHo NMT 2 ppm;
3MiHM | TUNY - BHECEHHS 3MiH 10
po3ginis 3.2.S.4.1 Cneumdikayis
Ta 3.2.5.4.2 AHaniT4HI MeToanku
ON51 AOMOMDKHOT peY0oBUHU
«XiHoniHoBWIA X0BTWIA Cl 47005,
a came — BUyYEHHS M.
«lgeHTudikauis 1. (TWX)» Ta
«LnHK+Migb» BignosigHo Ao
BuMor anpekTtmnem €C 231/2012 Ta
FAO JECFA,;
3MiHW | TUNY - BHECEHHS 3MiH A0
po3ginis 3.2.S.4.1 Cneuudpikauis
Ta 3.2.S.4.2 AHaNITUYHI METOAMNKM
0151 LONOMIXXHOI peYOBUHM
«XiHoniHOBWI oBTuIn Cl 47005,
a came- BHECEHHSI He3HauHNX 3MiH
o n. «lpeHTudikauis», «Onuc»,
«MWLI'AK», «PeYOBUHN PO3YMHHI B
edpipi», «MikpobionoriuHa
4yncToTax; 3MiHM | TUNy - BHECEHHS
3MiH o po3ginis 3.2.5.4.1

3a peyernmom

UA/11344/01/05
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Cneuudikauis Ta 3.2.5.4.2
AHanITUYHI MeToankn ANns
[0MOMDKHOT PEYOBUHM
«XiHoniHoBWI X0BTUiA Cl 47005,
a came- ofaBaHHA NoKa3HUKIB
«PTyTb», «Kagmiii», «BmicT
[L0NOMIKXHVX 6apBHWKIB»,
«CUHTETUYHI MPOMDKHI MPOAYKTU»,
«2- (2-xiHonin) iHAaH-1,3-aioH»;
3amiHa HaliMeHyBaHHSs Ta
MeTOAMKN BUNPOGYBaHHA AN1A n.
«Hecynb(hoHOBaHI NepPBUHHI
apomaTtuyHi amiHu» ; 3aMiHa
meToAa BUNpo6yBaHHA ANs M.
«KinbkicHe BU3HaueHHs» UV Ha
UV-VIS; 3miHu |l TUNYy - BHECEHHSA
3MiH o po3ginis 3.2.5.4.1
Creuundikania ta 3.2.5.4.2
AHanNiTU4YHI MeToaNKN ANs
[0MNOMDKHOT peYOBUHU
«XiHoniHoBwiA xoBTUIA Cl 47005,
a came — po3LUMPEHHS
HOpMyBaHHS Ha . «BTparta B maci
Npu BUCYLLUYBaHHI» 3aTBEPAXEHO
NMT 25% 3anponoHoBaHo NMT
30%

118. | EKC®OPX H TabneTkn, BKPUTI Hosaptic ®apma Al LLIseliyapis KoHadhapma Al LLIseliapis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/12679/01/01
N1iBKOBOK 060/TI0HKOIO LBeiiuapis Icnanis marepianis: 3MiHW | TUMY - 3MiHK
no 5 mr/160 mr/25 mr no (nakyBaHHS); BHECEHO [0 IHCTPYKUiT ANns
14 TabneTok y 6nictepi; HoBapTic ®apma Me[UYHOro 3aCTOCyBaHHS
no 1 a6o 2 6nictepu B LLTeiH AT, nikapcbKoro 3acoby A0 po3gainis
KapTOHHIlA KOpooLi LBeiiLapis "Oco611BOCTI 3aCTOCyBaHHA" Ta

(B1pOGHMLTBO, "Mo6iyHi peakuii". BBefeHHS 3MiH
KOHTPO/b AKOCTI, npoTArom 6-Tu MicAuiB nicns
nakyBaHHs1, BUNYCK 3aTBEPAXKEHHS
cepii); HoBapTic
dapmacbloTrKa
C.A., IcnaHis
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs1, BUNYCK
cepii); Onnak pyn
Ar, LLiseliuapis
(nakyBaHHS);
dapmaHanituka CA ,
LBeiiuapis
(KOHTPO/Ib SIKOCTI)
119. | EKCPOPX H TabNeTkn, BKpUTI HoBaprtic ®apma Al LLIBeliLapis KoHadpapma Al LLIBeliLapis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/12679/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
N/1iBKOBOK 06GO/IOHKOLO, LlBeiiuapis Icnanis marepianis: 3MiHN | TUMY - 3MiHK
no 10 mr/160 mr/25 mr (nakyBaHHS); BHECEHO [0 IHCTPYKUiT ANns
no 14 TabneTtok y HoBapTic ®apma Me[MYHOro 3acTocyBaHHsA
6nicTepi; no 1 abo 2 LLTeinH AT, nikapcbkoro 3acoby A0 po3ginis
6nicTepy B KAPTOHHii LBeiiLapis "Oco6nMBOCTI 3aCTOCyBaHHS" Ta
KopoobLi (B1pOGHMLTBO, "Mo6iyHi peakuii”. BBefeHHS 3MiH
KOHTPO/b SKOCTI, npoTArom 6-Tm MicAuiB nicns
nakyBaHHs1, BUNYCK 3aTBEPAXKEHHS
cepii); HosapTic
dapmacbloThka
C.A., IcnaHis
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs1, BUNYCK
cepii); Onnak Npyn
Ar, LLiseliuapis
(nakyBaHHS);
dapmaHanituka CA ,
LlBeiiuapis
(KOHTPO/Ib SIKOCTI)
120. | EKC®OPX H TabneTkn, BKPUTI Hosaptic ®apma Al LLIseliyapis BupobHnuTBO, LLIseliyapis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/12679/01/03
N1iBKOBOK 060/IOHKOLO, KOHTPO/b AKOCTI, Icnanis marepianis: 3MiHW | TUMY - 3MiHK
no 5 mr/160 mr/12,5 mr nakyBaHHs, BUMYCK BHECEHO [0 IHCTPYKUiT ANns
no 14 TabneTtok y cepii: HoBapTic MeZMYHOro 3acTocyBaHHsA
6nicTepi; no 1 abo 2 dapwma LUTeiH AT, nikapcbKkoro 3acoby A0 po3ginis
6nicTepy B KApTOHHii LLIBeiiLapis a6o "Oco611BOCTI 3aCTOCyBaHHA" Ta
Kopoobui HosaprTic "Mo6iyHi peakuii". BBeAeHHS 3MiH
dapmacbloTrKa npoTArom 6-Tm MicAuiB nicns
C.A., IcnaHis; 3aTBEPAXKEHHSA
KOHTPO/b SIKOCTI:
dapmaHanituka CA,
LseiiLapis
121. | EKC®OPX H TabneTkn, BKPUTI HoBaptic ®apma Al LLIseliyapis BupobHnuTBO, LLIseliapis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/12679/01/04
N1iBKOBOK 060/I0HKOMO, KOHTPO/b AKOCTI, IcnaHis marepianis: 3MiHW | TUNY - 3MiHK
no 10 mr/160 mr/12,5 mr nakyBaHHs, BUMYCK BHECEHO A0 IHCTPYKLUiT ANns
no 14 TabneTtok y cepii: HoBapTic MeZNYHOro 3acTocyBaHHsA
6nicTepi; no 1 abo 2 dapwma LUTeitH AT, nikapcbKkoro 3acoby A0 po3ainis
6nicTepy B KAPTOHHii LLIBeiiLapis a6o "Oco6nMBOCTI 3aCTOCyBaHHA" Ta
Kopoobui HosaprTic "MobiyHi peakuii”. BBeAeHHS 3MiH
PapmMacbloThka NpOTArom 6-Tv MicALiB nicns
C.A., IcnaHis; 3aTBEPLAXKEHHSA
KOHTpPO/b SIKOCTI:
PapmaHanituka CA,
LseiiLapis
122. | ETIOKCATUH® KOHLEHTpaT ans TOB "CaHogi- YkpaiHa CaHocpi-ABeHTiC HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/9385/02/01

pO34nHy Ans iHdysil, 5
mr/mn, Nel: no 10 mn
KOHLEHTpaTy, Wo
MIiCTATb 50 Mr

ABeHTIC YKpaiHa"

[Donunang Tm6X

MaTtepianis: 3MiHu | Tuny -
nogaHHsa oHosneHoro CEP Ne R1-
CEP 2003-229-Rev 04 gns A®|
OkcaninnaTtuH Big Bxe
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
okcaninnatuny, y 3aTBEPAKEHOrO BUPOOHMKA
dhnakoHi a6o 20 mn Johnson Matthey Pharmaceutical
KOHLeHTpaTy, Lo Materials, United States (Ha3sa
MicTaTb 100 Mr BMpOo6HMKa Johnson Matthey Inc.
okcaninnatuny, y USA y nonepepgiii Bepcii CEP
chnakoHi; B NigaoHi, ( Ne R1-CEP 2003-229-Rev 03)
3anasiHoMy KpULLKOIO, B 6yna 3a3HayeHa BiAnoBigHO A0
KapTOHHIlA KopooLi Ha3BW rofI0BHOro oqicy
BMPOGHIMKa. Y OHOB/EHIN Bepcii
cepTtudikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei (Ne
R1-CEP 2003-229-Rev 04) Ha3Ba
BUPOOHMKA Y3ro/pkeHa Ta
npuseeHa y BiANoBigHICTb A0
Ha3BW BUPOBHMNYOT AiNbHUL
Johnson Matthey Pharmaceutical
Materials, United States)
123. | ENbAENPUN Tabnetkun no 5 mr, no OpioH KopnopeliluH PiHNAHAIA OpioH KopnopeiwH, HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/5566/01/01
100 TabneTok y ®iHnaHAiA; OpioH marepianis: 3mMiHu | TMny - 3MiHK 3
donakoHi; no 1 dpnakoHy KopnopeiiLH, siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
B KapTOHHI kopo6Lyi PiHNAHAiA KOHTpO/1b roTOBOro NikapcbKoro
(anbTepHaTMBHWMIA 3aco6y - OHOBJIEHHS BXe
BUPOOBHWK, L0 3aTBEPAKEHNX METOZAIB KOHTPOSIO
3[iICHIOE NEpPBUHHE SAKOCTI NikapcbKoro 3acoby, a
Ta BTOPVHHE came: BUKNAAEHHS TEKCTY
nakyBaHHs1, BUNYCK [epXaBHOI MOBOIO 3TiHO
cepii) Cy4acHVX BUMOT
124. | EHANANPUN Tabnetku no 0,01 r no MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/2818/01/01
10 TabneTok y 6nictepi; akuioHepHe akuioHepHe mMartepianis: 3MiHu | Tuny - 3MiHK 3
no 1 a6o 2, a6o 3, abo TOBapuCTBO TOBapuCTBO akocTi. CepTudikat

5, abo 9 6nicTepiB B
nauui

"JlekxiM-Xapki"

"JlekxiM-Xapkis"

BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
thapmaxonei/moHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO
cepTudikaTa BignoBigHoOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana Adl; ons
BUXigHOTo
mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[L0MOMDKHOT peYOBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
HoBwuii cepTudpikat Big Bxe
3aTBEPAKEHOIO BUPOBHMKA -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

MoaaHHA HoBOro cepTuddikaTy
BignosigHocTi € Big
3aTBEpAKEHOro BUPOOHUKa ADI
EHananpuny manearty, Ne R1-CEP
2000-053-Rev 05. Fk Hacnigok
3MiHa B cneuyudikauii gitouoi
peyvoBMHM Ta BiANOBIAHI 3MiHM [0
MeTOZiB KOHTPO/IO, @ came:
«BuW3HaAYEHHA KibKOCTI
OpraHiYHMX po3UMHHKKIB» (ETaHon
- He 6inblwe 150 ppm) Ta
«Managiit» (He 6inblwe 1 ppm);
3MiHN | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. 3miHn,
noB'sA3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasTbHOI dhapmakonel
nepxasun €C (3miHa y
cneumdikauisx, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHWi/ HauioHanbHiI dhapmakonei
nepxasu €C)
CynyTHA 3MiHa
- 3MiHK 3 AKocTi. CepTudikart
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/mMoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapmMakonel
Aepxasun €C (iHLWi 3MiHN) -
MpuBeaeHHs cneuundikadii Ta
MEeTOAiB KOHTPOSII0 AKOCTI Ajitoyol
pPevyoBMHM 40 BUMOT MOHOrpadii
€d Ta JoKyMeHTaLi BUpo6HUKa
A®I. Ak Hacnigok i3 cneundikawii
BU/TYYaETLCA NOKA3HUK «Baxki
meTann», «Temnepatypa
NNaBMEHHS» Ta NOKa3HUK
«CynpoBigHi AOMILLKN» |

aHaniTM4yHa metoamka «KinbkicHe
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BU3HAYEHHS» NPUBOANTLCS
BiAMNOBIAHO A0 BUMOr MOHorpadii
€D
125. | EHANANOPUN Tabnetkn no 0,01 rin MpvBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX - UA/2819/01/01
bulk: no 5000 Ta6neTok akuioHepHe akuioHepHe mMartepianis: 3MiHu | Tuny - 3MiHK 3
Y KOHTellHepax TOBapUCTBO TOBapWCTBO

"Nlekxim-Xapkis"

"Nlekxim-Xapkis"

akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons
BUXigHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkin hapmakone) -
HoBwuii cepTudpikat Big Bxe
3aTBEPAKEHOrO BUPOBHMKA -
MoaaHHA HoBOro cepTudikaTy
BignoBigHocTi € Big
3aTBEpAKEHOro BUPOOHNKa Ad|
Enananpuny maneary, Ne R1-CEP
2000-053-Rev 05. Ak Hacnigok
3MiHa B cnevumdikayii giroyoi
peyoBMHM Ta BiANOBIAHI 3MiHM [0
MeTOZiB KOHTPO/IO, & came:
«Bur3HaYEHHA Ki/TbKOCTI
opraHiyHMX po3UnHHKUKIB» (ETaHon
- He Ginble 150 ppm) Ta
«[Managiii» (He 6inbwe 1 ppm);
3MiHM | TUnY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiii
thapmakonei/mMoHorpadii. 3miHu,
noB'A3aHi 3 HeO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapmMakonei
nepxasu EC (3miHa 'y
cneumgikauisx, nos'a3aHa 3i
3MiHamu B 1®Y, abo

€Bponeiicbkiii doapmakonei, abo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

iHLWIN HauioHanbHIN thapmakonei
aepxasun €C)
CynyTHS 3MmiHa
- 3miHu 3 AkocTi. CepTuddikar
BignosigHocTI/lE-cepTudcikat
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HeO6XiAHICTIO
npuBeLEeHHs Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOI hapMakonei
aepxasun €C (iHLWi 3MiHN) -
MpuBeaeHHs cneundikavii Ta
MeTO/IB KOHTPOSIIO AKOCTI Ajitoyol
PEeYOoBMHM A0 BUMOT MOHOrpadii
€0 Ta JoKymeHTauil BUPO6HMKa
A®I. Ak Hacnigok i3 cneundikauii
BUTyYaETbCA MOKa3HUK «Badki
mMeTanm», «TemnepaTypa
NNaBMEHHS» Ta NOKa3HNK
«CynpoBigHi AOMILLKN» i
aHaniTuyHa metogvka «KinbkicHe
BW3HAYEHHS» NPUBOANTLCS
BiANOBIAHO A0 BUMOTr MOHorpadii
€D

126.

EHANANPUN

Tabnetkun no 10 mr no 10
Tabnetok y 6nictepi; no
2 6nicTepu y nayui 3
KapToHyY

AT "Nly6Hnchapm"”

Ykpaina

AT "Nly6Hnhbapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | Tuny - 3MiHKn
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs [oAaTKOBOI TEXHIYHOT
iHchopmauii y n. 17 IHWE Tekcty
MapKyBaHHA BTOPVHHOI YNakoBKu

Ta n. 6 IHWE TekcTy mapKyBaHHS
NepBUHHOT YNakoBKK NiKapCbKoro

3acoby. BBefieHHs 3MiH NpOTSArom

6-TK MicALIB Nic/ia 3aTBEpAKEHHS

3a peyenmom

UA/1195/01/02

127.

EHP)KEPUKC™-B |
ENGERIX™-B
BAKLIMHA AN
NPO®INAKTUKN
BIPYCHOIO
FENATUTY B,
PEKOMBIHAHTHA

cycneHsisi gns iH'ekuji,
20 mkr/1 mn, no 1 mn (20
MKr) (1 gosa ans
popocnux) Ta no 0,5 mn
(10 wkr) (1 gosa ans
aiTeid) y donakoHi; no 1,
a6o 10 abo 25 ckNsaHuX
MOHOZO03HWNX (h/1aKOHIB y
KapTOHHI Kopobui; no 1
M (20 mkr) (1 gosa gns
popocnux) Ta no 0,5 mn
(10 mkr) (1 go3a ans

FnakcoCmiTKnsiiH
Ekcnopt Mimiteq

Benvka
BpuTaHis

nakcoCmiTKnsiiH

Bionomxikans C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarniagy

(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0Co6H,

BiANOBIAa/IbHOI 3a 34iiCHEHHS

thapmakoHarnsay; KOHTakTHoOl
0cobu 3 thapmakoHarnagy

3a peyenmom

UA/15740/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AiTeid) y nonepefHb0
HarnoBHEHOMY LINpUL;
no 1 nonepegHL0
HarnoBHEHOMY LWNpuULy B
KapTOHHIlA KopooLi

3asiBHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
0ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag:
MponoHoBaHa pepgakuis — Ap.
MeHc-Ynbpix LLiTermaHH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
thapmakoHarnag. 3MiHa Homepy
Ta MiCLLe3HaxOKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy

128.

EPA3ABAH

Kpem, 100 mr/lrno2r
abono5ryTy6i; no 1
Ty6i B KAPTOHHI KOpo6Lyi

[JenbTa Megiken
MpomoyLH3 Al

LLisefuapis

[eHapoH bperac
NimiTen

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHus abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: JaHinosa
Napvca BonogymupiBHa. 3miHa

KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
0ocobu 3asBHUKA, BiANOBIAA/IbHOI

6e3 peyenma

UA/9636/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3a thapmakoHarnag
129. | EPIAOH® PO34MH opanbHUiA, 1 TOB "ACIHO Ykpaina [ap Anb [aBa VopaaHis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/16894/01/01
mr/mn, no 30 mny YKPATHA" [eBenonveHT eHp, IpnaHgjs marepianis: 3MiHW | TUMY - 3MiHK
hnakoHi; no 1 dpnakoHy IHBeCTMeHT Ko. BHECEHI B TEKCT MapKyBaHHS Ha
Yy KOMMNEKTi 3 fO3YH40H0 nTy., Mopganis BTOPVIHHII yNakoBL,i, a came:
NiNeTKol B KAPTOHHIN (BUpOGHMLTBO, He3HauHi NpaBky LLOAO SI0roTuny
nauui nakyBaHHs Ta KOMNaHii, iHLWOT TEXHIYHOT
KOHTPO/Ib AKOCTI iHchbopmawii Ta Homepy
nikapcbkoro peecTpauiiHoro NoCBifYEHHS; B
3acoby); Komnnit TEKCTi MapKyBaHHS1 Ha NepBUHHIN
Na6opaTopi yMakoBLii, & came: He3HauHi
ConywH3, IpnaHgis npaBKu LLOA0 NIOroTUMy KOMMaHii,
(KOHTPO/Ib AKOCTI IHLLIOT TEXHIYHOT iHGhopMaLi
(mikpobionoriuHuii
KOHTpOsb)); WaHenb
Megikan, lpnaHgis
(kOHTpO/b AKOCTI Ta
BUNYyCK cepii)
130. | EC30N TabneTkun, BKpUTI KYCYM XENTXKEP IHAin KYCYM XENTTXKEP IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/10774/01/01
06010HKOt0, N0 100 Mmr; NnBT NTA MBT NTA marepianis: 3MiHu | TUnYy - 3MiHN 3
no 4 a6o no 10 sKocTi. FoToBWIA Nikapcbkuii 3aci6.
Tabnetok y 6nictepi; no 3MiHV Y BUPOOHMUTBI. 3MiHN
1 6nicTepy B KapTOHHIl BMNpoGyBaHb abo AoMyCTUMUX
ynakoBLi MeX, BCTAHOBNEHNX Y
cneuunadikauisx, nig vac
BMPOBGHMLTBA FOTOBOrO
nikapcbkoro 3acoby (gofaBaHHs
HOBOro MeToAy BUMNPOOYBaHHS Ta
[ONyCTUMUX MeX) - BHeCeHHs
BUMPOOYBaHb 3a NOKa3HNKOM:
«3a/INLLKOBI KiNIbKOCTi OpraHivyHnx
PO3UMHHWKIB» Ha cTagji
BUCYLLYBaHHS; NOKa3HWK
«3a/INLLKOBI KiNIbKOCTi OpraHivyHnx
PO3YMHHVKIB» NEPEHOCUTLCSH B
cneuudikalito Ha roToBui
nikapcbkuii 3aci6 Ta 3aMLaeTbest
6e3 3MiH; 3MiHu | TUnYy - 3MiHK 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MikapcbKoro
3aco6y (iHLWWi 3MiHK) - OHOBNEHHS
3areepmxkeHoro MKH, a came
BUKNAEHHS TEKCTY iepXXaBHO0
MOBOH, 3ligHO Cy4yacHUX BUMOT
131. | ECKOJ1AH- TabneTku, BKpUTI CaHosensb lnay TypeyunHa CaHosensb Inay TypeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyenmom UA/9680/01/01
CAHOBE/1b N1iBKOBOK 060/IOHKOIO, CaHai Be Tugpxapet CaHai Be Tugpxapet marepianis: 3MiHu | TURNY - 3MiHN 3

no 10 mr, no 10

A.LL.

A.LL.

sKocTi. CepTudikat
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
KopoobLi

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIKXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[OMOBHEHHS) -NOJaHHA HOBOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne RO-
CEP 2013-094-Rev 03 gnsa gitoyoi
PeyoBMHN aTopBacTaTUHy KasibLiito
Tpurigpar Bif HOBOro BUPOGHMKa
Sun Pharmaceutical Industries
Limited, India (P.O. Rail Majra
District. S.B.S. Nagar
(Nawanshahar) India — 144533
Toansa Village, Punjab) B
[OMOBHEHHA [0 YXXe
3apeecTpoBaHoro B1po6Hvika (Dr.
Reddy's Laboratories Ltd, IHAjs)

132.

ECKOJTAH-
CAHOBE/b

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 20 wr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopobui

CaHoBenb Inay
CaHai Be Tugpxapet
AL

TypeyunHa

CaHoBersb Inay
CaHai Be Tugxapet
A.L

TypeyuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
akocTi. CepTudpikar
BignosigHocTI/TE-cepTudcikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
apmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -

3a peyenmom

UA/9680/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HoBuii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[OMOBHEHHS) -NOJaHHA HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne RO-
CEP 2013-094-Rev 03 gnsa gitoyoi
PeyoBMHN aTopBacTaTUHy KasibLiito
Tpurigpar Bif HOBOro BUPOGHMKa
Sun Pharmaceutical Industries
Limited, India (P.O. Rail Majra
District. S.B.S. Nagar
(Nawanshahar) India — 144533
Toansa Village, Punjab) B
[OMOBHEHHA [0 YXXe
3apeecTpoBaHoro B1po6Hvika (Dr.
Reddy's Laboratories Ltd, IHAjs)

133.

ECKOJTAH-
CAHOBE/b

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 40 wr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopobui

CaHoBenb Inay
CaHai Be Tugpxapet
AL

TypeyunHa

CaHoBersb Inay
CaHai Be Tugxapet
A.L

TypeyuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
akocTi. CepTudpikar
BignosigHocCTI/TE-cepTudcpikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichkili
apmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHNLTBI ADI; Ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) -NMOJaHHA HOBOTO
cepTudikara BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne RO-
CEP 2013-094-Rev 03 gns gitouoi
PeyoBMHN aTopBacTaTUHy KasibLiito
TpWrigpar Bif, HOBOro BUPOGHMKa
Sun Pharmaceutical Industries
Limited, India (P.O. Rail Majra
District. S.B.S. Nagar
(Nawanshahar) India — 144533
Toansa Village, Punjab) B
[OMOBHEHHSA [10 YXXe
3apeecTpoBaHoro Bupo6Huka (Dr.

3a peyenmom

UA/9680/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Reddy's Laboratories Ltd, IHAjs)
134. | ECNA-®OUNH® NopoLUoK AN ecnapma M6Xx HimeuyunHa ecnapma ®apma HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/14782/01/01
OpPasIbLHOrO PO34NHY NO Cepsices 'M6X, marepianis: 3miHu | Tuny -
3000 mr/nakeT; mo 81 HimeuyunHa noAaHHsa HOBOro cepTudikata
nopotuky (3000 mr (BTOpPUHHE BiANOBIAHOCTI EBpONeiichbkili
[it040i peyYoBUHN) Y nakyBaHHs); thapmakonei Ne RO-CEP 2017-
naketi; no 1 nakeTy B Ninpgodhapm Mv6X, 166-Rev 00 ana Adl
KapTOHHIiA ynakoBL,i HimeyunHa docomilmHy TpomeTamony Bif
(BPO6GHMLTBO BXE 3aTBEPL)KEHOr0 BUPOOHMKa
Hepo3dacoBaHoro Interquim, S.A., de C.V., Mekcuka.
NpPOAYKTY, NepBUHHE SK HacNifoK: LONOBHEHHS
nakyBaHHs, iHhopmauieto Npo BUPOGHMUI
BTOpPUHHE AiNbHULI MPOMDKHOT NpoayKujii
nakyBaHHs, HUBEI XUNDA
KOHTPO/b SIKOCTI, PHARMACEUTICAL CO., LTD.
BWMYCK cepil) No.2, Jinpan Road China-435 400
Wuxue City, Hubei Province Ta
FARMASINO
PHARMACEUTICALS (ANHUI)
COMPANY Limited Wujiang Fine
Chemical Base China- Maanshan
City, Anhui province; Buny4YeHHs
BMPOBHUYOI AiNbHUL NPOMDKHOT
npogykuii Northeast
Pharmaceutical Group
Development District, China
135. | E®EPBEH TabneTkun, BKpUTI CaH IHAisA CaH IHAis BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/8431/02/01
06010HKot0, No 600 mr, dapmacbioTukan PapmacbloTUkan marepianis: 3MiHW | TUNY - 3MiHK

no 30 TabneTok y
hnakoHax

IHpacTpi3 Miviteq

IHpacTpi3 Nimiteq,

ofo 6e3nekn/eekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKaA ANA 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YMNOBHOB&XEHOT 0CO6M 3as1BHMKA,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHMX AaHNX
YMOBHOBaXeEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
BBeneHHA agpecu
MiCLie3HaXOMKEHHSA MacTep-
thaiina cuctemu
chapmakoHarnsgy. BeegeHHs
aapecw, ae 34iiCHI0ETLCSA
OCHOBHa fiSiNIbHICTb 3
dhapmakoHarnsgy
136. | 304AK® TabneTkn, BKPUTI TOB "Onenna Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 peyenma UA/4070/03/01
060510HKOt0, N0 10 Mr Ne Xenckea YkpaiHa" Pecny6nika marepianis: 3MiHa 3asBHMKa
30 (10x3): no 10 (BnacHvka peecTpadiiHoro
TabneTtok y 6nictepi; no noceigyeHHs) (3rigHo Hakasy MO3
3 6nicTepu y KapTOHHIN Big 23.07.2015 Ne 460) (BBegeHHs
Kopobui 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS
137. | 304AK® Kpanni opasibHi, 10 TOB "Onenna Ykpaina TOB "3eHTiBa", Yecbka BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/4070/01/01
Mr/mn no 20 M1 PO34nHY Xenckea YkpaiHa" Yecbka Pecny6nika; | Pecny6nika/ marepianis: 3MmiHa 3asiBHMKa
y donakoHi 3 Eii. HatTepmaHH HimeuunHa (BnacHvika peecTpadiiHoro
KpanesnbHuueto; no 1 eHg, Caiii. Tm6X, noceigyeHHs) (3rigHo Hakasy MO3
(h/1aKOHY B KapTOHHiiA HimeyunHa Bifg 23.07.2015 Ne 460) BeefeHHs
Kopoobui 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
138. | 304AK® TabneTkn, BKPUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/4070/03/01
060/10HKO0, M0 10 Mr Ne ABEHTIC YKpaiHa" Pecny6nika MaTepianis: 3MiHu | Tuny -

30 (10x3): no 10
Tabnetok y 6aictepi, no
3 6nicTepun y KapTOHHiIl
KopoobLi

noAaHHA OHOBMEHOTO cepTudikara
BiNOBIAHOCTI E€BpONENChKiit
papmakonei Ne R1-CEP 2000-
031-Rev 09 ans fjito4oi pevyoBuHU
Cetirizine dihydrochloride Big Bxe
3aTBEPKEHOrO BUPOOHMKA
MYLAN LABORATORIES
LIMITED; 3minu | TURY - nogaHHs
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2000-
031-Rev 10 ans Ajitoyoi pevyoBuHN
Cetirizine dihydrochloride Big Bxe
3aTBEPAXEHOr0 BUPOGHMKA
MYLAN LABORATORIES
LIMITED; 3miHu | TUNy - nogaHHA
OHOB/IEHOTO cepTudikaTa
BiAMOBIAHOCTI €BpONeCchbKil
thapmakonei Ne R1-CEP 2000-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
031-Rev 08 ons 040l peyoBUHU
Cetirizine dihydrochloride Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
MYLAN LABORATORIES
LIMITED
139. | 30/10PT® TabneTkn, BKPUTI AMAXXOH HOC 1 CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/7475/01/01
N1iBKOBOK 060/IOHKOLO, nnc MeHtochekuypuHr ITania marepianis: 3MiHW | TUMY - 3MiHK
no 50 wmr, no 14 Loiunena MméX, BHECEHO A0 IHCTpyKUii ans
TabneTtok y 6nictepi; no HimeuunHa MeAUYHOro 3aCTOCyBaHHS
2 6nicTepu y KapTOHHIN (BUpOGHMLTBO, nikapcbkoro 3acoby A0 po3ainy
ynakoBLi nepBuHHE Ta "Mo6iyvHi peakui’™ (qofaHo
BTOPVHHE iHchopmauito woao nobivHOT
nakyBaHHs, peakuii MiKpOCKOMNIYHWIA KOMIT 3
KOHTPO/b SIKOCTI, HEeBiJOMOLO0 YacTOTOK
BUMYCK cepil); XaynT BWHWKHEHHS). BBEAEHHS 3MiH
dapma JlaTiHa npoTArom 6-Tu MicAuiB nicns
C.p.n., Itanis 3aTBEPKEHHS; 3MiHU | Tuny -
(BMPOGHMLTBO, 3MiHM BHECEHO A0 IHCTPYKUiT Ans
nepBuHHe Ta MeANYHOro 3acTOCYBaHHS
BTOPVIHHE nNiKapcbkoro 3acoby A0 po3ainy
nakyBaHHs, "Oco6nMBOCTI 3acTOCYBaHHS"
KOHTPO/b AKOCTI, (mopaHo iHchopmauito Wwoao BMICTY
BUNYyCK cepii) HaTPilo y cknagi AONOMIXHNX
PEYOBUH /iKapCbKOro 3acoby).
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS;
3MiHW | TUMY - 3MiHW BHECEHO [0
IHCTPYKUIiT AN MeauYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3ginis "Oco6mBoCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHoOCTi abo royBaHHs
rpyaato”, "Mo6iyHi peakyji”
(yTouHeHo iHdhopmaLisito Wwoao
NifBULLEHOTO PU3NKY BUHUKHEHHS
nicNsNoNoroBux KpoBoTeY).
BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB nicns 3aTBepoKEHHS
140. | IHOAHPUKC™ cycneHsis gns iH'ekuin nakcoCmiTKnsiH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/15120/01/01
KOMBIHOBAHA no 1 posi (0,5 mn)y Ekcnopt NimiTeq BpuTtaHis Bionomxkikans C.A. marepianis: 3MiHW | TUNY - 3MiHa
BAKUWVHA ANn4A nonepeaHL0 KpUTEpIiB NPUAHATHOCTI ANs
MPO®DINTAKTUKU 3anoBHEHOMY LUNPUL BMNPOOYBaHHSA Ha MiKPOGHY
DUNOTEPII, Nel y komnekTi 3 YUCTOTY Ha TPUMCUH-COEBOMY
NMPABLSA, opHieto abo gsoma arapi (Microbial purity test on
KALLUTHOKY rofiKkamu; Tryptic Soy Agar) 4ns Box
AUENONAPHA no 1 nonepegHL0 OCTaHHiX NPeKybTyp Ta OCHOBHUX
OYMLEHA HanoBHEHOMY LUNpULi Y eTanis thepmeHTaLii Ans
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

IHAKTUBOBAHA
PIOKA

KOMNJIEKTi 3 0AHiE0 abo
[BOMa rofikamu y
nnacTyKoBOMy
KOHTeliHepi; mo 1
nnacT1koBoMy
KOHTEiHEPY B KAPTOHHiIl
Kopobui

aHTUreHIB KallsIoKy B kaTeropii
NPUAHATTA PILLEHHS LWOAO AKOCTI
(Quality decision test).
3anponoHoBaHo: Absence of
growth. BHeCeHHS pefakLuiinHnx
npasok Ao po3giny 3.2.S.2.4
peecTpauiiHoro A0ChE; 3MiHU |
TUMY - NEpPeHeceHHs
BMNpobyBaHHA Bioburden test, o
NpPOBOANTLCA Ha CTaAji OUMLLEHHS,
nepeg etanom diHanbHol
CTepunisyto4oi hinbTpauii 3
KaTeropii MOHITOPUHrY Mif Yac
npouecy BUpo6HULTBa (in-process
monitoring) Ao kateropii
NPUAHATTA PILLEHHS LWOAO AKOCTi
(quality decision test) 3 kputepiem
npuiiHATHOCTI «Not more than
(NMT )10 CFU/100 ml»; 3miHu |
TUNY - BUNYYEHHS1 BUNPOOYBaHHS
Protein content by Lowry ans
NPOMDKHOr0 NPOAYKTY aKTUBHOT
cy6cTaHLUii Ha eTarni OYULLEHHS
iOHOO6MIHHOIO XpoMaTorpadieto
(konoHka Q-cechaposn) 3 kareropii
MOHITOPUHTY Nif, Yyac npowecy
BMPOGHULTBA (in-process
monitoring); 3MiHu | TUny -
BU/TyYEHHs1 BUNPo6yBaHHsA Optical
dencity test Ha eTani hepmeHTauii
NPOMDKHOrO NPOAYKTY aHTUTEeHIB
KaLlsoka 3 Kateropii MOHITOpUHrY
nig Yac npouecy B1pobHuyTBa (in-
process monitoring)

141.

IHPOPC

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 50 mr no 4 a6o no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIl
nauui;

no 4 a6o no 10
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
naJui; no 4 TabneTkm y
6nicTepi; no 3 6rictepu
B KapTOHHI navu,;

no 1 rabnetuiy
6nictepi; no 1 6nictepy

"KcaHTic ®apma
Nimiten"

Kinp

CaHeka
dapmacbioTikans AT

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3MiHK 3
akocTi. CepTudpikar
BignosigHocCTI/IE-cepTudcikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/mMmoHorpadii.
MogaHHA OHOBEHOrO
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei Ne R1-
CEP 2013-072-Rev 00
(3atBepmxeHo: RO-CEP 2013-072-
Rev 03) ans Aito4oi peyoBmHU
CungeHadiny uutparty Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA

UA/16335/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
B KapTOHHIi nayui; no 4 Pharmaceutical Works Polpharma
Tabnetkn y 6nictepi; no S.A., y Hacnigok 3miH B onuci
5 6nicTepiB B KAPTOHHiiA BMPOBHMYOro NpoLecy; 3mMiH y
nauui MeTOoAMLji BUNPOGyBaHHS 3a
nokasHukoMm «CynpoBigHi
[LOMILLIKM».
142. | IHOOPC TabneTku, BKpUTI "KcaHTic ®apma Kinp CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpavyiiiHnX UA/16335/01/02
NAiBKOBOK 060/IOHKOHO, NimiTen" dapmacbtoTikans AT | Pecny6nika mMartepianis: 3MiHu | TUNY - 3MiHU 3
no 100 mr no 4 a6o no sakocTi. CepTudikat
10 TabneTok y 6nicTepi; BignosigHocTi/l E-cepTudikar
no 1 6nictepy B BiANOBIAHOCTI EBpONeiichbkili
KapTOHHIW nayv,; thapmakonei/moHorpadii.
no 4 a6o no 10 [ogaHHA OHOBIEHOTO
TabneTtok y 6nictepi; no cepTuduikarta BiZANoOBIAHOCTI
2 6nicTepun B KAPTOHHIl €sponelicbkin dhapmakonei Ne R1-
nauuj; no 4 TabneTkn y CEP 2013-072-Rev 00
6nictepi; no 3 6nictepu (3aTBepmxeHo: RO-CEP 2013-072-
B KapTOHHI nayv,; Rev 03) ansa aito4oi peyosmHU
no 1 Tabnetuiy CunpgeHadiny uutparty Bif, BXxe
6nictepi; no 1 6nictepy 3aTBEPKEHOr0 BUPOGHMKA
B KapTOHHIi nayui; no 4 Pharmaceutical Works Polpharma
Tabnetkn y 6nictepi; no S.A., y Hacnigok 3miH B onuci
5 6nicTepiB B KAPTOHHIi BMPOOGHUYOro Npouecy; 3MiH y
nauuj MeToAuLji BUNPOGYBaHHS 3a
nokasHukoMm «CynpoBigHi
OOMILLKM».
143. | KANIETPA PO34unH Ans E66BI LLIseliyapis AnbTepHaTUBHUIA Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/6998/02/01
nepopasnbHoro BiothapmacbtoTikans BMPOGHUK CWA mMaTtepianis: 3MiHu | Tuny -
3acTocyBaHHs; no 60 mn 6X BiAnoBiganbHUIA 3a AAMIHICTPaTVBHI 3MiHW.
y donakoHi; no 5 BMPOGHMLTBO BunyyeHHss BUPOGHMYOT AinbHUL,

h/1aKOHIB y KapTOHHIi
Kopobui

nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
E66BI IHK., CLUA;
AnbTepHaTUBHUIA
BMPOGHUK
BiAnoBiganbHUIA 3a
TECTyBaHHS:
E66Bi IHk., CLUA;
AnbTepHaTUBHUIA
BMPOBHUK
BiANOBiAa/IbHWIA 3a
TeCcTyBaHHs Ta
BWMNYCK Cepil:
E66Bi [loinuneHg
'm6X i Ko. KT,

(Bkntovatoum ginbHuui gnsa Adl,
NPOMIXHOr0 NPoAYKTY abo
roTOBOro NikapCbKOro 3acooby,
OinbHUL 4NS NPOBeEeHHSA
nakyBaHHs1, BAPOGHUKa,
BiANOBIA&/ILHOrO 3a BUNYCK cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo nocTavasibHUKa
BUXIQHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (SIKLLO
3a3HayeHo y AOCbE) - BunyyeHHs
BVMPOGHWYOI AinbHUL,
BigNoBiga/IbHOI 3a NOBHWIA LUK/
BMPOBHULTBA NikapCbKoro 3acoby
Kanetpa AECIKA KBIHBOPO
NTA, BenukobpuTaHis. 3MiHu
BHECEHO B IHCTPYKLIit0 A/1s

130




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Himeuunna MeAMYHOro 3aCTOCyBaHHS LLOAO
HaliMeHyBaHHA Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y (BWUNyYEHHS BUPOOHUYOT
AinbHuui). BBegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS
144. | KANIO noaup, Kpanni oyHi, 20 mr/mn, ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/5107/01/01
no 5 mn aéo no 10 mny 06MEXEHO BUPOGHMLTBA, MaTepianis: 3MiHu | Tuny -
donakoHi; no 1 dpnakony Bi4NOBiAA/IbHICTIO KOHTPO/b SIKOCTI, AOMIHICTPaTBHI 3MiHW. 3MiHa
pa3oM 3 KpULLIKOH- "[locnigHwii 3aBog, BWMNYCK Cepil: HalilmeHyBaHHs Ta/abo agpecu
KpanensHuuetlo B "rTHYUIC" ToBapucTso 3 MiCLSi MPOBAMKEHHS AiANIbHOCTI
KOpOO6Li 3 KapTOHY 06MexeHo BMPOGHMKa/imnopTepa rotosoro
BiANOBIAA/LHICTIO nNikapcbKoro 3acoby, BKIoYa4n
"[locnigHnii 3aBog, AOinbHULI BUNYyCKy cepii abo micue
"rHUNC, NpPOBELEHHS KOHTPOJTHO SKOCTI.
YkpaiHa; (misnbHicTb, 3a Ky BignoBigae
BCi cTagii BMpPOGHUK/IMNOPTEp, BKIOYAKUM
BMPOGHMLTBA, BUMYCK Cepiid) - 3MiHa agpecu
KOHTPO/b AKOCTI, BMpOGHMKa /13 ToBapuCcTBO 3
BUNYCK cepil: 06MEXEHOI0 BifNoBigabHICTIO
ToBapucTso 3 "®APMEKC I'PYM", YkpaiHa (BCi
0bMexeHoto cTagii BAPOOGHMLTBA, KOHTPO/b
BiANOBIAANILHICTIO SAKOCTI, BUMYCK cepii), 63 3MiHu
"®APMEKC Irpyn-, Micus BUpo6HMLTBA (BBEAEHHSA
YkpaiHa 3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPKEHHS)
145. | KANbLUIO PO34NH A5 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/6822/01/01
XoPUA- 50,7 mr/mn no 5 mn a6o "apmaueBTnyHa "hapmMaueBTNYHa mMarepianis: TeXHiYHa noMusIKa
AAPHULSA no 10 mn B amnyni; no 5 ipma "OapHuus” ipma "JapHuus” (3rigHo Haka3sy MO3 Big
amnyn y KOHTYpHIiA 23.07.2015 Ne 460), BunpasneHo
YapyHKOBIli ynakoBLj, Mo TEXHIYHY NOMWJIKY Y TEKCTI
2 KOHTYpPHi YapyHKOBI MapKyBaHHA NepBUHHOT Ta
ynakoBKM B nauLl BTOPUHHOI YNakoBKMN NiKapCbKoro
3aco6y y 3B? A3Ky 3 PO36DKHICTO
iHbopmaLii Wwoao f03yBaHHSA
nNiKkapcbKoro 3acoby y
peecTpauiiHiX AOKYMeHTax
146. | KETOHAN® PO34nH AN iH'ekuiid, 100 CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/8325/01/01
Mr/2 M/1; N0 2 MN B dapmacbioTikan3 dapmaueBTUYHA MaTepianis: 3MiHu | Tuny -
amnyni; no 5 amnyn y o.4. KOoMnaHis 4.4. He3HauHi 3MiHK y po3ginax

6nicTepi; no 2 6nictepu
Y KapTOHHIli Kopobui

3.2.P.3.3., onuc BMpOGHNYOro
npouecy Ta KOHTPOSII0 NnpoLecy Ta
3.2.P.3.5.,Baniigauin npouecy
Ta/abo Iioro oujHka, a came:
KOpeKL,isi 6/10K-cxemu npotecy
BMPOGHULTBA /1A NpUBEAEHHS Ty
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBIAHICTb 40 Npouecy
BUPOGHULTBA; 3MiH Y camomy
BMPOGHMYOMY NpOLLECi Un cknagi
N3 Hemae; cneyndikauii M3
3a/MLLATHECA HE3MIHHUMU
147. | KOMNNEPA® TabneTkn, BKPUTI TOB "[JKOHCOH i YkpaiHa BupobHmyTBO KaHapga/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/14475/01/01
N1iBKOBOK 060/IOHKOLO, [xoHCOH YkpaiHa" Hepo3dacoBaHoro IpnaHgis/ Marepianis: 3miHu | Tuny -
no 200 mr/25 mr/245 wr, NpoAyKTYy Ta ITania AOMiHICTPaTUBHI 3MiHW. 3MiHa
no 30 TabneTok y nepBuHHA ynakoBka: HalilmeHyBaHHs Ta/abo agpecu
chnakoHi, no 1 donakoHy MarteoH IHK., 3asBHMKa (BNacHvka
Y KapTOHHIi naui KaHapa; peecTpaLiiHoro NocBigYEHHs) -
MepBrHHA ynakoBka: 3MiHa agpecu 3asBHUKa
lineag CalieHcn3
Alieneng tOK,
IpnaHgis;
BTopvHHa ynakoska
Ta BMNYCK cepil:
AHccer-Cinar
C.n.A,, Itanis
148. | KOMNAKCOH®- PO34uH ANs iH'eKuUiid, 20 TOB «TeBa Ykpaina BMPOBHMUTBO 3a I13pains/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyernmom UA/6307/01/01
TEBA Mmr/mMn no 1 mn YkpaiHa» NMOBHUM LMK/IOM: Benvka marepianis: 3miHu | Tuny -
npenapary y TeBa BpuTaHis/ AMiHICTpaTVBHI 3MiHW.
nonepegHsL0 dapmaveBTikan HigepnaHnamn BunyyeHHs BUPOOGHMYOT AinbHULL
HaroBHEHOMY LLNPULL; IHpacTpis N14., / (Brntovatoun ginbHuui ansa Adl,
no 1 nonepegHLo 13pains; YropumHa NPOMKHOro NPoAyKTy abo

HarnoBHEHOMY LINpULY B
KOHTYPHIli YapyHKOBIi
ynakoBLji 3anasHii
nanepom a6o no 1
nonepeAHbL0
HarnoBHEHOMY LNpULY B
KOHTYPHIli YapyHKOBIi
ynakoBLji 3anasHiii
Mn/iBKOIO; Mo 28
nonepeaHLo
HaMoOBHEHMX LUMPULIB Y
KOHTYPHUX YapyHKOBUX
ynakoBKax Y KapTOHHil
Kopobui

BMPOBHMUTBO 3a
MOBHVM LVK/IOM:
HopToH Xenckea
Nimiten T/A
AMNBEKC
dapmacboTrKan3
IOK, Benvka
BpuTaHis;
KOHTPO/Ib cepii
(noBHe TecTyBaHHs,
BK/IOYA0UM Ha
CTEpPUSIbHICTL Ta
6akTepiasibHi
€HIOTOKCUHK, ane
OKpiM 6iosiorivyHoro
TEeCTyBaHHs):
dapmaxewmi b.B.,
HigepnaHaw,;
KOHTPO/Ib cepil
(TinbKM GionoriuHe

roTOBOro NikapcbKoro 3acooby,
AiNbHULI ANS NpoBeAeHHS
nakyBaHHs1, BUPOGHUKa,
BiANOBIAAILHOIO 3a BUNYCK Cepiid,
MicLie NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIOHOrO Matepiasny, peareHty
ab0 AONOMIXXHOT PeYOBMHN (KLU0
3a3HayeHo Y JOCLE) - BUSTyUYEHHS
BMPOBHUYOT AiNnbHULI MnaHTekc
Nta. (13paink), Wwo signosigae 3a
KOHTPO/1b Cepii roTOBOro
nNiKapcbKoro 3acoby; 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BrnyyeHHst BUPOGHMYOT AibHUL
(Bkntovatoum ginbHuui ans Adl,
NPOMIXXHOr0 NPOAYKTY abo
roTOBOrO /liKapCbKoro 3acoby,
LiNbHUL 4NS NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,

TEeCTyBaHHs): BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
AT MicLLe MPOBEeAEHHS KOHTPO/IIO
dapmaueBTUYHNI cepii) abo noctavyasibHuKa
3aBog TEBA, BUXIZAHOIO MaTepiasy, peareHty

132




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YropuHa; ab0 AONOMIXHOT PevOBMHU (IKLLO

KOHTPO/Ib cepil
(TinbKM GionorivuHe
TECTYBaHHS):
AGik /lT4., 13pains;
KOHTpO/b cepii
(aHaniTnyHe
TecTyBaHHS Ta
BUBYEHHSA
CTabiNbHOCTI):
Asia Kemikan
IHpacTpis N14.,
13painb

3a3HayeHo Y JOCLE) - BUTYYEHHS
BMPOBHUYOI AinbHULj MnaHTeke
NTa. (13paink), Wwo Bignosigae 3a
BUPOBHULTBO Ait0HOI PEHOBUHN;
3MiHW | TUny - 3MiHK 3 AkocTi. AdI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
npoayKTy/pearenTy, Wwo
BMKOPWCTOBYETHCA Y NPOLIECI
BMPOGHULTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPKEHNX MeTodax
BMNPOBYBaHHS) - 3 METOK
YHUKHEHHS NOMMWOK Nif yac
npoBefeHHs BUNPoGyBaHHS,
NPOMNOHYETHLCA BUNPaBUTH
TEXHIYHY MOMWJ/IKY Y TOBLUWMHI
NIBKM Y KaninspHiii KONoHUI, Lo
BUKOPWCTOBYETLCA Y
BUNPOOBYBaHHI Ha BU3HAYEHHS
BMICTY 3a/IMLLKOBOrO NiNepuanHy y
nitovili pe4yoBuWHI rnatupamepy
auetarT; 3MiHun | Tuny - 3miHn 3
akocTi. A®l. KoHTposb AdL. 3miHa
y MeTogax BunpobysaHHa APl a6o
BMXifHOro martepiany/npomMikHOro
npoayKTy/peareHTy, Wwo
BMKOPWCTOBYETHCA Y NPOLIECI
BMPOGHULTBA AD| (HE3HAYHI 3MiHK
y 3aTBEPKEHNX MeTofdax
BUNPO6YBaHHSA) - MpPonoHyeTbCA
BWYYMTN HEMNOTPIOHI NOBTOPHI
BBEJIeHHSA AesKNX PO3UMHIB Y
cXeMi BBeZleHHS y BUNpobyBaHHi
Ha BM3HAYEHHsI BMICTY aueTaTy y
Aitovili pe4yoBuMHI rnatupamepy
auerar, 3 MeTOl 3MEHLUEHHSI
NMOBTOPEHHA OJHI€ET | TiET X
po60oTu.; 3MiHu | TNy - 3MiHK 3
AKOCTi. A®I. KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHa APl abo
BMXifHOro martepiany/npomMixxHOro
npoAayKTy/peareHTy, Wo
BVIKOPVCTOBYETLCS Y NpoLeci
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BMNpobyBaHHs) - MeToa Ha

BM3HAYEHHs1 BMICTY 6akTepiasibHNX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€HJOTOKCUHIB y cucTeMi
€/1eKTPOHHOr0 [OKyMEHTO060pOTY
3a3HayaBCA AK «A0MOMIKHNIA».
Tenep BiH 6yae 3a3HavaTucs K
BUNPOGYBaHHSA A1 AitoHol
pPeyoBUHM (3 BiAMOBIAHO 3MIHOH
€/1EKTPOHHOT0 HOMEpY B CUCTEMI).
Kpim TOro kputepii NpuMitHATHOCTI B
MeToAuLi 6yayTh 3a3HayeHi
KOPEKTHO BiANOBIAHO A0 KpUTEPIiB
AIKi 3a3HaYEeHi y 3aTBEepKEHIi
cneundikauii A®L.; 3miHu | Tuny -
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HeO6XiAHICTIO
npuBeLEeHHs y BiANOBIAHICTb A0
MoHorpadii 4®Y abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
nepxasu EC (3miHa 'y
cneumikauisx, nos'a3aHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbkii hapmakonei, abo
iHLWIM HauioHanbHI thapmakonei
Aepxasu €C) - BunpobyBaHHs
Appearance of solution, Acidity or
alkalinity, Absorbance, Extractable
zinc, Residue on evaporation &
Volatile sulphides gns npo6ku-
NOPLLHSA NPOBOAATLCA Y
BiAnoBigHOCTI Ao BUMOr €8p. ®.
Bumoru ansa uyx sunpobysaHb
6ynn nepedpasoBaHi AN 6inbLIOT
BiAnoBigHOCTI BUMoram €sp. ®.
9.7 , Tomy cneuudikauis gns
NOpLUHA Wnpuua 6yna oHoBNeHa
BiANOBIAHUM YMHOM. -
chopmystoBaHHS y crieumdikaui
ONs BUMOT BUNpobyBaHHA Surface
Glass Test (EP+USP) Hapasi He
[0CNiBHO BiAMOBIgA€e BUMoOram y
hapmakonesx, i TOMy KOpUryeTbes
Ans 6inbwoi TOYHOCTI.

149.

KCANONTUK
KOMBI

Kpanni O4Hi, po34H, No
2,5 Mn y donakoHi 3
KpanesnsHuueto; no 1
a60 no 3 dp1akoHU 3

dapmaneBTUYHNIA
3aB0J,
"MONTbOAPMA"
C.A.

MonbLa

TaexyH ®APM. Ko.
nrta, Kopes
(Bupo6HMLTBO 13,
NnepBUHHE Ta

Kopes
MonbLa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata

BiANOBIAHOCTI EBponeicbkil

3a peyernmom

UA/13411/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KpanesibHULEo B BTOPVIHHE thapmakonei Ne R1-CEP 2003-
KapTOHHilA KopooLi nakyBaHHs, 239-Rev 04 gna aitoyoi peyoBuHU
KOHTPO/Ib AKOCTI); Tumonony maneaty Bif, BXe
dapmaleBTUYHNI 3aTBepxeHoro BupobHnka OLON
3aBog "Monbdapma” S.P.A,, ltaly y Hacnigok
C.A., MonbLwa BUMpaB/IEHHA APYKapCbKOl
(BTOPUHHE MOMW/IKW B ONWCi BTOPUHHOT
nakyBaHHS, ynakoBKu; onTumisaLii metoay
KOHTPO/Ib AKOCTI BEPX gnsa Bu3HaveHHsA
N3 Ta Bunyck cepii) €HaHTIOMepHOT YNCTOTK
150. | KCANTTO®AIN PO34MH A8 iH KL, A/T Hoso Hopgick [aHis BUPOBHUK [Oanis/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/18253/01/01
100 Of/mn Ta 3,6 BiANOBIAa/IbHNIA 3a CnonyyeHi marepianis: 3MiHu | TUnNy - 3MiHN 3
Mr/M, o 3 My 36VpaHHS, WTatn SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KapTpUaXi, SKuit MapKyBaHHS Ta MpoekTHWiA NpocTip Ta
MiCTUTbCS B MONEpPeaHbo BTOPUHHE nicnsipeecTpawiiHnii NpoToKon

3anoBHeHil
6araTrono30Biii
0/iHOPAa30BIli LWNpuL-
pyuui, no 1, 3a6o 5
nonepegHLo
3arnoBHEHUX LINpUL-
PY4OK B KApTOHHIl
Kopobui

nakyBaHHS r0TOBOr0O
NPOAYKTY, KOHTPO/Ib
SIKOCTi rOTOBOrO
NPOAYKTY:

A/T Hoso Hopgick,
[JaHis;
BMPOGHUK
Hepo3gacoBaHOro
NPOAYyKTY,
HarnoBHEHHS,
nepBMHHA ynakoBka,
nepesipka Ta
KOHTPO/b SIKOCTI,
BiANoBigabHUIA 3a
BWMNYCK Cepiit
KIHLLeBOro NpoAyKTy:
A/T Hoso Hopgick,
[JaHis;
BMPOGHMLTBO
NpOAYKTY,
HanoBHEHHS
KapTpuaKy Ta
KOHTPO/b AKOCTI
npoayKuii;
KOMMN/IEKTYBaHHS,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS r0TOBOr0O
niKapcbKoro
3acoby):

Hoso Hopgaick
dapmachbioTikan
IHgacTpis, /M,

ynpaBniHHA 3MiHaMK. BHeceHHs
3MiH, WO nepefbayeHiy
3aTBEPAKEHOMY NPOTOKONI
ynpas/liHHA 3MiHaMK (BHECEHHS
3MiHW ans
6i0N10riYHOro/iMyHOONYHOr0
nikapcbKoro 3acoby) - BeegeHHs
[,00aTKOBO a/lbTepHaTUBHOT
AiNbHULI ANns BUPOOHMKa
NPOAYKTY, HANOBHEHHS KapTPUIKY
Ta KOHTPO/1b AKOCTI MPOAYKLi
HoBo Hopgick ®apmacbtoTikan
IHaacTpis, /M, 3612 MoyxaTtaH
Poya, KneiitoH, MiBHi4YHa
Kaponina 27527, CnonyueHi
Lratn/ Novo Nordisk
Pharmaceutical Industries, LP,
3612 Powhatan Road, Clayton,
North Carolina 27527, United
States.; 3miHu | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO iKapCbKOro 3acoby
(ainbHULSA OANA BTOPUHHOMO
nakyBaHHS) - BBE[,EHHS
[,04aTKOBO a/lbTepHaTUBHOT
OiNbHULI 715 KOMNIEKTYBaHHS,
MapKyBaHHS Ta BTOPUHHOTO
nakyBaHHS FOTOBOrO /iKapcbKoro
3acoby Hoso Hopgaick

135




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CnonyueHi Wratn

dapmacsbtoTikan IHgacTpis, /1M,
3612 MNoyxataH Poyga, KnenToH,
MiBHiuHa KaponiHa 27527,

Cnonyueni Wtatn/ Novo Nordisk
Pharmaceutical Industries, LP,
3612 Powhatan Road, Clayton,
North Carolina 27527, United

States

151.

KCUBYNAH

NOPOLLOK A4/151 PO3YNHY
Ans iH'ekuiii abo iHdyy3ii
no 1,2 r (1000 mr/200
mr), no 1 a6o no 10
h/1aKOHIB y KapTOHHIi
nauui

AHTUBIOTUKN CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: MOMW/IKM MOB'A3aHi 3
nepeknagom abo nepeHeceHHsMm
iHchbopmawii, ki 6yu gonyLueHi
nif, yac NnpoBefeHHs npoueaypuv
peecTpauii (Haka3 Ne721 Big,
13.04.2021p.). ¥ Cneuudpikawi
MeTOoZiB KOHTPOSIO AKOCTI, 4115
nokasHuka «CynyTHi AOMILLKN
amoKcMUuniny HaTpito», byna
JonyLeHa noMuska npu
3a3Ha4YeHHi KpuTepisi NPUAHATHOCTI
ansa fomiwkm J (n=2).
BunpasneHo Apykapcbki NOMUKN
y MeTOAWLj BU3HAYEHHS
NOKa3HUKIB «laeHTudikawis»,
«30BHILLHIN BUMNAL PO3UNHY»,
«CynyTHi LOMILLK/»,
«CTepunbHICTb», «BakTepiasbHi
€HAO0TOKCUHW». Y MeToauLj
BU3HAYEHHS NOKa3HUKa
«OfHOPIAHICTb AO30BaHMX
OfMHULIb» 3a3Ha4eHO MOMWU/IKOBO
TEKCT POCiliCbKO MOBOIO.
3anponoHoBaHo: cneuudikauis;
CYNyTHi AOMILLIKV aMOKCULWIHY
Hatpito Jomiwka J (n=2) He
6inbwe 2,0 %
3a3HaueHe BUMpaBeHHs
Bignosigae marepianam
peecTpavuiiiHoro Aocbe

3a peyenmom

UA/18686/01/01

152.

KYBAH®

TabneTkn PO34nHHI No
100 wmr; no 30 a6o no
120 TabneToK y
nonieTnaeHoBoMy
donakoHi; no 1 dpnakoHy

BioMapwvH
IHTepHewwHn JlimiTeq,

IpnaHgis

BioMapuH
IHTepHeLwHN
Niviten, Ipnaxgis
(BignoBiganbHWiA 3a
BMNyCK cepil);

IpnaHgis
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo

Y KapTOHHIll kopoobLi BioMapuH cuctemy thapmakoHarnsgy
IHTepHeLHN (BBEAEHHSA y3araslbHEHVX AaHUX
Nimiten, IpnaHgis npo cuctemy chapmakoHarnsagy,
(MapKyBaHHs 3MiHa YNOBHOB&XeEHOI 0cobu,

3a peyenmom

UA/12202/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chnakoHiB Ta BignoBiAa/IbHOI 3a 34jACHEHHS
BTOPWHHE chapmakoHarnsgy; KOHTakTHoI
nakyBaHHs); 0ocobu 3 hapmakoHarnsgy
Ekcenna 'm6X eHg, 3as1BHMKA AN 34iCHEHHS
Ko. KI, HimeuunHa thapmMakoHarnagy B YkpaiHi, KO
(BPOGHMLTBO BOHa BifMiHHa Bif, yNOBHOBaXEHOI
Hepo3dacoBaHoi ocobwu, BiAnoBifabHOT 3a
nNpoAayKLUii, NepBnHHe 3[iiCHEeHHs1 hapMakoHarnsay
nakyBaHHs y (BKNHOYAKOUN KOHTAKTHI faHi)
hnakoHn Ta Ta/abo 3MiHV Y PO3MILLEHHI
KOHTPO/b AKOCTI macTep-chaiina cuctemm
nikapckoro 3acoby); hapmakoHarnagy) - 3miHa
Na6op /1IC CE eHa KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
Ko. KI, HimeuunHa 0co6u 3asBHYKa, BigNoBigas/IbHOT
(KOHTpO/b AKOCTI 3a hapmakoHarnag B Ykpaii.
nikapcbKoro 3acoby MponoHoBaHa pegakuis: Mopinuk
(mikpobHe ApTem Bonognmumposud. 3miHa
TECTyBaHHS)); KOHTaKTHUX JaHNX KOHTaKTHOI
MinnmayHT 0cobu ynoBHOBaXeHOT 0cobum
Xenckeap /114, 3asBHVIKa, BigNOBiAa/IbHOT 38
IpnaHgjs hapmakoHarnag B Ykpaini
(mapkyBaHHs
hnakoHiB Ta
BTOPWHHE
nakyBaHHs); CI'C
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa
(KOHTpO/b AKOCTI
niKkapcbkoro 3acoby
(mikpobHe
TECTYBaHHs))
153. | NTA®AKCUH® XR Tabnetku Jekcenb ®apma I13painb [ekcenb N14. I13painb BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13444/01/01
MPOMOHIOBaHOI Aji No 75 TexHonomxus Nta. mMartepianis: 3MiHu | TUny - 3MiHK
Mr, no 14 tTabnetok y Loao 6e3nekn/edeKTMBHOCTI Ta
6nicTepi 3 kanieH4apHOK hapmakoHarnagy (iHwi 3miHu) -
LUKaoto; no 2 énictepn 3MiHVN BHECEHO B TEKCT
Y KapTOHHIli kopobLi MapKyBaHHS! yMakoBKU NiKapCbKoro
3acoby
154. | NADAKCUH® XR TabneTtkn [Jekcenb ®apma I13painb [ekcenb N14. I3painb BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13444/01/02
NPOIOHTOBAaHOT Aji No TexHonomxus /it mMartepianis: 3MiHu | TUNy - 3MiHK
150 wmr, no 14 TabneTok ofo 6esnekn/edpekTMBHOCTI Ta
y bnicTepi 3 thapmakoHarnagy (iHwi 3MiHN) -
Ka/IeHAAapHOH0 LLKaoHo; 3MiHN BHECEHO B TEKCT
no 2 6nictepu y MapKyBaHHS YNakoBKMW JiKapCbKOro
KapTOHHI/ Kopobui 3acoby
155. | NAUEPAH Tabnetku no 2,5 wmr; no 7 CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/17764/01/01
Tabnetok y 6aictepi; no dapmacboTvKas dapmacbloTrKan marepianis: 3MiHW | TUMY - 3MiHK
2 abo 4 6nictepn 'y IHgacTpi3 fliviTesq IHgacTpi3 fliviteg, Lof0 6e3nekn/edekTMBHOCTI Ta
KapPTOHHIi KOpoOLy IHAis hapMakoHarnsay. BeeneHHs a6o
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHMX AaHNX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecun MicLLle3HaxoMKeHHS
MacTep-caiina cucremm
dhapmakoHarnsgy. BeegeHHs
agpecu, ae 34iNCHI0ETbCA
OCHOBHa fjsfIbHICTb 3
dhapmakoHarnsgy

156.

NALEPAH

Tabnetku no 5 mr; no 7
Tabnetok y 6nictepi; no
2 abo 4 6nictepu 'y
KapTOHHIlA KOpooLi

CaH
PapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
34ificHeHHs chapmakoHarnsgy

3a peyenmom

UA/17764/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepgakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX AaHnx
YMOBHOB&XEHOT 0cobwu,
BignoBiganbHOI 3a
hapmakoHarnsg. BeegeHHs
aipecun MiCLie3HaxoMKeHHS
macTep-chaiina cuctemm
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHI0ETbCA
OCHOBHa iSNbHICTb 3
hapmakoHarnsgy

157.

NAUEPAH

Tabnetku no 10 mr; no 7
Tabnetok y 6nictepi; no
2 abo 4 6nictepu y
KapTOHHIA Kopoo6Li

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
PapmacboTuKan
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOB&XeHOT 0CObM 3as1BHMKa,

BignoBiganbHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX SaHUX

YNOBHOBaXEHOI 0COo6M,
BignoBigasibHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecy MicLe3Hax0MmKEHHS

3a peyernmom

UA/17764/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMacTep-caiina cucremm
thapmakoHarnsigy. BeegeHHs
aapecy, ae 34iiCHI0ETLCSA
OCHOBHa fiSiNIbHICTb 3
chapmakoHarnsgy

158.

NEBSIPIH

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 5 mr no 10 TabneTok
y 6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHIl
Kopobui

Mera JlaiicbcaiieHcis
(ABcTpanis) Mri
Nimitepn

AscTpanis

leTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: BUNPaBAEHO TEXHIUHY
MOMUJIKY B TEKCTi MapKyBaHHS
ynakosku /13, a came: TekcT
MapKyBaHHS YNakoBKu
BMKNaAeHW BigNOBIAHO pefakyii,
3aTBepxeHol Hakasom MO3
Ykpainu Big 15.06.2018 p. Ne 1141
3 ypaxyBaHHAM 3MiH,
3aTBepaxeHux Hakazom MO3
Ykpainuu Big 11.02.2021 p. Ne 238.
3a3HaueHe BUMpaBeHHs
BiANOBIAae apxiBHUM MaTepiasiam
peecTpauiiiHoro Aocbe

6e3 peyenma

UA/15776/01/01

159.

NEBIHOPUH

pO34uH opasibHUiA, 100
mr/mn; no 300 mny
donakoHi; no 1 dpnakony
Ta opasibHOMY LUNpULY Y
KapTOHHI KopoobLi

CaHpo3
dapmacbioTikan3
a.a.

CnoBeHis

Pewmegika Nta, Kinp
(BUpPOGHMLTBO "in
bulk", nakyBaHHs);
CanwTtac dapma
'mM6X, HimeyunHa

(Bvnyck cepiit)

Kinp
HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHN Y
npoveci BUpO6bHULITBA FOTOBOTO
NikapCcbKoro 3acoby, BK/IOHaoum
NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
roTOBOrO /iKapCbKOro 3acoby
(He3HauHa 3MiHa y npoLeci
BMPOGHMLTBA) - 3aMiHa Pi3HMX
€MHOCTEl 4719 3MiLlyBaHHA
€AVHUM 3MiLLYBa/TbHUM
NMPUCTPOEM A1 YCYHEHHS
NocnifoBHMX eTanis HarpiBaHHA Ta
OXONOMKEHHS Y Pi3HNX EMHOCTSIX.
HoBwuii 3milyBanbHUIA NPUCTPIN
Mae BOYy0BaHy cuctemy
HarpiBaHHS Ta OXOJIOMKEHHS, LU0
[,03BOSIMMO BAOCKOHANWUTU Ta
CNpPOCTMTM NpoLec BUPOGHMLTBA

3a peyenmom

UA/15634/01/01

160.

NEKPONIH®

Kpanni ouHi, 40 mr/mn;
no 5 mn 'y dakoHi-
KpanenbHuui; no 1
(h/1aKOHY B KapPTOHHiiA

CaHTeH AT

PiHNAHAIA

Brpo6HMK
BiANOBiAa/IbHWIA 32
BMPOGHMLITBO in
bulk, nepsuHHe Ta

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuintHnx
mMartepianis: 3MiHu | TUny - 3MiHK 3
AKocTi. CepTudikar
BignosigHocTi/TE-cepTudikar

Kopobu,i BTOPVIHHE BiAMOBIAHOCTI €BpONECchbKil
nakyBaHHs, thapmakonei/MoHorpadii.
KOHTPO/b SIKOCTI: MofaHHA HoBOro abo OHOB/IEHOrO
Hekctdapma AT, cepTudikaTa BignoBigHocTi abo

3a peyenmom

UA/2383/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

diHNAHAIN;
AnbTepHaTUBHUIA
BUPOBHUK,
BiANOBiAA/IbHWIA 32
BTOPWHHE
nakyBaHHS:
MaHyhakTypiHr
MaxariHr ®apmaka
(MMN®) B.B.,
Higepnangu;
Bupo6Huk
BiZiNOBIgabHUIA 3a
BWNYCK Cepil:
CaHTeH AT,
PiHNAHAIA

BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns

BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS

y BUpO6HNLTBI ADI; ans

[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MogaHHA OHOBIEHOrO
cepTugikaTy BignosigHocTi €
ana A®l Hatpito kpomornikaty R1-
CEP 2006-055-Rev 02
(3aTBepmxeHo R1-CEP 2006-055-
Rev 01) Bif 3aTBEPAKEHOIO
BMpo6HMKa Cambrex Profarmaco
Milano SRL, Italy

161.

NIACTEH®

NOPOLLIOK A/1A
NPUroTyBaHHS PO3YNHY
[Ans iH ekuiin, no 0,002 r;
no 5 dpnakoHis y
6nicTepi; no 1 6nictepy
B KapTOHHIi Kopo6Lyi

An "EH3nM"

Ykpaina

An "EH3nM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3miHu |l Tuny - 3MiHn 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3MiHa y NepBUHHIli ynakoBLii
roTOBOro fikapcbkoro 3acoby (Tvn
KOHTeliHepa abo fofaBaHHs
HOBOrO KOHTeliHepa) - CTepu/bHi
nikapcbki 3acobu Ta nikapcbki
3acobu
6i0n0rivYHOro/iMyHOM0r4YHOro
NMOXO[KEHHS - LofjaBaHHS HOBOrO
chnakoHy no 6 mMn 3 Tpy6km
CKISIHOT AN NiKapCbKux 3acobis,
3aKynopeHi Npobkamn rymosmmu
MeLVYHMMUN Ta O6TUCHYTI
KoBnaykamun asitoMiHieB1MM
(3aTBEpmXEHi thnakoHn Ha 10 mn),
6e3 3MiHW KifIbKICHOrO Ta SIKICHOro
cknagy diakoHy Ta
3aKynoproBasibHOro 3acoby Ao
HbOTO, 3 Bi4NOBIAHNMY 3MiHAMU A0
p. «YnakoBka» BBeAeHHs 3MiH
NpPOTAroM 2-x MicauiB nicas
3aTBEPAKEHHS

3a peyernmom

UA/16794/01/01

UA/17741/01/01

162.

NIKCAPUT

Tabnetkun no 100 wmr, no
15 TabneTok y 6nicTepi;
no 2 6nictepun y

TOB "ACIHO
YKPAIHA"

YKpaiHa

Na6opaTopioc
HopmoH, C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHI B TEKCT MapKyBaHHSA Ha

3a peyenmom
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHIM navu,i BTOPWHHI ynakoBL,i /likapCbkoro
3acoby y n. 17. IHLWE Ta
nepBuHHIl ynakosui n.6 IHLIE, a
came He3HauyHi Npasku Woa0
NoroTmny KOMNaHii Ta iHWoT
TeXHiYHOI iHchopmauii
163. | MNIMPOMIO30T Kpanni opasibHi, no 30 Bionoriwe HimeuyunHa Bionoriwe BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/6673/01/01
M1y chrakoHi- XalinbMmiTrens XainbmitTens mMaTtepianis: 3MiHu | TUNy - 3MiHW B
KpanesibHuuj; no 1 Xeenb M'vbX, Xeenb M'M6X, npoueci BUNpobyBaHHA 3a
thakoHy-KpanenbHuL, y HimeuunHa HimeuyunHa nokasHukom «BTpaTa B maci npu
KopoOLi 3 KapTOHY BUCYLLYBaHHI» A/1A
Levothyroxinum RM, a came
36iNbLUEHHS Ki/TbKOCTI cybcTaHLjl,
LLL0 BUKOPUCTOBYETLCA AN
BMNPOGYBaHHSA (3aTBEPMAKEHO:
0.100 g 3anponoHoBaHo: 1.000 g)
164. | NONEPAMIA Tabnetku no 0,002 r, no MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx Bes peyenma UA/6919/01/01
10 TabneTok y 6nictepi; akuioHepHe akuioHepHe mMaTtepianis: TEXHIYHA NOMU/IKa — Ne 10, Ne 20.
no 1 a6o 2, a6o 50, a6o TOBapuCTBO "J1ekxim TOBapuCTBO "J1eKXiM (3rigHo Haka3y MO3 Big, 3a peyenmom
100 6nicTepiB y nayui 3 - XapkiB" - Xapki" 23.07.2015 Ne 460). BunpasneHHs — Ne 500, Ne
KapToHY TEXHIYHOT NOMWIIKM B TEKCTI 1000
MapKyBaHHs, ie POCICbKOLO
MOBOIO 6Y/10 MOMW/IKOBO BKa3aHO:
nonepamuga rigpoxaopug 3amictb
nonepamuga rmgpoxnopua.
BunpaBneHo TexHi4YHY NOMUKY y
TEKCTi MapKyBaHHs1 BTOPUHHOT
yNaKoBKM NiKapCbKoro 3acoby.
3a3HaueHe BUMpaBeHHs
BiANoBigae marepianam
peecTpaLiiiHoro Aockbe
165. | NONEPAMIA, Tabnetku no 0,002, in MpuBatHe YKpaiHa MNpvBaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx - UA/2981/01/01
bulk: no 5000 TabneTok akuioHepHe akuioHepHe mMaTtepianiB: TEXHIYHA NOMW/IKa
Y KOHTelHepax TOBapuCTBO "J1eKxim TOBapuCTBO "J1eKXiM (3rigHo Haka3y MO3 Big
- Xapkis" - Xapkis" 23.07.2015 Ne 460). BunpasneHHs

TEXHIYHOI NOMUJIKM B TEKCTI
MapKyBaHHS1, [ie POCiliCbKoo
MOBO 6Y/10 MOMU/IKOBO BKa3aHo:
nonepamuga rigpoxsopug, 3amictb
nonepamuga rugpoxnopus.
BrnpaBneHo TEXHIYHY MOMUIKY Y
TEKCTi MapKyBaHHS BTOPUHHOT
yNakoBKM NikapcbKoro 3acoby.
3a3HayeHe BUMnpas/ieHHsA
BignoBigae marepiaiam
peecTpaLiiiHoro A0ckbe
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Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
166. | JIOPAHIH cnpeii Ans poToBoi TOB "Mikpochapm” YkpaiH TOB "Mikpodchapm YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/14801/01/01

NOPOXHUHN No 50 MmNy
onakoHi Ta
posnuoBayem; no 1
hnakoHy B nauui 3
KapToHy

MaTepianis: 3MiHu | Tuny -
BWJTYYEHHS NOKA3HWKIB:-
«lpoeHTudikauis. Harpito

caxapuHaTt» - HassBHUIA KOHTPOJIb
npu npoueci BUpobHULTBA; -
«BunpobyBaHHA NakyBaHHA» -
KOHTPO/1b MPOBOANTLCA NpU
BXIZIHOMY KOHTPO/1i NEPBUHHOIO
nakyBaHHs; - «TepMiH
NPUAATHOCTI» - BUTYYEHO 3i
cneuudikawii; - «Onue» -
BU/Iy4€HO BMU3HAYEHHsA Ha "cmak"
npenapary. 3MiHW BHECEHI Y
po3ain "Mikapcbka chopma”
(OCHOBHI (hi3UKO-XiMiYHi
B/1AaCTUBOCTI) B IHCTPYKLitO A1A
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby. BBeaeHHs
3MiH NpoTArom 3-x micsAuiB nicns
3aTBEPKEHHS; CYMYTHS 3MiHa -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acooby.
3MiHa y meTodax BMNpoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(BUnyyeHHsa metoay
BUMPOOYBaHHS, AKLLO BXe
3aTBEPKEHWNIA aNlbTepHATUBHWIA
MeToA); 3MiHW | TUNY - He3HauHI
3MiHM Yy crieumdikaii Ta meTogax
KOHTPO/II0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby, a came: -
«loeHTUdikauis. MekceTnanH»,
«pH», «O6’'€M BMICTY yrNakoBKu»,
«MikpobionioriyHa umc-ToTa»,
«KinbkicHe BU3HaueHHs. ETaHon» -
BHECEHI peflakLiiiHi npaBku Ta
BWU/Ty4EHO nocunaHHa Ha APy 1.0;
- «lgeHTUdbikauis. Xoniny
caniuunar» - BHECEHO pefaKLiiHi
npaskun Ta BUTyYEHO NOCUIaHHSA
Ha AdY 1.0, a TaKoX HE3HAYHI
3MiHM Y MeTOAMLI BU3HAYEHHS
(3MiHa y NpuroTyBaHHi po3unHy
MOPIBHAHHSA Ta, K HACAIA0K 3MiHN
Y PO3paxyHKoBiii chopmyni); -
«yCTUHa» - BHECEHi peAaKLiiiHi
NpaBKW Ta BUIYyYEHO NOCU/IaHHSA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha J®Y 1.0, a TaKoX YTOYHEHO
KpuTepii NPUAHSATHOCTI LWoA0
TOYHOCTI BUMIPIOBaHHS A0
TPETLOro 3HaKy MiCNs KOMU; -
«KinbkicHe BU3HaYEHHS.
[ekceTnanH» Ta «KinbkicHe
BM3HA4YeHHS. X0oniHy caniumnars -
BHECEHI peflakLiiiHi npaBku Ta
BWU/Ty4EHO nocunaHHa Ha APy 1.0,
a TakoX Kputepii NPUAHATHOCTI
BUPaXEHOY «Mr»; - «KinbkicHe
BM3HAYEHHS. XNopbyTaHony
remMirigpaTt - BHeCeHi pefakuiiiHi
npaBKW Ta BUyYeHO NOCUIaHHSA
Ha A®Y 1.0, a Takox y KpuUTepisx
NPUAHATHOCTI 4OAATKOBO
3a3HayeHo ?y nepepaxyHky Ha
6e3B0HY PEYOBUHY?; CYNyTHSA
3MiHa - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa y meTodax BMNpoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MmiHa y 3aTBEpPAXEHNX
MeToAax BUNPOGYBaHHS); 3MiHM |
TUny - 3MiHa meTogy
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby 3a
NnokKasHNKOM «KinbkicHe
BM3HAYEHHS. XNopbyTaHony
remirigpat» (4®Y. 2.2.28,2.2.46) —
3MiHM YMOB XpomMaTorpadyBaHHs
Ta npobigroToBKN
3paskiB;«laeHTudikauis.
Xnop6yTtaHony remirigpars» -
He3HauHi 3MiHV BUNpobyBaHHA Ta
dhopMy ItOBaHHS HOPMYBaHHS.
CynyTHSA 3MiHa - 3MiHU 3 AKOCTI.
FOTOBWIA niKapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MEX roTOBOrO JIiKapCbKOro 3acoby

167.

NOPATAAVH

Tabnetku no 10 mr; no
10 Tabnetok y 6nictepi;
no 1 6nictepy B nayui

MAT
"KviBmegnpenapar"

YKpaiHa

MAT
"KniBmegnpenapar"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiliHnX
mMartepianis: 3MiHu | TRy - 3MiHK 3
SKocTi. [0TOBMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHa
po3Mipy cepii (BkroYaoUn
fianas3oH po3Mipy cepii) rotoBoro

6e3 peyenma

UA/7014/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NiKapcbKoro 3acoby (36i/1bLUEHHS
00 10 pasiB NOpPiBHAHO i3
3aTBEPKEHUM PO3MIPOM) -
BBE/IeHHA 40AAaTKOBOrO PO3Mipy
cepii N3; 3anponoHoBaHo: 100 Kr,
o craHoBuTbL 1 000 000
TabneTtok (3 AonycTMMnum
BigxuneHHsm Big 90,0 kr -110,0 kr
CYMiLLi KOMMNOHEHTIB abo Bif,
900000 Tabnetok go 1 100 000
Tabnetok); 220 Kr, L0 CTaHOBUTb
2 200 000 Tabnetok (3
[OMYCTUMUM BigXWUNEHHSM Big,
198,0 kr - 242,0 kr a6o Big 1 980
000 Tabnetok o 2 420 000
Tabnetok); 400 Kr, L0 CTaHOBUTb
4 000 000 Tabnetok (3
[0NYyCTUMUM BIAXWUNEHHAM Bif,
360,0 kr - 440,0 kr a6o Big 3 600
000 Tabnetok go 4 400 000
Tabnetok)

168.

MAA/TIOKC®

cycneHsis opasibHa, Ne
1: no 250 mMn y dhNakoHi;
no 1 donakoHy B
KapTOHHIA Kopoo6Li

TOB «Onenna
Xernckea YkpaiHa»

YKpaiHa

Eii. HatTepmaHH
eHg, Caiii. TM6X,
HimeuuunHa;
CaHodi C.n.A,
ITanisa

HimeuunHa/
ITanisa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpaduiiHoro

noceigyeHHs1) BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/9220/01/01

169.

MAA/TOKC®

Tabnetkn Ne 40 (10x4):
no 10 TabneTtok y
6nicTepi; no 4 6nictepu
B KapTOHHIi kKopo6ui

TOB «Onenna
Xernckea YkpaiHa»

YKpaiHa

CaHodpi C.n.A.,
ITanis;
CAHO®I C.N.A.,
ITanisa

ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MmiHa 3asiBHMKa
(BnacHvika peecTpadiiHoro

noceig4eHHs) BBegeHHsA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/9220/02/01

170.

MATHIKYM-
AHTUCTPEC®

TabneTku, BKpUTI
N1iBKOBOK 060/IOHKOIO,
no 10 TabneTtok y
6nicTepi; no 6 6nictepis
y nayui; no 12 tabnetok
y 6nicTepi; no 4 abo 5
6nicTepiB y navui

AT "KMIBCBKUN
BITAMIHHUN
3ABOA"

YKpaiHa

AT "KNIBCbKMN
BITAMIHHUA
3ABOA"

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
nofaHHA OHOBIEHOTO
CepTudikaty BianoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1
— CEP 2009 — 017 — REV 01
(nonepepaHs Bepcis CEP Ne R1 —
CEP 2009 — 017 — REV 00) gns
A®| (MarHito unTpar) Big Bxe
3aTBEPAKEHOr0 BUPOGHMKa «Dr.
Paul Lohmann GmbH KG»,
HimeuumnHa. B pamkax 3asiBneHoi
npoueaypv no CEP 6yno gogaHo
KOHTpONb Woao elemental
impurities 3rigHo ICH Q3D Ta

6e3 peyenma

UA/16534/01/01

145




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BBEEHO TECT Ha Hikenb; 3miHu |
TMNY - NOAAHHS OHOB/IEHOTO
CepTudpikaTy BifnoBigHOCTI

€Bponeiicbkiii hbapmakonei Ne R1
— CEP 2009 — 017 — REV 02
(nonepepaHs sepcis CEP Ne R1 —
CEP 2009 — 017 — REV 01) gns
A®| (MarHito uuTpar) Big Bxe
3aTBEpPAKEHOro BUpO6HMKa. B
pamkax 3asaBneHoi npoueaypu
BiAOYNMUCb 3MiHW B Ha3Bi B/laCHMKa
CEP Ta BUpO6GHMYOT AiNbHULI ANA
A®| (MarHito uutpar), 6e3 3MmiHn
MicLs BUPOBHULITBA

171.

MArHIO
CYNb®AT
FENTATIAPAT

KpMcTaniuyHWin NOPOLLIOK
(cybeTaHuis) y
nanepoBmx MiLlkax i3
nonieTuaeHoBuM
NOKPUTTAM NS
chapmaL,eBTUYHOro
3acToCyBaHHs

AT "VIMKo®apma"

Yecbka
Pecny6nika

TOB "Makko
OpraHikc"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
faKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHa/IbHOI hapmakonel
nepxasun €C (3miHa y
cneumdikauisx, nos'AsaHa 3i
3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWLIN HauioHanbHIn thapmakonei
aepxasun €C) - BUAaIeHHS 3i
crneundikauii Ta meToais
KOHTPO/t0 nokKasHuka "ApceH"
06yMOB/IEHO NPUBEAEHHAM Y
BiANOBIAHICTb A0 BUMOT
MoHorpadii E®

UA/15651/01/01

172.

MEHOBA3WH

PO34MH ANna
30BHILUHLOrO
3acToCyBaHHs,
cnupToBuii no 40 mn
a6o no 100 mny
onakoHax; no 50 mny
KyNbKOBYX thnakoHax

AT "Nly6Hnchapm”

YKpaiHa

AT "Jly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHsA roTOBOro /iKapCbKoro
3ac006y (36i/1bLUEHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKapCbKOro
3aco0y) - 1 ToproBoi ynakoBKu
(nigTBEPOXKYETHCA AAHUMU
peasibHOro yacy) - 36i/bLUEeHHs
TepMiHy NpUAAaTHOCTI NiKapCbKoro
3aco6y. 3aTBepaKeH0: 2 POKW.

6e3 peyenma

UA/8824/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3anponoHoBaHo: 15 hnakoHis
no 40 mn a6o no 100 mn 3 poku.
[nsa dnakoHiB Kynbkosux no 50
M1 2 pokn. 3MiHW BHECEHI B pO34in
"TepmiH npugaTHocTi" B
IHCTPYKLil0 ANA MeAnyHOro
3aCTOCYBaHHS NiKapCcbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MiCALIIB MiC/A 3aTBEPKEHHS
173. | MIAA3O/IAM pO34MH A1 iH'eKUi, 5 AT "Kanuekc" Natsis BCi cTagii CnoBayunHa | BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/18291/01/01
KANUEKC Mr/mn; no 1 mn a6o 3 mn BMPOBHMYOro / mMartepianis: 3MiHu | Tuny - 3MiHK 3
B amnyni, no 5 amnyny npovecy, Kpim NaTsis AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTYPHIli YapyHKOBIi BWMYCKy Cepii: CTabinbHicTb. 3MiHa y TepMiHax
ynakosLi (niggoHi), no 1 XBM dapma c.p.o., npuaatHocTi abo ymoBax
a60 2 KOHTYpHI CnosayyuHa; 36epiraHHs roTOBOTO J1iKapCbKOro
YapyHKOBI YNakoBKK KOHTpPO/Tb 3ac006y (iHLWi 3MiHK) - 36iNbLIEHHS
(nigaoHn) B navui 3 cepii/BMNpobyBaHHs: TepMiHy NpuAaTHOCTI rTOTOBOrO
KapToHy AT "I'piHgekc", nikapcbKoro 3acoby 3 2 40 4 pokiB.
Nartsis; BBefeHHS 3MiH NpoTArom 6-Tu
BUNYCK cepil: MicsILiB nicns 3aTBepoKEHHS
AT "Kanuekc",
NartBis
174. | MIPATMEKC® Tabnetku no 0,25 mr; no BepiHrep HimeuyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/3432/01/01
10 TabneTok y 6nicTepi; IHrenbxanm IHrenbxanv ®apma marepianis: 3miHu | Tuny -
no 3 6nictepu B IHTepHewHn M6 X v6X i Ko. KI OHOBJIEHHSA PO3iny “Po3knafeHHs
KapTOHHIlA KopooLi aKTMBHOrO iHrpegieHTa”
npaminekcony rigpoxiopuay
MOHoOrigpaTy: BUNpaBeHHs
nigpo3ainy “OuiHka” (doopmysin
po3paxyHKy) Ta BHECEHHS
peaakuiiHnX NpaBokK; 3MiHK | Tuny
- OHOBJIEHHSA BXE 3aTBEPAKEHNX
MeTOoZiB KOHTPOSIO AKOCTI
nikapcbKoro 3acoby, a came:
BUKNAEHHS TEKCTY iepXXaBHO0
MOBOIO 3Tif{HO Cy4aCHWNX BMMOr Ta
BHECEHHS pefAaKLiiH1X NpaBok
175. | MIPATEKC® Tabnetkn no 1 mr; no 10 BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 10 peecTpavuiniHnx 3a peyenmom UA/3432/01/02
TabneTok y 6nictepi; no IHrenbxaim IHrenbxaiim ®apma marepianis: 3MiHu | TUny -
3 6nicTepu B KAPTOHHiIl IHTepHewwHn MTv6X v6X i Ko. KI' OHOBJ/IEHHS po34iny “Po3knageHHs

Kopobui

aKTVBHOTO iHrpeajeHTa”
npaminekcony rigpoxiopuay
MOHoOrigpaTy: BUNpaBieHHs
nigposgainy “OuiHka” (opmynun
po3paxyHKy) Ta BHECEHHS
peaakuiiHnX npaBokK; 3MiHK | Tuny
- OHOBJ/IEHHS BXE 3aTBEPLKEHNX
METOAiB KOHTPOJIt0 AKOCTI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby, a came:
BUKAJEHHSA TEKCTY AE€PXKaBHOH
MOBOHO 3TiJHO Cy4acCHWX BUMOT Ta
BHECEHHS pefaKLiiHuX NpaBoK

176.

MYNbTUTPUN
HA3A/b

cnpeii HasaslbHUiA,
po3uuH 0,05 %; no 10
My chiakoHi 3
po3nuntoBayem; no 1
oNakoHy B KApTOHHIl
Kopobui

Jenbta Megiken
MpomoyLH3 Al

LLiBeiiuapis

K.O. biohapm C.A.

PymyHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnisgy
3aABHUKA 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepakuis: JaHinosa
Napuca BonognmmpisHa. 3miHa

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNOBiAa/IbHOT

3a (hapmakoHarnag,

6e3 peyenma

UA/15756/01/01

177.

MYNbTUTPUN
HA3A/b

cnpeii HasaslbHUIA,
po3uuH 0,1 %; no 10 mn
y thnakoHi 3
posnuntoBayem; no 1
(h/1aKOHY B KapTOHHiiA
Kopobui

JenbTta Megjken
MpomoyLH3 Al

LLiBefiuapis

K.O. biohapm C.A.

PymyHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
dhapmMakoHarnagy B YkpaiHi, Ko

6e3 peyenma

UA/15756/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuisa: JaHinosa
Napuca BonognmumpisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0cobu 3asiBHUKA, BiANOBIAa/IbHOI
3a (hapmakoHarnag,

178.

MYNbTUIPUN
HA3A/lIb ®ITO

cnpeii Ha3asTbHUIA,
po3yuH 0,1 %; no 10 mn
y thnakoHi 3
posnuntoBayem; no 1
(h/1aKOHY B KapPTOHHiiA
Kopobui

Lenbta Megiken
MpomoyLH3 Al

LLiBefiuapis

K.O. Biochapm C.A.

PymyHis

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHWX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BignoBiganbHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: JaHinosa
Napuca BonogmmupiBHa. 3miHa

KOHTAKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT

3a thapmakoHarnag

6e3 peyenma

UA/15720/01/01

179.

HATPIIO
rAPOKAPEOHAT
(HATPIIO

MOPOLLIOK KpUCTauTIYHUIA
(cybeTaHuisn) y
nanepoBux Milkax ans

TOB "Makko
OpraHikc"

Yecbka
Pecny6nika

TOB "Makko
OpraHikc"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavliiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AkocTi. A®I. CTabinbHiCTb. 3MiHa

UA/16602/01/01

149




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BIKAPBOHAT)

thapmaueBTUYHOO
3aCTOCYBaHHs

nepiogy NOBTOPHYMX
BMNpo6YyBaHb/nepiony 36epiraHHA
abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBEpPIKEHOMY
[ocbe cepTudikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei, Lo
BK/TIOHAE Mepiog, MOBTOPHOTO
BUNPOBYBaHHSA) (iHLLI 3MiHN) -
BHECEHHS 3MiH 0o MKA N13, a
came- NnpuBeAeHHs iHdopmaLii,
LLOA0 TEPMiHY NPUAATHOCTI Y
BiANOBIAHICTL A0 MaTepianis
peecTpauiiHoro JoCbe BUPOGHMKA
Ta cepTudikatis AKOCTI.
3arBepaXeHo CpokK NepekoHTpos
2 roga 3arnponoHoBaHo Cpok
rogHocTu 2 roga

180.

HI®YPOKCA3NA

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 200 mr no 10
Tabnetok y 6nictepi, no
1 a6o 2 6nicTepu B
nauui

MAT
"Kuismeanpenapar"

Ykpaina

MAT
"Kunismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BBE/leHHS1 J0AATKOBOr0 PO3Mipy
cepii N3 - 495,84 «r;
3anponoHosaHo: 103,3 «r, Wwo
CTaHOBUTb 222 222 TabneTok (3
O0NYyCTUMUM BIAXWNIEHHAM Bif,
92,97 kr go 113,63 kr abo 200 000
Tabnetok Ao 244 444 TabneTok);
227,26 Kr, Wwo ctaHoBUTL 488 888
TabneTok (3 4onycTummMm
BigxuneHHsm Big 206,6 kr o
247,92 kr abo 444 444 TabneTok
[0 533 333 tabnetok); 495,84 kr,
Lo ctaHoBUTL 1 066 666
Tabnetok (3 fonycTtMMmm
BiAXUNeHHsM Big 454,52 kr o
537,16 kr abo 977 777 TabneTok
Ao 1 155 555 TabneTok)

3a peyernmom

UA/1370/01/01

181.

HOBOKAIH-
BAPHULS

pO34MH A1 iH'eKUI, 5
Mmr/mn no 2 ma abo no 5
M B amnyi; no 5
amnys y KOHTYPHii
YapyHKOBIli ynakoBLyj; no
2 KOHTYpPHi YapyHKOBI
yNakoBKM B nauLli

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
aAMiHICTPaTVBHI 3MiHW.
BrnyyeHHst BUPOGHMYOT AibHUL
(Bkntovatoum ginbHuui ans Adl,
NPOMIXXHOr0 NPOAYKTY abo
roTOBOrO /liKapCbKoro 3acoby,
LiNbHUL 4NS NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBeAEHHSI KOHTPO/0
cepii) abo nocTayasibHMKa

3a peyenmom

UA/3972/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BVXiJHOTO MaTtepiany, peareHty
a60 AONOMIXHOT PeHOBUHU (SIKLLO
3a3HaYeHo y [0CLE) - BUTYYEHHS
thipmu-BrpobHuka APl HoBokaiH
(npokainy rigpoxnopua)
Chongging Southwest No.2
Pharmaceutical Factory Co., Ltd,
China. 3anponoHosaHo: (Guangxi
Shengtai Chemical Co., Ltd,
China)
182. | HOBOKAIH- pO34uH AN iH'eKuUiid, 20 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/3972/01/02
AAPHMLA Mr/mMA no 2 M B amnyni; "GapmaueBTuyHa "PapmaueBTnyHa MaTepianis: 3MiHu | Tuny -
no 5 amnyn y KOHTYpHIiA ipma "JapHuus" thipma "AapHuus" aAMiHICTPaTVBHI 3MiHW.
YapyHKOBIli ynakoBLyj; no BunyyeHHs BUPOOGHMYOT AinbHULL
2 KOHTYpPHi YapyHKOBI (Brrovaroun ginbHuui ansa Adl,
yMakoBKU B MmayLi NPOMKHOro NPOAYKTY abo
roTOBOro NikapcbKoro 3acooby,
OiNbHULI ANS NPOBeAEHHS
nakyBaHHs, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHuKa
BUXIOHOIO Matepiasny, peareHty
a60 AONOMIXXHOT PEYOBMHN (SIKLLO
3a3HayeHo y JOCLE) - BUSTyUYEHHS
hipmn-BupobHUKka A®| HosokaiH
(npokaiHy rigpoxnopua)
Chongging Southwest No.2
Pharmaceutical Factory Co., Ltd,
China. 3anponoHosaHo: (Guangxi
Shengtai Chemical Co., Ltd,
China)
183. | HO-LUMNA® ®OPTE | Tta6netku no 80 mr, Ne TOB «Onenna YkpaiHa XIHOIH 3aBog, YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/8879/01/01
24: no 24 Tabnetkn y Xenckea YkpaiHa» $PapmaueBTUYHUX Ta MonbLa marepianis: 3MiHa 3asBHVKa
6nictepi; no 1 6nictepy XimiuHux MpoaykTis (BnacHvka peecTpadiiHoro
Y KapTOHHIi kopobu; Ne Mpatiisit Ko. NiT4,. noceigyeHHs) BeegeHHa 3MiH
10: no 10 TabneTok y MignpuemcTso 2 NpOTArom 6-Tv MicALiB nicns
6nictepi; no 1 6nictepy (nianprvemcTBo 3aTBEPAKEHHS
Y KapTOHHIl kopoobLi Bepelweabxas),
YropumHa;
CaHocpi-AseHTic Cn.
3 0.0., MonbLya
184. | OKTAINJIEKC 500 MOPOLLOK Ta PO3UYUHHWUK OkTathapma ABCTpIs Brpo6HMK HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/14313/01/01
MO 0151 PO3UMHY ANns dapmaveBTrKa (anbTepHaTUBHUIA), AscTpis marepianis: 3miHu | TUny - 3MiHun
iHdpysiii no 500 MO; aBi MpopaykTioHcrec BiANOBiAa/IbHWIA 32 dpaHuis o040 6e3nekn/edekTMBHOCTI Ta
KOpPOO6KKN 06’eAHYIOTLCS M.6.X. BTOPUHHE thapmakoHarnsay (iHwi 3miHm) -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MiX CO60H0 nakyBaHHs Ta 3MiHN BHECEHO A0 IHCTPYKUiT Ans
NNacTVKOBOI NIBKOIO: Bi3ya/lbHy MeAUYHOr0 3aCTOCYBaHHS
KapTOHHa Kopobka Nel: iHCnekuijto: nNikapcbKoro 3acoby A0 po3ainy
no 1 dpakoHy 3 Oktadapma [eccay "Oco6nMBOCTI 3aCTOCYBaHHS"
NMOPOLLUKOM /191 PO3UUHY M6X, HimeyunHa,; (BHECEHO iHthopMaL,ito CTOCOBHO
Ans iH'eKuii Ta Bupo6HYK, 3acTepexeHs Woa0 BMICTY
IHCTpYKLi€0 Mpo BiANOBIAa/IbHNIA 32 HaTpito). TepMiH BBEAEHHS 3MiH -
3acToCyBaHHS; KapTOHHA BUPOGHMLTBO 3a npoTArom 6 Micsuis nicns
Kopobka Ne2: no 1 NOBHUM LMK/IOM: 3aTBEPMKEHHS; 3MiHu Il Tuny -
ch1akoHy i3 OkTadapma 3MiHu Wwopo
PO34MHHMKOM (BOda ANns dapmaueBTUka 6e3nekn/edeKTBHOCTI Ta
iH'eKwUild, 20 mn) y MpogykTioHcrec thapmakoHarnagy. 3MiHn y
KapTOHHI Kopoo6Li M.6.X., ABCTpis; KOPOTKIil XapakTepucTumui
pa3oM 3 KOMMIEKTOM BUPOGHMK NikapcbKoro 3acoby, TeKCTi
0151 PO3YMHEHHSA Ta BiZiNOBIAabHUIA 3a MapKyBaHHS Ta IHCTpYKLU|i Ans
BHYTPILLHLOBEHHOTO BMPOGHMLTBO 3a MEJMNYHOrO 3aCTOCYBaHHSA Yy
BBefeHHs (1 wnpwy NOBHUM LIMK/IOM 3a 3B’AA3KY i3 HOBUMMW AaHUMK 3
ofHopasoBuit; 1 BUK/TIOYEHHAM SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
KOMMNIEKT 415 nepeHocy BTOPVHHOT yNaKoBKu: JaHuMK Ta AaHumn 3
(1 pByxkiHUeBa rosnka, 1 Oktadhapma, thapmakoHarnagy - 3MiHU BHECEHO
hiNbTpoBasibHA r0/1Ka); ®paHuisa 00 IHCTPYKUIT AN MeanyHoro
1 koMnneKT Ans iHdysii 3aCTOCyBaHHS NiKapcbKoro 3acoby
(ronka-meTenuk); 2 0o posgainy "Aitn" (pegaroBaHo
NPOCOYEHMX CNNPTOM HaBegeHy iHhopmaito 6e3
TaMIoHiB) haKTUYHOT 3MiHW BiKy AiTel).
TepMiH BBEEHHS 3MiH - NPOTAroM
6 micauis nicns 3aTBepAkeHHs
185. | MAKNITAKCEN KOHUeHTpaT ans AkKoppg, Xenckea Benuka AkKoppg, Xernckea Benuka BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyernmom UA/13924/01/01
AKKOPL pO34nHy ONs iHysil, 6 NimiTen, Benuka BputaHis NimiTen , Benvka BpuTaHis mMartepianis: 3MiHu | TUNY - 3MiHK 3
mr/mn no 5 mn (30 mr), BpuTtaHis BputaHis IHAis akocTi. CepTudikar
no 16,7 mn (100 mr), no (BignoBiganbHWiA 3a YropwuHa BignosigHocTi/l E-cepTudikar

50 mn (300 mr) y
thnakoHi; no 1 dpnakoHy
Y KapTOHHIli kopobLi

BUNyCK cepil);
AKKoppg, Xesnckea
NimiTeq , Benvka

BpuvTaHis (BTOpUHHE
nakyBaHHs); ACTPOH
Pe3bopu JlimiTeq,
Benvka bputaHis
(KOHTpO/b AKOCTI
cepiii); IHTac
dapmacbioTikans

Nimiteq, HAia

(BMpPOGHMLTBO

roToBOro
niKkapcbKoro 3acooby,
BMpo6HMUTBO bulk,

BiANOBIAHOCTI EBpONeichbkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignNoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gns A®l; ana
BUXiAHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6HULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakone) -
HoBuii cepTudikar Big HOBOro

nepBuHHE BMpo6HUKa (3amiHa abo
nakyBaHHS, [IOMOBHEHHS) - NOAAHHS1 HOBOTO
BTOPVIHHE cepTuduikarta BignoBigHOCTI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHs, €sponelicbkiin dhapmakonei Ne RO-
KOHTPO/1b AKOCTI CEP 2015-278-Rev 01 ansa gitoyoi
cepii); IHTac peyosuHu Paclitaxel Big HoBoro
dapmacbloTikanc Brpo6HMKa SCINOPHARM
Nimiten, IHAiA TAIWAN, LTD., Tainan
(BPOGHMLTBO
roTOBOro
niKkapcbKoro 3acoby,
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
cepii
(anbTepHaTMBHWMIA
BMPOGHUK));
NabAHanizic C.p.n,
ITania (koHTponb
SKOCTI cepii);
dapmasanig 14,
Mikpob6ionoriuHa
naboparopis,
YropLmHa
(KOHTpO/b AKOCTI
cepiin)
186. | MAPALIETAMON Kancynu no no 500 wr, ToBapucTso 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/11685/01/01
no 10 kancyn y 6nictepi; 06MEXEHO0 06MeXeHo MaTepianis: 3MiHu | Tuny -
no 1 a6o no 2 6nictepu BigNOBiAa/IbHICTIO BiANOBiAA/IbHICTIO aAMiHiCTpaTVBHI 3MiHW. 3MiHa
Y KOPO6Lji 3 KApTOHY "GapmaueBTuyHa "®apmaueBTnyHa HalilmeHyBaHHs Ta/abo agpecu
KomnaHisa "3gopos's" KOMMNaHis MiCLA NPOBAKEHHS AiS/IbHOCTI
"3p0poB'a”, YkpaiHa BMPOGHMKa (BK/IOUaouu, 3a
(Bci cTagji Heo6XiAHOCTI, Micue NpoBeAeHHs
BMPOGHMLTBA, KOHTPO/IO AKOCTi), a60 BriacHUKa

KOHTPO/b SIKOCTI,
BMNyCK cepil);
ToBapucTso 3

06MeXeHoto

BiANOBIAANBLHICTIO

"®APMEKC rPym",
YkpaiHa (Bci cTtagii
BUPOGHMLTBA,
KOHTPO/1b SIKOCTI)

macTep-aiina Ha Adl, abo
noctavansbHuka A®l/BuxigHoro
mMaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOGHULTBI ADI (AKLWO
3a3HaYeHo Y AOCbE Ha NikapCbkui

3acib) 3a BigCYyTHOCTI cepTudikata

BiANOBIAHOCTI EBpONeichbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayYeHo y JOCbE) - 3MiHA
HaliMeHyBaHHS Ta YyTOYHEHHS
anpecu BupobHuka Ad|
(NapaueTtamon), 6e3 3mMiHWN Micus
BUPOGHMLITBA: 3aMPOMNOHOBAHO:
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Shenzhou Jiheng Pharmaceutical
Co., Ltd., China West of Guoxin
Road, Xijingming Village,
Donganzhuang, Township,
Shenzhou County, Hengshui City,
Hebei Province, China ten./chakc:
+86 3185198558/-
187. | MAPALEETAMON Kancynu no 325 mr, no ToBapucTso 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/11685/01/02
10 kancyn y 6nictepi; no 06MEXEHO0 06MeXeHo MaTepianis: 3MiHu | Tuny -
1 a6o no 2 6nictepn y BigNoBiAa/IbHICTIO BiANOBiAA/IbHICTIO aAMiHiCTpaTVBHI 3MiHW. 3MiHa
KopoOLi 3 KapTOHY "GapmaueBTuyHa "®apmaueBTnyHa HalilmeHyBaHHs Ta/abo agpecu
KomnaHis "3gopos'a" KOMMNaHis MiCLA NPOBAKEHHS AiS/IbHOCTI
"3p0poB'a”, YkpaiHa BMPOGHMKa (BK/IOYaouu, 3a
(Bci cTagji Heo6XiAHOCTI, Micue NpoBeAeHHs
BMPOGHMLTBA, KOHTPO/IO SKOCTi), a60 BiacHuka
KOHTPO/b AKOCTI, macTep-aiina Ha Adl, abo
BUNyCK cepil); nocravanbHuka A®l/BuxigHoro
ToBapucTso 3 marepiany/peareHTy/npomiKHOro
06MeXeHoto NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BiANOBIAANILHICTIO BMPOOGHULTBI ADI (AKLWO
"®APMEKC rPym", 3a3Ha4YeHo y A0CbE Ha NikapCbKuii
YkpaiHa (Bci ctagii 3acib) 3a BigCyTHOCTI cepTudikata
BUPOGHMLTBA, BiANOBIAHOCTI EBpONeiichbkili
KOHTPO/1b SIKOCTI) hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKa HOBOT
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayYeHo y JOCbE) - 3MiHA
HaliMeHyBaHHS Ta YyTOYHEHHS
anpecu BupobHuka Ad|
(NapaueTtamon), 6e3 3mMiHWN Micus
BUPOGHMLITBA: 3aMpPOMNOHOBAHO:
Shenzhou Jiheng Pharmaceutical
Co., Ltd., China West of Guoxin
Road, Xijingming Village,
Donganzhuang, Township,
Shenzhou County, Hengshui City,
Hebei Province, China ten./chakc:
+86 3185198558/-
188. | MEMO3AP NOPOLLOK CaH IHais CaH IHais BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/16240/01/01
niocpinizoBaHuin ons dapmacboTukan PapmacbloTUkan marepianis: 3MiHW | TUNY - 3MiHK
pO34nHy AN iH'ekUili Ta IHaacTpi3 Mivitesq IHpacTpi3 ITg, wofo 6esnekn/edpekTMBHOCTI Ta

iHcpy3ii no 40 mry
hnakoHax Nel

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX SaHUX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecy MicLe3HaxomKEHHS
mMacTep-caiina cucremm
chapmakoHarnsgy. BeegeHHs
aapecy, ae 34iiCHI0ETLCA
OCHOBHa fiSiNIbHICTb 3
chapmakoHarnsgy

189.

NPEFALON

Kancynu no 75 mr no 10
kancyn y 6nictepi; no 3
ab6o 6 6nicTepiB y nayui

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

BVMPOGHWYMNIA LEHTP
"BopLyariBcbkuii
XiMiko-
hapmaLeBTUYHNIA
3asof”

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-

BMPOGHWYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNYy - 3MiHK 3
faKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BWJTyYEHHs cepTudikaTa
BIANOBIAHOCTI EBPONENChKili
thapmakonei: gns Adl; ans
BMXiZAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MNOMDKHOT PEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakone) -
Hoswii cepTudikar Big, HOBOrO
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - BBEA,EHHS HOBOrO
BMPOGHMKA Ail04O0T PEYOBUHM

3a peyenmom

UA/16387/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Pregabalin Process Code PREA
AURISCO PHARMACEUTICAL
CO., LTD., KuTaii B IKOro HasiBHWiA
CeprtudpikaT BignoBigHOCTI
€sponelicbkoi ®apmakonei Ne RO-
CEP 2019-073-Rev 00 B
[OMOBHEHHSA [0 BXe
3aTBepMAXeHOro BUpo6Huka Teva
API India Private Limited, IHgis;
3MiHN | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTI/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana Ad®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - BBEAEHHS HOBOrO
BMPOGHMKA Ai04OT PEYOBUHN
Pregabalin Route code-PU MSN
PHARMACHEM PRIVATE
LIMITED, IHAisi B IKOro HasiBHWiA
CepTudpikaT BignoBigHOCTI
€sponelicbkoi ®apmakonei Ne RO-
CEP 2015-337-Rev 03.; 3MiHu |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAayKT/pearexT, wo
BUKOPVCTOBYIOTHLCS Y NPOLECI
BMPOGHULTBA AD| (BUNYYEHHS
HEe3HaYyHOro MokKasHukKa AKoCTi
(Hanpviknag, BUNyYeHHs
3acTapisioro NokasHuka)) -
BWIYYEHHS 3i cneumdikauii Ta
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

ynakoska)

3asiBHUKa

BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

190.

NPErA4ON

kancynu no 300 mr no
10 kancyn y 6nictepi; no

My6niyHe
akuioHepHe

YKpaiHa

My6niyHe

YkpaiHa

MeToziB KOHTponio A®| nokasHuka
«Baxki MeTanu»; 3miHu | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb

A®I. 3miHa y napameTpax
cneuudikauii Ta/abo gonycTummx
MeX, BU3HauYeHux y cnevmdikauisx
Ha A®|, abo BMXigHWA/NPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLEC
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
CynyTHA 3MiHa
- 3MiHM 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
npoayKTy/pearenTy, Wwo

BMKOPWCTOBYETLCA Y NPOLIECI

BMPOGHULTBA AP (iHLWI 3MiHW Y
mMeToAax BUNPoGyBaHHSA
(BKTHOYatOUM 3aMiHy abo

[0noBHEHH:) A®| abo
BVIXiZHOro/MPOMKHOro NPOAYyKTY);
BHECEHHS 3MiH [0
cneumdikaLii/MeToaiB KOHTPONO

A®I, a came po3gin «3annLKoBi

KiNNbKOCTi opraHiyHnx

PO3UYMHHVKIB» LONOBHEHO

BMMOramu BmpobHuka MSN

PHARMACHEM PRIVATE

LIMITED, IHgjs -(2-nponaHon— He

6inbLwe 5000 ppm) Ta BUMOramu

BMpobHUKa AURISCO

PHARMACEUTICAL CO., LTD.

(2-nponaxon He 6inbwe 5000

ppm; xnopodopm He GinbLue 60

ppm) 3 BiANOBIAHUM [O4ATKOBUM
MeTOA0M BUNPOOYBaHHS
napocasHoi razoBoi
xpomatorpadii (PY,2.2.28)

nocsio4YeHHs

3 6nicTepu B naui

TOBapUCTBO
"HaykoBo-
BMPOBHWYMIA LIEHTP
"BopLuariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3aBof”

akuioHepHe
TOBapUCTBO
"HaykoBo-
BUPOGHNUNIA LIEHTP
"Bopuuariscbkuii
XiMiKo-
hapmaLeBTUYHNI
3asofa”

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata

3a peyernmom

BiANOBIAHOCTI EBponeicbkil

UA/16387/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - BeJeHHS1 HOBOIO
BMPOGHMKA Ai04OT PEYOBUHN
Pregabalin Process Code PREA
AURISCO PHARMACEUTICAL
CO., LTD., KuTaii B IKOro HasiBHWiA
CepTudpikaT BignoBigHOCTI
€sponelicbkoi ®apmakonei Ne RO-
CEP 2019-073-Rev 00 B
[OMOBHEHHSA [0 BXe
3aTBepMAXeHOro BUpo6Huka Teva
API India Private Limited, IHgis;
3MiHN | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTI/TE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - BBEAEHHS HOBOrO
BMPOGHMKA Ai04OT PEYOBUHN
Pregabalin Route code-PU MSN
PHARMACHEM PRIVATE
LIMITED, IHgis, B AIKOrO HasiBHUIA
CeptudpikaT BignoBigHOCTI
€sponelicbkoi ®apmakonei Ne RO-
CEP 2015-337-Rev 03. 3miHu |

TMNYy - 3MiHK 3 AKOCTi. ADL.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

Kpaina Bupo6HuK

Kpaina

ynakoska)

3asiBHUKa

BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

191.

NMPErA4ON

Kancynu no 150 mr no
10 kancyn y 6nictepi; no

My6niuHe
akujioHepHe

Ykpaina My6niyHe

YkpaiHa

KoHTponb A®I. 3miHa y

cneumdikauisx Ha Adl, abo
BUIXiZHWNIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BMKOPUCTOBYOTLCS Y MPOLLECI

CynyTHS 3MmiHa
A®l. 3miHa y meTogax

mMarepiany/npoMixXHOro
npoaykTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoLeci
BMpo6HULTBa AP (iHLWi 3MiHN Y
mMeTofax BUNPoByBaHHS
(Bkntovaroun 3amiHy abo
[0noBHEHHs) Ad®| abo

BHECEHHS 3MiH [0
cneuudikauii/MeToaiB KOHTPO/HO
Adl, a came po3gin «3aIULLKOBI
KiNIbKOCTi OpraHivyHmnx
PO3YMHHVKIB» [AONOBHEHO
BMMOramMu BMpo6Huka MSN
PHARMACHEM PRIVATE
LIMITED, IHgjs -(2-nponaHon— He
6inbLie 5000 ppm) Ta BUMOramu
BMpo6HUka AURISCO
PHARMACEUTICAL CO., LTD.
(2-nponaHon He GinbLe 5000
ppm; xnopocpopm He GinbLue 60
ppm) 3 BiANOBIAHWUM AO4ATKOBUM
MeTOA0M BUNPOOYBaHHS
napocpasHoi ra3oBoi
xXpomarorpadii (4PY,2.2.28)

napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y

BUpoOHUUTBA AP (iHLLi 3MiHW)
- 3miHu 3 sKocTi. A®Il. KoHTposb

BunpobyBaHHA APl abo BUXigHOTO

BUXiAHOTO/NPOMIXHOro NPOAYKTY) -

nocsio4YeHHs

3 abo 6 bricTepiB y
nauui

TOBapuCTBO
"HaykoBo-
BVMPOGHWYNIA LEHTP
"BopLyariBcbkuii
XiMmiKo-
hapMaLeBTUYHWIA
3aBog”

akujioHepHe
TOBapWCTBO
"HaykoBo-
BMPOGHNYNIA LEHTP
"BopuyariBcbkuii
Ximiko-
thapmaLeBTUYHWI
3asop"

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
akocTi. CepTudpikar
BignosigHocCTI/IE-cepTudcpikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
apmakonei: ana A®l; gna

BMXiAHOrO

3a peyenmom

UA/16387/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
HoBwii cepTudikar Big, HOBOrO
BMpo6HUKa (3amiHa abo
[OMOBHEHHS) - BBEA,EHHS HOBOIO
BVMPOGHMKA Ait040T PEHOBVHN
Pregabalin Process Code PREA
AURISCO PHARMACEUTICAL
CO., LTD., Kutaii B AKOro HassBHWi
CepTudpikat BignoBigHOCTI
€sponeiicbkoi ®apmakonei Ne RO-
CEP 2019-073-Rev 00 B
[OMOBHEHHSA [0 BXe
3aTBEpPAXEHOro BUpo6HvKa Teva
API India Private Limited, IHgis;
3MiHM | TUNY - 3MiHU 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[OMOBHEHHS) - BBEA,EHHS HOBOIO
BVMPOGHMKA Ait040T PEHOBVHN
Pregabalin Route code-PU MSN
PHARMACHEM PRIVATE
LIMITED, IHAisi B iIKOro HasiBHW
CepTudbikat BignoBigHOCTI
€sponeiicbkoi ®apmakonei Ne RO-
CEP 2015-337-Rev 03.; 3miHu |
MYy - 3MiHU 3 AKOCTI. ADI.
KoHTposnb A®I. 3miHa y
napameTpax crneumdikauii Ta/abo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[ONYCTUMUX MeX, BUSHAYEHUX Y

cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AD| (BUNYYEHHS
HEe3HaYyHOro MoKa3HuKa AKOCTi
(Hanpviknag, BUNyYeHHs
3acTapisioro NnokasHuka)) -
BW/TyYeHHS 3i cneyudikauii Ta
MeToZiB KOHTpoto APl nokasHuka
«Baxki MeTanu»; 3miHu | Tuny -
3MiHn 3 aKocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneumdikavii Ta/abo AonycTUMmX
MeX, BU3HaueHux y crnewmdikanisax
Ha A®I, abo BMXigHWA/NPOMIKHWIA
npoagyKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHMLTBA ADI (iHLLUI 3MiHW)
CynyTHS 3MmiHa
- 3miHu 3 sKocTi. A®Il. KoHTposb
A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Wo
BVIKOPVCTOBYETbLCS Y NpoLeci
BMpo6HULTBa AP (iHWi 3MiHN Y
mMeToAax BUNpPoGyBaHHSA
(Bkntovaroun 3amiHy abo
[0noBHEHHs) Ad®| abo
BUXiAHOTO/NPOMIXHOro NPOAYKTY);
BHECEHHS 3MiH [0
cneumdikauii/MeToaiB KOHTPO/HO
Adl, a came po3gin «3a/IULLKOBI
KiNIbKOCTi OpraHiyHmnx
PO3YMHHVKIB» [AONOBHEHO
BMMOramMu BMpo6Huka MSN
PHARMACHEM PRIVATE
LIMITED, IHgjs -(2-nponaHon— He
6inbLe 5000 ppm) Ta BUMOramu
BMpo6HUka AURISCO
PHARMACEUTICAL CO., LTD.
(2-nponaHon He 6inbLwe 5000
ppm; xnopocpopm He GinbLue 60
ppm) 3 BiANOBIAHWUM AO4ATKOBUM
MeTOA0M BUNPOOYBaHHS
napocpasHoi ra3oBoi

xXpomarorpadii (4PY,2.2.28)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
192. | NPIOPUKC™ | niodhinizat gns po3unHy "nakcoCmiTKnsiiH Benuka nakcoCmiTKnsaiiH Benebris BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/13694/01/01
PRIORIX™ ans iv'ekuii, 1 EkcnopT NimiTeq BpuTtaHis Bionompxkikans C.A. mMartepianis: 3MiHU | TUNY - 3MiHU 3
KOMBIHOBAHA MOHO0030BUIA (h1akoH AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
BAKUVHA OnA (1 po3a) 3 niodpinizatom 3MiHU Yy BUPOGHULTBI. 3MiHN Y
MPO®INTAKTUKN Yy KOMMNAEeKTi 3 npoueci BUpOGHULTBA FOTOBOrO
KOPY, PO34MHHMKOM (BOga ANns NiKapcbKoro 3acoby, BKIUaum
ENIAEMIYHOIO iH'eKLji1) y monepeaHbo NPOMDKHUIA NPOAYKT, L0
NMAPOTUTY TA HanoBHEHOMY LUNPULi Ta 3aCTOCOBYETLCA NPY BUPOOHULTBI
KPACHYXU [BOMa rofikamu B roTOBOrO NikapCbKOro 3acoby -
KapTOHHI Kopobui; 100 nepernsg 1a OHOB/IEHHS onucy
MOHOA,0308BUX (1 f033a) BMPOBHNYOro NpoLecy XnBoi
oNakoHiB 3 TpUBASIEHTHOI aTeHylioBaHOI
niodpinizatom y BaKLMHM NPOTU KOPY, NapoTuTy Ta
KOMNeKTi 3 KpacHyxn (MMR) Ha BUpO6HUYiii
PO34MHHMKOM (BOAA ANA ainbHuui GSK Marietta site (CLUA)
iH'ekuin) B amnynax Ne B yacTtuHi Filling and Lyophilisation
100 B oKkpeMiii ynakoBLy; description
1 MynbTUA030BMIA
chnakoH (2 gosn) 3
niocpinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAa AN
iH'ekwji1) B amnyni; no
100 wTyK hnakoHis Ta
amnys B OKpeMux
KOpo6kax
193. | NPOBIPOH® Tabnetku no 25 wmr, no Baviep Al HimeuunHa Baiiep Balimap HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/3058/01/01

20 TabneTok y 6nicTepi;
no 1 6nictepy y
KapTOHHIW nayu,i

m6X i Ko. KI

marepianis: 3mMiHu | TMny - 3MiHK 3
faKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHa/IbHOI dhapmakonel
nepxasun €C (3miHa y
cneumdikauisix, nos'AsaHa 3i
3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWLIN HauioHanbHIn thapmakonei
aepxasu €C) - 3miHa noB'A3aHa i3
HeOobXiHICTIO NpYBEAEHHS
cneuudikaLii Ta MeTogis
KOHTPO/O Ait040i peYOoBUHM
MeCTepOsIoHY BiANOBIAHO [0
€sponelicbkoi hapmakonei
«Mesterolone», a TakoX aesiki
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peAakuiiHi 3MiHM 3a NoKasHKamu
«Appearance of solution color
(absorbance at 440)», «Residual
solvents», «Particle size
determination (laser diffraction
spectroscopy)»

194.

MPOKTO-
rNIBEHON

KpeMm pekTasnbHuii no 30
r kpemy y Ty6i; no 1 1y6i
y KOMMNJIEKTi 3 HacafKo
Y KapTOHHI nayui

Pekopgarti AineHg,
nTg

Ipnangis

Pekopgaarti IngacTpia
Ximika e
dapmacesTika
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2015-
385-Rev 02 g1 fil0y0i pevyoBnHN
TpubeHo3ngy Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Recordati Industria Chimica e
Farmaceutica S.p.A., ltaly., s
HacnifoK: BBEAEHO A0AATKOBOrO
BMPOGHMKA MPOMIKHUX NPOAYKTIB
GR INTRACHEM LIMITED, Sy.
No. 967, 968, 971 — 974, 980, 981,
Jinnaram Mandal, Medak District,
India-500 074 Kanukunta,
Telangana; nogoBXeHO nepios
nepekoHTposnio APl go 36 micAuis;
BBEEHO 3BiTY 3 OLHKMN PU3UKIB
CTOCOBHO €/1EMEHTHMX AOMILLOK

bes peyenma

UA/4678/01/01

195.

nyYNbMO3NM®

PO34nH A8 iHranauin,
2,5 mr/2,5 mn; no 2,5 mn
B amnyni; no 6 amnyn y
KOHTelHepi; no 1
KOHTEiHepy B KapTOHHIl
ynakoBLi

®.XothbdpmaHH-/15
Pow NTg,

LLisefuapis

[KeHeHTekK IHK.,
CLLUA (BMpO6HMUTBO
Hepo3dacoBaHOl
NPOAYKLUT);
KeTteneHt ®apma
Contowns J11C,
CLUA (nepBuHHe
nakyBaHHs,
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii ); Powwu
[OiarHocTrke MvbX,
HimeuunHa
(BnpobyBaHHs
KOHTPOJIO SIKOCTI);
Pow dapma AT,
HimeuyunHa
(BunpobyBaHHs
KOHTPO/HO SIKOCTI);
®.XohhmaHH-/1a
Pow NTpA,
Lseiiuapis

AscTpis
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6e3nekn/eekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHV [0 y3arasibHEHUX JaHnX npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTtemy thapmakoHarnsagy,

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKaA ANA 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI

3a peyernmom

UA/12438/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BTOPUHHE
nakyBaHHS1, BUMYCK
cepii)

0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BigNOBiAa/IbHOT 38
hapmakoHarnag B Ykpaini

196.

PAHKNIP

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 62,5 mr Nel5 (15x1),
Ne30 (15x2) y
6nictepax, Ne100 y
donakoHi

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
PapmacboTuKan
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKa,

BignoBiganbHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX SaHUX

YNOBHOBaXEHOI 0COo6M,
BignoBigasibHOI 3a
hapmakoHarnsg.
BBeneHHA agpecu

MiCLie3HaxopKeHHs1 MacTep-
thaiina cuctemu
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHI0ETbCA
OCHOBHa [iiNbHICTb 3
thapmakoHarnagy

3a peyernmom

UA/17671/01/01

197.

PAHKNIP

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 125 mr Nel5 (15x1),
Ne30 (15x2) y
6nictepax, Ne100 y
donakoHi

CaH
PapmacboTuKan
IHgacTpi3 Nimiteq

IHAjA

CaH
PapmacboTuKan
IHaacTpi3 Nimiteq,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3a peyenmom

UA/17671/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLio
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobu, BignoBifanbHOI 3a
3pjiiicCHeHHs1 hapmakoHarnagy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepgakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag.
BBeneHHA agpecu
MiCLie3HaxoKeHHsI MacTep-
thaiina cuctemmu
dhapmakoHarnsgy. BeegeHHs
agpecu, ae 34iNCHI0ETbCA
OCHOBHa fjsifIbHICTb 3
dhapmakoHarnsgy

198.

PAHOMNPOCT

kancynu no 0,4 mr, no
10 kancyn y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobui

CaH
PapmacboTuKan
IHgacTpi3 Nimiten

IHais

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-aiia cuctemm

3a peyenmom

UA/4497/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepgakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag.
BBeneHHA agpecu
MiCLie3HaxXOMKEeHHA MacTep-
thaiina cuctemu
dhapmakoHarnsgy. BeegeHHs
agpecu, ae 34iNCHI0ETbCA
OCHOBHa fjsifIbHICTb 3
dhapmakoHarnsgy

199.

PAHCEJIEKC

kancynu no 100 mr; no
10 kancyn y 6nictepi; no
1 6nicTepy B KapTOHHiIl
Kopobui

CaH
PapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa yNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Dr. Rajinder K Jalali.
MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHVX AaHKX
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIA&/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecun MicLLe3HaxoMKeHHS
MacTep-aiia cuctemm

3a peyenmom

UA/6370/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

chapmakoHarnsgy. BeegeHHs
agpecw, ae 34iNCHI0ETbCA
OCHOBHa fjsfIbHICTb 3
dapmakoHarnsgy

200.

PAHCEJIEKC

kancynu no 200 mr; no
10 kancyn y 6nictepi; no
1 6nicTepy B KapTOHHIl
Kopobui

CaH
PapmacboTuKan
IHgacTpi3 Nimiten

IHais

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq,

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHus abo
3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnisgy
3aABHUKA 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Dr. Rajinder K Jalali.
MponoHoBaHa pegakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHVX AaHKX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIA&/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecun MicLLe3HaxoMKeHHS
MacTep-haiina cuctemm
chapmakoHarnsgy. BeegeHHs
agpecu, ae 34iNCHI0ETbCA
OCHOBHa fjsfIbHICTb 3
dapmakoHarnsgy

3a peyenmom

UA/6370/01/02

201.

PUHOMICTUH®

Kpanni Ha3asbHi,
po3uuH, 0,05 %/0,01 %;
no 10 mn y donakoHi 3
KpanenbHULELo; No
0fHOMY (h/1aKOHY B
KapTOHHIi navui

KHBMIT "ICHA"

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUMYy - 3miHa Yy
MeToauLji BunpobyBaHHsA AdI 3a
NoKasHUKOM «pH», a came 3MiHa
KOHLeHTpaLii BunpobysBaHoro
pO3umnHy - 3anponoHosaHo: (A1
BM3HauYeHHs 6epyTb 0,01% po3unH
y Bogi P); 3MiHu Il Tuny - 3amiHa
KpUTEpiiB NPUAHATHOCTI y

6e3 peyenma

UA/14094/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cneuudikauii A®| 3a noKkasHUKOM
«pH» - 3anponoHoBaHo: (Big 3,8
00 6,8); 3minu Il Tuny - 3miHa
KpUTEpIiB NPUAHATHOCTI y
cneuundikauii A®I 3a NnokasHUKOM
«Bopa» - 3anponoHoBaHo: (Big 4,0
00 5,5%)
202. | POBAMIU/H® TabneTtku, BKPUTI TOB "CaHodi- Ykpaina CaHodpi C.IM.A., ITania BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/6053/01/01
060/10HKO0, Mo 1500 ABeHTIC YKpaiHa" ITanis

000 MO Ne 16 (8x2): no
8 Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KopoobLi

marepianis: 3miHu | Tuny -
BW/TyYEHHS BUPOOHNYOT AiNbHUL
ansa A®l Sanofi Chimie,9 quail
Jules Guesde- 94403 Vitry sur
Seine —France;
3MiHK | TUNY - BUAAIEHHA
nokasHunka «Po3nafaHHs 4s
cneuudikauii roToBoro
nikapcbKoro 3acoby NpoTAarom
TepMiHy NpuAaaTHOCTI; peAakuiliHi
npasku; (HasBHUIA TecT
«PO34MHEHHS»); 3MiHK | TUNY -
YTOUYHEHHS1 0 MeToAy
BMNpo6yBaHb «MikpobionoriyHa
YNCTOTa»BIiANOBIAHO A0 BUMOT
EP , BHeceHO nepiogn4HOCTb
BUMPOOYBaHb «BUKOHYETbCA 1 pa3
Ha pik Npu BUNYCKY; Nig vac
AocnigpKeHb Ha CTabiNbHICTL
HanpUKiHLi TepMiHy 36epiraHHs»
3aMicTb «1 pa3 Ha pik npu
cTabiNbHOCTI»; 3MiHM | TUNY -
BBE/IEHHS NepioANYHICTb
KOHTPO/II0 NpY BUMYCKY 3a
NoKasHUKOM «laeHTudikawis
TUTaHy JioKcuay», OCKiNbKn
KOHTPO/b MPOBOAMTLCA B NPOLECI
BMpO6HUUTBA [/13; 3MiHK | Tuny -
3MiHM NapameTpiB cneuudikadii 3a
po3ainom «CynyTHI JOMILLKU».
YTOYHEHHS hOPMY/IHOBAHHS
HOPMYBaHHS [10 T. «PO3YMHEHHS»;
3MiHKM | TUNY - 3MiHa 4,0 METOAVKA
BM3HAYeHHA 3a TecTom «CepegHili
BMICT cripamilyHy B OAUHUL
[,030BaHHOT hopmu»
(Mikpo6ionoriyHnii meToz;:
Diffusion method, Turbidimetric), a
came BHECEHO onuc
TYp6iAMMETPUYHOrO METOAY;

3MiHu | TMNy - 3MiHa MeToAiB ANs
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

napameTpiB cneumdikauii
«lpgeHTudikaLia cnipamiyuHy»
(3anponoHosaHo: meTof, BEPX);
«CepepHili BMICT cripamMiuuHy B
OMHWLi LO30BaHHOI (HOPMU»,
(3aTBEPAXKEHO: (I3NKO-XIMIYHWIA
meTog (meTog Y
CMeKkTpogoTOMETISA),
3anponoHoBaHoO: (i3nNKO-XiMiYHUIA
mMeTog (meTtog BEPX); «CynyTHi
[OOMILLKM» (3anponoHoBaHo: (Ha
BUMYCK/Ha TEPMIH NPMAATHOCTI-
meToa BEPX); peaakuiiiHi npasku;
nepeknaj OHOB/IEHOT BepCil
METOZIB KOHTPOJII0 Ha YKPAIHCbKY
MOBY

203.

POBAMILVH®

TabneTku, BKPUTI
060s10HKO0, 10 3 000
000 MO, Ne 10 (10x1):
no 10 TabneTtok y
6nictepi, no 1 6nictepy
B KapTOHHI kopo6ui

TOB "CaHodi-
ABEeHTIC YKpaiHa"

YKpaiHa

CAHO®I C.M.A.,
ITanis

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUny - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTUMmX
MeX roTOBOro JlikapCbKoro 3acoby
(BWTyYEHHSI HE3HAYHOTO
nokasHuka (Hanpvknag
3acTapifioro NokasHuKa, Takoro sk
3anax Ta cMak, abo igeHTudikauis
6apBHYKIB YN CMaKOBMX J06ABOK))
- BUJyYEeHHS MoKasHuKa
«Po3nagaHHs» gnsa cneumdikaui
rOTOBOrO J1iKapCbKOro 3acoby
NPOTArom TePMiHy NpUAATHOCTI;
3MiHM | TUnY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTUMmX
MeX roTOBOro JlikapCbKoro 3acoby
(monoBHeHHSA cnevudikavii HOBUM
NOKa3HNKOM 3 BignoBigHUM
MEeTOZ0M BUNPOOYBaHHS) -
YTOUHEHHS Y cneundikauii
nokasHuka «MikpobiosnoriyHa
yncToTa» BiANOBIAHO A0 BUMOT
EP, BHeceHO nepioanyHiCcTb
BUMPOOYBaHb «BUKOHYETbCA 1 pa3
Ha pik Npu BUNYCKY; Nig yac
AocnifKeHb Ha CTabiNbHICTb

3a peyenmom

UA/6053/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

cnoyaTtky Ta HanpuKiHLi TEpMiHY
36epiraHHs» 3aMicTb «1 pa3s B rof
npu CTabUNbHOCTW»; 3MiHK | TUny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLUi 3MiHN) -
3MiHa napameTpiB cneuudikadii 3a
n. «CynyTHi AOMILLKV» 3
BiAANOBIAHWM OHOB/IEHHSIM MeToAy
BUNPOOYBaHb. YTOYHEHHS
chopMy oBaHHSA ONUCy BUMOT
cneumaikauii 3a Tectom
"Po3unHeHHs" y BiANOBIAHOCTI fO
EP 2.9.3.; 3miHu | TUnNy - 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3acoby. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX roTOBOrO JliKapCbKOro 3acoby
(iHWi 3miHW) - BBEAEHHSA
nepiognYHOCTI KOHTPOSIIO NpK
BUMYCKY 3a MOKa3HNKOM
«lgeHTudikalia TutaHy giokcugy»,
OCKifIbK/ KOHTPO/1b MPOBOAMTLCA B
npoueci BupobHuuTtea /13; 3miHu |
TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKaPCbKOro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHs
roTOBOrO NikapCbKOro 3acoby
(He3HayHa 3MmiHa y 3aTBEpMKEHNX
MeTofax BUNPo6yBaHHs) - 3MiHa
[10 METOAMKM BU3HAYEHHS 3@
Tectom «CepefHili BMiCT
cnipamiuvHy B O4MHWLi [030BaHOI
dopmu, MAH. MO»
(mikpobionoriyHmin meTop) -
BHECEHO onuc Typ6iaMMeTpUYHOro
MeToAy; peAakLuiiiHi npasku,
nepeknaj OHOB/IEHOT BepcCii
METO/iB KOHTPOSIIO Ha YKpaiHCbKy
MOBY; 3MiHY | TUMY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOIO
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby (iHLWi 3MiHN Y
MeTogax BunpobyBaHb
(Bkntovaroun 3amiHy abo
[OMOBHEHHS)) - 3MiHa MeToZiB AnA
napameTpis crneundikawii
«lgeHTudikalia cnipamiyuHy»
(3aTtBepaxeHo: meTog TLUX,
3anpornoHoBaHo: Mmetos BEPX);
«CepepfHiii BMIiCT cnipamiLuuHy B
OAMHNLI [,030BaHOT (hOPMU»,
(3aTBEPAXEHO: (DI3VNKO-XIMIYHWIA
MeToZ, 3anpornoHOBaHO: MeTof,
BEPX). PepakuiiiHi npasku;
nepeknaj OHOB/IEHOT BepCil
METOZIB KOHTPOJII0 Ha YKPAIHCbKY
MOBY; 3MiHu | TUMy -
AMiHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAyKTy abo
roTOBOro NikapCbKoro 3acooby,
OiNbHULI ANS NpOBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiZJNOBIAA/ILHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHsI KOHTPO/0
cepii) abo nocTayasibHyKa
BUXIOHOIO MaTepiasy, peareHty
ab0 AONOMIXHOT PevOBMHU (SIKLLO
3a3HayeHo Y AOCLE) - BUTYUYEHHS
BMPOGHUYOI AinbHULj ans AdI -
Sanofi Chimie,9 quai Jules
Guesde- 94403 Vitry sur Seine —
France

204.

PO3AMET®

Kpem 1% no 25 r y Ty6i;
no 1 Ty6i y KapTOHHIiA
Kopobui

AapaH-IaneHcbkuii
Na6opaTopiit 4.4,

XopBarTis

ApapaH-IaneHcbkuit
Na6opaTopiit 4.4,

XopBartis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R2-CEP 1995-
052-Rev 02 gna AdI
MeTpoHigaszony Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
Corden Pharma Bergamo S.P.A,,
ITanis, y Hacnifok 3mMiHM TepMiHy
npuAaTHOCTI Ha nepiog
NepeKoHTPOsI0

B anmekax 3a
peuyenmom

UA/7256/01/01

205.

PO3ACTUH®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 5 mr, no 10 TabneTok

y 6nicTepi; no 3

MIKPO NABC
NIMITE[,

IHAjA

MIKPO JIABC
NIMITEL

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: BUNPaBNEHO TEXHIYHI
NOMW/IKM NOB'sA3aHi 3 Nepeknagom
abo nepeHeceHHsIM iHdhopmallii,

3a peyernmom

UA/18322/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepu B KOpo6L;i 3
KapTOHY

ki 6ynm gonyLueHi nig vac
npoBefeHHA npoueaypv
peecTpauii (Haka3z Ne2119 Bif
17.09.2020p.) - y meTOAMLi
BU3HAYEHHS MOKa3HUKa
«laeHTudikalis 6apsHuKIB», byna
JonyLeHa noMuska npu
3a3HauveHHi iHghopMaLii Wwoao
NpUroTyBaHHS PO34mnHY oay-
Kanito noamay, HETOUHICTb
BMKNaAeHol iHdhopmaLii NoB’s3aHo
3 Nepekafiom - 3anpornoHOBaHoO:
MeTOAN KOHTPOS0
3.laeHTudikauis 6apBHUKIB -
NpUroTyBaHHS PO34mnHY oay-
Kanito rogmay:...noMiwarTb
hinbTpat fo npobipkn 06’emMom 50
M/1...3a3HaveHe BUNpaB/IeHHs
BiANOBigae marepianam
peecTpaLiiHoro gocbe. B
OopuriHaNbHNX MaTtepianax
3a3HauveHo: «Take the filtrate in 50
ml of test tube.»

206.

PO3ACTUH®

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 10 wmr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B kopobu, 3
KapToHY

MIKPO NNABC
NIMITE[

IHais

MIKPO JIABC
NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: BUNPaBMEHO TEXHIYHI
NOMW/IKM NOB'A3aHi 3 Nepeknagom
ab0o nepeHeceHHaM iHdopmad;i,
ki 6ynm gonyLueHi nig vac
npoBefeHHA npoLeaypu
peecTpauii (Haka3z Ne2119 Big
17.09.2020p.) - y meTOAML
BU3HAYEHHS NOKa3HUKa
«laeHTudikauis 6apsHuKiB», byna
JonyLeHa noMuska npu
3a3HauveHHi iHghopMaLii Wwoao
NpUroTyBaHHsS PO34mnHY oay-
Kanito noamay, HETOUHICTb
BMKNafeHol iHdhopmaLlii noB’s3aHo
3 Nepek1afom - 3anpornoHOBaHoO:
MeTOAW KOHTPO/0
3.laeHTndikaLis 6apBHUKIB -
NpUroTyBaHHsS PO34mnHY oay-
Kanito riogmay:...noMiwarTb
inbTpat fo npobipku 06’emom 50
M/1...3a3HaveHe BUNpaB/IeHHs
BiANOBigae marepianam
peecTpaLiiHoro gocke. B
opuriHanbHMUX Martepianax

3a peyenmom

UA/18322/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HayeHo: «Take the filtrate in 50
ml of test tube.»

207.

PO3ACTUH®

TabneTtkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 20 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B kopobu, 3
KapToHY

MIKPO NNABC
NIMITE[

IHais

MIKPO JIABC
NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: BUNPaBAEHO TEXHIYHI
NOMWJIKM NOB'A3aHi 3 Nepeknagom
ab0o nepeHeceHHaM iHdopmadii,
SKi 6ynv gonyLueHi nig vac
npoBefeHHsA npoeaypu
peecTpauii (Haka3z Ne2119 Big
17.09.2020p.) - y meTOAMLi
BU3HAYEHHS NOKa3HUKa
«laeHTudikauis 6apsHuKiB», Byna
JonyLeHa noMuska npu
3a3HauveHHi iHghopMaLii Wwoao
NPpUroTyBaHHsS PO34mnHY oay-
Kanito noamay, HETOUHICTb
BMKNafeHol iHdhopmalLlii noB’s3aHo
3 Mepek1afom - 3anpornoHOBaHoO:
MeTOAW KOHTPO/0
3.laeHTndikaLis 6apBHUKIB -
NpUroTyBaHHsS PO34mnHY oay-
Kanito riogmay:...noMiwarTb
inbTpat Ao npobipku 06’emom 50
M/1...3a3HaveHe BUNpaB/IeHHs
BiANOBigae matepianam
peecTpaLiiHoro gocke. B
OpuriHaNbHNX Martepianax
3a3HauveHo: «Take the filtrate in 50
ml of test tube.»

3a peyernmom

UA/18322/01/03

208.

PO3ACTUH®

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 40 wmr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B kopobu 3
KapToHy

MIKPO NABC
NIMITE[

IHais

MIKPO JIABC
NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: BUNPaBIEHO TEXHIYHI
NMOMW/IKM NOB'A3aHi 3 NepeknagomM
ab0o nepeHeceHHsM iHdopmad;i,
SKi 6ynn gonyLueHi nig vac
npoBefeHHA npoueaypu
peecTpauii (Haka3z Ne2119 Big
17.09.2020p.) - y meToauLi
BU3HAYEHHS NOKa3HUKa
«laeHTudikauis 6apsHuKiB», byna
JonyLeHa noMuska npm
3a3HauveHHi iHghopMaLii Wwoao
NPUroTYBaHHS PO34nHyY oay-
Kanito oamay, HETOUHICTb
BMKNaAeHol iHdopmalLlii noB’sa3aHo
3 Mepek1afom - 3anpornoHOBaHO:
MeTOAW KOHTPO/0
3.laeHTndikaLis 6apBHUKIB -

3a peyernmom

UA/18322/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPUroTyBaHHS PO3YnHY Hoay-
Kanito ioamay:...noMiwaTb
inbTpat Ao Npobipku 06'emom 50
MA1...3a3HaveHe BUNpaB/ieHHs
Bignosigae marepianiam
peecTpadiiHoro gocke. B
OopuriHaNbHNX MaTepianax
3a3HayeHo: «Take the filtrate in 50
ml of test tube.»

209.

PO3BATOP

TabneTku, BKpUTI
060/10HKO0 10 10 Mr; no
7 TabneTok y 6nictepi,
no 4 6nictepu B
KapTOHHIlA KOpooLi

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
PapmacboTuKan
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. [livoua pegakuis:
Dr. Rajinder K Jalali.
MponoHoBaHa pegakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHVX AaHnX
YMOBHOBaXEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnsg. BeegeHHs
afipecun MicLie3HaxoMKeHHs
macTep-chaiina cuctemm
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHIoETbCA
OCHOBHa [iiNbHICTb 3
thapmakoHarnagy

3a peyenmom

UA/13374/01/01

210.

PO3BATOP

TabneTku, BKpUTI
060/10HKOI0 1O 20 Mr; Mo
7 TabneTok y 6nictepi,

CaH
PapmacboTuKan
IHgacTpi3 Nlimitea

IHAjA

CaH
PapmacboTuKan
IHgacTpi3 Nimite

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

3a peyernmom

UA/13374/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 4 6nictepu B
KapTOHHilA KopooLi

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
0ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. fivoua pegakuis:
Dr. Rajinder K Jalali.
MponoHoBaHa pepgakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX AaHnx
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg. BeegeHHs
afipecun MiCLie3HaxoMKeHHS
macTep-chaiina cuctemm
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHI0ETbCA
OCHOBHa iSNbHICTb 3
dpapmakoHarnsay

211.

CEQATIH NNoC

TabneTku, no 10
Tabnetok y 6nictepi; no
1 a6o 2, abo 5 6nicTepis
y nayui KapToHHiii; no 20
TabneTtok y 6nictepi; no
1 6nicTepy B nauui
KapTOHHIiA

TOB «TeBa
YkpaiHa»

YKpaiHa

BankaHdapma-
AynHunusa AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3MiHM 3 AKOCTI.
CeprtuchikaT BignosigHocTi/l'E-
cepTudikaTt BiAMNOBIAHOCTI
€Bponeliicbkii
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
chapmakonei: ana Adl; ons
BUXiAHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[,0MOMiDKHOT peYOBMHM

6e3 peyenma

UA/3271/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
noAaHHA OHOBEHOTO cepTudikara
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei Ne R1-CEP 2005-
143-Rev 01 (3aTBepxeHo: R1-
CEP 2005-143-Rev 00) gns Ad|
MeTawmi3ony HaTpito Big BXe
3aTBepxeHoro Bupo6Hrka HEBEI
JIHENG (GROUP)
PHARMACEUTICAL CO., LTD.,
Kutaid, y Hacnifok 3miHv agpecu
BNacHuka cepTtuddikara ta
BMPOGHMYOT AinbHNLi Ha No.1
Weiwu Street Hengshui Industrial
Park China-053 000 Hengshui
City, Hebei Province.

212.

CEAA/TIH N0C

Tabnetku, no 10
Tabnetok y 6nictepi; no
1 a6o 2, abo 5 6nicTepi
y nauLi KapToHHiit; no 20
Tabnetok y 6nictepi; no
1 6nicTepy B mauui
KapTOHHIlA

TOB "TeBa YkpaiHa"

YKpaiHa

BankaHdapma-
AynHnusa AT

Bonrapis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHeceHi J0 IHCTpykuii gns
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"B3aemogis 3 iHWMMW SliKkapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3actocyBaHHs", "Mob6iuHi peakwyi
o0 6e3neky 3acToCyBaHHs
NikapcbKoro 3acoby; BBeAEHHS
3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/3271/01/01

213.

CEPNI®T

TabneTkn, BKPUTI
060n0HkKot0, No 100 wmr,
no 14 tabneTtok y
6nicTepi; no 2 6nictepn
B KapTOHHIi Kopo6ui

CaH
dapmacbloTUKan
IHaacTpi3 Mivitesq

IHais

CaH
PapmacboTuKa
IHpacTpi3 Nlimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHnX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTtemy thapmakoHarnsagy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3fiicHeHHs1 chapMakoHarasgy

3a peyernmom

UA/4446/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

214.

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.

[Oitova pepakuin: Dr. Rajinder K

Vivek Ahuja. 3mMiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg,. BeegerHs
agpecu MicLe3HaxXoMKeHHS
MacTep-caiina cucremm
chapmakoHarnsgy. BeegeHHs
agpecw, ae 34iNCHI0ETbCA
OCHOBHa fjsIfIbHICTb 3
chapmakoHarisgy.

Jalali. MponoHosaHa pepakuis: Dr.

CEPNI®T

TabneTku, BKPUTI
060/10HKOH0, No 50 wmr,
no 14 tabnetok y
6nictepi; no 2 6nictepu
B KapTOHHI kopo6Lyi

CaH
PapmacboTuKan
IHgacTpi3 Nimiten

IHais

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq,

IHais

3MiHY | TUNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CobM 3as1BHMKa,
BignoBiganbHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Dr. Rajinder K
Jalali. MponoHoBaHa pepakuis: Dr.
Vivek Ahuja. 3miHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0cobu,
BignoBiganbHOI 3a
thapmakoHarnsg. BeegeHHs

afipecn MicLie3HaXoMKEeHHs!

3a peyenmom

UA/4446/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMacTep-caiina cucremm
thapmakoHarnsigy. BeegeHHs
aapecy, ae 34iiCHI0ETLCSA
OCHOBHa fiSiNIbHICTb 3
hapmMakoHarnsgy.

215.

216.

CUBYTIH

CUHEPTEH

Tabnetkn no 5 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y naywi

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUIN
3ABO4"

Ykpaina

AT "KI/ITBCbKI\/J n
BITAMIHHNA
3ABOA"

Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNYy - 3MiHK 3
faKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadil.
MoaaHHsA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BWJTyYEHHs cepTudikaTa
BIANOBIAHOCTI EBPONENChKili
thapmakonei: gns Adl; ans
BMXiZAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MNOMDKHOT PEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakoner) -
OHoBneHW cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChKili
thapmakonei Ne R1-CEP 1998-
143-Rev 06 (3aTBEepaxeHO: R1-
CEP 1998-143-Rev 05) ans
Ait04O0T PEYOBVHN OKCUBYTUHIHY
riapoxnopuay Bif 3aTBEPKEHOIO
Bmpo6Huka PCAS, FRANCE. Ak
HacnifoK: BUNyYEHHS BUPOBHNYOT
ninbHUUi PCAS Finland Oy,
FINLAND Ta 3MiHM y Ha3Bi
BMpo6bHuka(6yno: PCAS (SELOC
FRANCE SITE), FRANCE; ctano:
PCAS, FRANCE); Buny4eHHs
MeTOAVKMN 3a NOKa3HUKOM «Baxki
MeTann»; BHECEHHS YTOUHEHHS [10
METOAVKMN 38 MOKa3HNKOM

«CynpoBigHi AOMILLKM»

3a peyenmom

UA/6115/01/01

NOPOLLOK A/15 PO3UNHY
ans iHdysii, 1 dnakoH
(o6'emom 30 mn a6o 100
MJ1) 3 MOPOLLUKOM Y
KapTOHHI KopoobLi

CaH
PapmacboTuKan
IHaacTpi3 flimiTes

IHais

CaH
dapmacbloTUKan
IHpacTpi3 flimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHM Wo80
6e3nekn/edeKTBHOCTI Ta

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3araslbHEHUX JaHuX Npo

cucTemy dhapmakoHarnsay

3a peyenmom

UA/9191/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.

[itoua pepaxkuis: Dr. Rajinder K
Jalali. MponoHoBaHa pepakuis: Dr.
Vivek Ahuja. 3miHa KOHTaKTHUX
[aHnX YNOBHOBAaXEHOI 0co6H,
BignoBiganbHOI 3a
hapmakoHarnsg. BeegeHHs
afipecu MiCcLie3HaxoMKeHHS
macTep-chaiina cuctemm
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHI0ETbCA
OCHOBHa iSNbHICTb 3
hapmakoHarnsgy.

217.

CUH®IOPUKC™
BAKUVIHA AN1s1
NPODINTAKTUKN
MHEBMOKOKOBOI
IHOEKLJI
(MONMICAXAPUAHMN
W AHTUTEH) TA
HETUMOBAHOI
FEMO®INTbHOI
IHOEKLY,
KOH’HOrOBAHA,
AICOPEOBAHA

CycneHsis ons iH'ekujin,
no 1 aosi (0,5 mn)
cycnensii Ans iH'exuini y
nonepegHL0
HarnoBHEHOMY CK/ISIHOMY
LINpUL Y KOMMAIEKTI 3
OpHi€eto ronkoro abo 3
[BOMa rofikamu Ta 6e3
rosiok; 1 nonepegHL0
HamnoBHEHWI Wwnpu, 3
ronkoto abo fgsoma
ronkamu, abo 6e3 ronok
y iHAVBIgya/IbHOMY
repMeTnyHo
3anakoBaHoMy
nnacTyKoBoMy
KOHTeliHepi; no 1
nnacTykoBoMy
KOHTEHepY Y KapTOHHIl

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BputaHis

nakcoCmiTKnsiiH
Bionompxikans C.A.

.Benbria

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3miHu 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[O0MyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Y NPOLLECI
BMPOGHMLTBA AD| (3BYXXEHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - 3mMiHa KpuTepito
NPUAHATHOCTI AN BUNPOBYBaHHS
Endotoxin content by chromogenic
kinetic method gns TectyBaHHsA
YCiX TUMIB OYMLLEEHNX
nonicaxapugis (purified PS bulks),
OCKIiNbKW [0AATKOBUIA AECATKOBUIA
3HaK MOMW/IKOBO NPOMNyCKaBCs

3a peyernmom

UA/15363/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
kopobui; no 1 gosi (0,5 paHile.
MJ1) cycneHsii ans 3MiHu 3 gKocTi. A®l. KoHTponb
iH'eKLili y nonepesHb0 A®Il. 3miHa y napameTpax
HarnoBHEHOMY CK/ISSHOMY cneuudikauin Ta/abo AonycTuMmx
wnpuuyi; no 10 wnpuuis MeX, BU3HaYeHUX y cneuudikauisx
3 10 ronkamun abo 6e3 Ha A®l, a60 BUXigHWIA/NPOMIDKHNIA
rO/OK y IHAUBIAYaTbHUX npoaykT/peareHT, wo
repMeTnyHo BUKOPVCTOBYHOTHCS Y NPOLEC
3anaxkoBaHnx BUPOGHMLTBA AD| (3BY>KEHHSA
NNacTUKOBUX [OMYyCTUMUX MEX, BU3HAYEHUX Y
KOHTEliHepax y cneuudikawii) - BUNyYeHHs
KapTOHHI kopo6Li; no 1 a/lbTepHaTVBHOIO MeToay
no3i (0,5 mn) cycnensii LOCTiHKEHHA pO3noainy
ANs iH'eKUiid y MONEKYNAPHUX po3mipis Milecular
MOHOZ,030BOMY size distribution test by HPLC
CKNsiHOMY h1aKoHi; No using GMPWXL columns gns
1, 10 a6o 100 chnakoHiB TEeCTYBaHHSA YCiX TUMIB OYULLEHNX
Y KapTOHHili kopobui; No nonicaxapugis (purified PS bulks)
2 po3wu (1 mn) cycneHsii Ta KOH'loroBaHux nosicaxapugis
ANs iH'eKUiid y (conjugate bulks) npu Bunycky Ta
MYNbTUA,030BOMY NpW BUBYEHHI CTaBINbHICTI.
chnakoHi; no 100
(h/1aKOHIB Y KapTOHHIl
Kopob6ui. MapkyBaHHS
YKPaIHCbKOK MOBOH
218. | CIMY/NIEKT® niodpinizat ANs po3vnHy Hosaprtic ®apma Al LLiBeiiuapis Bupo6bHuuTBO LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17146/01/01
Ans iH'ekuin/iHdysili, no nikapcbkoro 3acoby AscTpis marepianis: AOMiHICTpaTUBHi
20 wmr; 1 chnakoH 3 3a NOBHUM LIUK/IOM ®paHuis 3MiHW. BunyyeHHs BUpO6HUYOT

niocpinizatom y
KOMMNEKTi 3
PO34YMHHMKOM (5 MN
BOAM ANS1 iH'EKL) B
amny”ni, B KAPTOHHIN
Kopobui

Ta BTOPVHHE
nakyBaHHs, BUNYyCK
cepil po34nHHYKa:

HosapTic ®apma
LLTelin AT,
LLiBeiuapis;

KOHTpOsb SiKOCTI

nikapcbKoro 3acoby:

HoBaprtic ®apma Al

LLiBeiilapis;
BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
naxkyBaHHs
po3unHHuKa: Takega
ABcTpis 'M6X,
ABCTPIfi; KOHTPO/b
AKOCTi PO3YMHHMKA:
ATEC pas IME[,
ABCTpISi;
BUPOBHMUTBO,

OinbHULI (BKNOYAKOUN AiNbHULI
ans A®l, npoMiXXHOro NpoAyKTy
ab0o roToBOro fikapcbKoro 3acoby,
OiNbHUL ANS NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBeAEHHS KOHTPO/0
cepii) abo nocTayasibHMKa
BVXiJHOTO MaTtepiany, peareHty
ab0 AONOMDKHOT PeYOBUHU (SIKLLLO
3a3HaYeHo Y J0CbE) - BHECEHHS
3MiHM 0 MaTepianis
peecTpadiiHoro gocke (8o
po3giny 3.2.S.2.1 Bupo6Huk(n)), a
came- BUTyYeHHS [i/TbHUL
Novartis Pharma AG, Switzerland
(Lichtstrasse 35, 4056 Basel), sik
OiNbHULI BigNoBigabHOT 3a
BUpo6HULUTBO API 6asunikcimady y
3B'A3KY 3 MPUMUHEHHAM
BMpo6HULUTBa AP| Ha aaHii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/b SKOCTI, AinsHui. BUpo6HWYi ginbHuLi, Wo
nepBuHHE 3a/MLLINANCH —BUKOHYIOTb Ti cami
nakyBaHHs QOYHKLT, WO BUYyYeEHa.
PO3UMHHYIKA:
[enbdapm [iKoH,
PpaHuis
219. | CIHYMAKC cnpeii HasasIbHUIA, TOB "BAJIAPTIH YkpaiHa TOB "Mikpodpapm” YkpaiHa BHeceHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/17382/01/01

[o30BaHunii 0,05% no 10
r'y conakoHi 3
posnuntoBayem; no 1
hnakoHy y nauui

DAPMA"

MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHU Y BUPOGHULTBI. 3MiHN Y
npoueci BUpOOHULITBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOUaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO /liKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci
BUPOGHMLTBA) - BHECEHHS 3MiH 0
posginy 3.2.P.3. MNMpouec
BMPOGHMLITBA NiKapCbKOro 3acoby,
30kpema: - Ha Cragii 2
MpurotyBaHHSA | hinbTpayis
PO3YMHIB - 3MEHLLEHO Ki/TbKICTb
3arpy3ok 3 4-x o 1-i 3arpysku
06yMOB/IEHO 3aMiHOK peakTopa
MEHLLIOro 06'eMy Ha peakTop
6inbLuoro o6'emy (po3mip cepii
3/IMLLNBCA HE3MIHHWI); - Ha
Cragii 1 MNigrotyBaHHs CYPOBYHY -
3a3HayeHa nigroToBka BoAW
oumnLEeHOI ANs onepauii 2.2.
MpuroTyBaHHA OCHOBW; - Ha
onepauii 2.1. NpuroTyBaHHsA
BOJHOrO PO34MHY KOMMOHEHTIB -
3MiHeHa TemnepaTypa
po3unHeHHs (3 30-35° C Ha 30-40°
C). 3anponoHoBaHui
TemnepaTtypHWil pexum He
npu3BOAUTL [0 HEraTVBHOIO
BMN/IMBY Ha SIKICTb MPOAYKTY, TaK K
BO/JHWI PO34MH KOMMOHEHTIB
3aBaHTaXYETbCSA B OCHOBY, Aka
HarpiTa fo Temnepatypm 55 - 60°
C. 3MiHeHuIi MOpAA0K 3arpy3ku
KOMMOHEHTIB - CroyaTky
3arpyxaroTb BOAY OUMLLEHY; - HA
onepauii 2.3. 3miLLlyBaHHSA OCHOBM
3 BOAHMM PO34YMHOM KOMMOHEHTIB -
3a3Ha4YeHnin Yac nepemillyBaHHs
KOMMNOHEHTIB nepej
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OXOM0KEHHAM A0 Temnepatypu
20-25° C; - onepauist 2.4.
dopmyBaHHA cepil - BuaaneHay
3B’A3KY 3 YCTAHOBKOI peakTopy
6inbLuoro o06'emy; Ha Bcix
TEXHOMOTIYHNX onepaLisx
BMPOGHNYOro NpoLecy 3a3HavyeHo
napameTpu, ki KOHTPONIOKOTHCS,
BHECEHHS pejakLinH1X NpaBok.
220. | COMATYNIH PO34MH ANs iH'eKLi INCEH ®APMA ®paHuis INCEH ®APMA ®paHuis BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/13432/01/01
AYTOXE/Nb 120 NPOJSIOHIOBaHOro BIOTEK mMartepianis: 3mMiHY LWOA0
Mr BMBINIbHEHHS, 120 Mr 6e3nekn/edpeKTNBHOCTI Ta
/wnpuy, no 1 thapmakoHarnagy. 3MiHu y
nonepegHLo KOpOTKill XxapakTepuctu,i
HanoOBHEHOMY LUNpULY NiKapcbKoro 3acoby, TekcTi
[N 0fHOPa30BOro MapKyBaHHS Ta IHCTPYKLT A1s
BUKOPUCTaHHA MICTKICTIO MEJMNYHOrO 3aCTOCYBaHHS y
0,5 Mn 3 aBTOMaTNYHOIO 3B'A13KY i3 HOBUMW JaHUMU 3
3axMCHOK cucTemoto, 1 SAKOCTi, AOKMIHIYHUMM, KTiHIYHMM
ronkoto (1,2x20 mm) B OaHumy Ta JaHumu 3
3aX1CHOMY KOBMauky y thapmakoHarnsgy - 3MiH1M BHECEHO
6araroLiapoBomMy 00 IHCTPYKUiT AN MeanyHoro
nakeTyKy B KapTOHHIlA 3aCTOCYyBaHHSA Nikapcbkoro 3acoby
Kopoobui [0 po3ginis "Ocob6nunBocCTi
3actocyBaHHs", "Mo6iuHi peakuyji”,
a TakoX 06'egHaHHA OKPemmxX
IHCTPYKLi A5 KOXHOro
[03yBaHHsA NikapcbKoro 3acoby B
O Hy 3arasibHy iHCTPYKLUit0 A1A
MeAUYHOro 3acTocyBaHHs (3
BiAMNOBIAHUMN pefakUiiHUMK
npaskamu B TeKCTi). BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
221. | COMATYNIH PO34UH A5 iH'eKL;iA INCEH ®APMA dpaHuis INCEH ®APMA PpaHuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13432/01/02
AYTOXENb 60 MI' NPOSIOHroBaHOro BIOTEK marepianis: 3miHM Wo80

BMBI/IbHEHHS, 60 Mr
/wnpuu, no 1
nonepeAHbL0
HarnoBHEHOMY LINPULY
[N 0fHOPa30BOro
BMKOPUCTaHHSA MIiCTKICTHO
0,5 Mn 3 aBTOMATUYHOIO
3aXMCHOI cMcTeMoto, 1
ronkoto (1,2x20 mm) B
3aXMCHOMY KOBMaukKy y
6araToLiapoBomy
nakeTuKy B KapTOHHIi
Kopobui

6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKiil XapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLIii Ans
MeJMNYHOro 3aCTOCYBaHHS y
3B’AA3KY i3 HOBUMW JaHuMu 3
SAKOCTI, AOKTIHIYHUMM, KiHIYHUMU
JaHMMK Ta JaHuMK 3
hapmakoHarnsgy - 3mMiH1 BHeCEHO
00 [HCTPpYKUiT oNs MeguyHoro
3acToCyBaHHS NikapCbKoro 3acoby
00 po3ainis "OcobmBocTi

182




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3actocyBaHHs", "Mo6iuHi peakuyji”,
a TakoX 06'egHaHHA OKPemMunxX
IHCTPYKLiM [N51 KOXXHOTO
[03yBaHHA NikapcbKoro 3acoby B
OfHy 3arasibHy iHCTPYKLUit0 A/1A
MeAUYHOro 3acTocyBaHHs (3
BiAMNOBIAHUMW pefakUiiHUMmn
npaskamu B TeKCTi). BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
222. | COMATYNIH PO34UH AN1s1 iH'eKLin INCEH ®APMA dpaHuin INCEH ®APMA PpaHuin BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/13432/01/03
AYTOXXENb 90 MI' NPOJIOHroOBaHOro BIOTEK marepianis: 3miHu Wo80
BMBINTIbHEHHS, 90 Mr 6e3nekn/edreKTMBHOCTI Ta
/wnpuy; no 1 thapmakoHarnsgy. 3miHu y
nonepeaHL0 KOPOTKIil xapakTepucTumui
HarnoBHEHOMY LUNPULY NiKapcbKoro 3acoby, TEKCTi
[N 0f4HOPa30BOro MapKyBaHHS Ta iHCTPYKLIT A1
BMKOPUCTaHHSA MIiCTKICTHO MeANYHOro 3aCToCyBaHHA y
0,5 Mn 3 aBTOMaTUYHOIO 3B’A3KY i3 HOBUMM JaHNMU 3
3axMCHOK cuctemoto, 1 AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
ronkoto (1,2x20 mm) B AaHumy Ta AaHnumu 3
3aXMCHOMY KOBMauKy y dhapmakoHarnsgy - 3miHM BHECEHO
bararoLlapoBomMy 00 [HCTPYKUiT 4N MeguyHoro
NakeTUKy B KAPTOHHIl 3acToCyBaHHS NikapCbKoro 3acoby
Kopobui [0 posginis "OcobnusocTi
3acTocyBaHHA", "lMo6iuHi peakuii”,
a TakoX 06'eJHaHHA OKpeMuX
IHCTPYKLi A5 KOXXHOTO
[,03yBaHHS /ikapcbKoro 3acoby B
OfHY 3arasibHy iHCTPYKLto ANs
MeAMYHOro 3acTOCYBaHHA (3
BiANOBIAHUMW pefakUitHUMK
npaskamu B TeKCTi). BBegeHHs
3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
223. | CMA3MAJ/TTOH® Tabnetkn, no 10 TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/7059/01/01
Tabnetok y 6nictepi, no YkpaiHa» AynHnus AT marepianis: 3MiHu | TUnNYy - 3MiHK

1 a6o 2, abono 5
6nicTepiB y KAPTOHHIN
Kopo6ui; no 20 TabneTok
y 6nictepi, no 1 6nictepi
B KapTOHHIi kopo6Lyi

wofo 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3nekn
3acToCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepioa, abo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

224,

SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rof>keHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHU
BHECEHO A0 IHCTPYKUIiT Ans
MeAUYHOr0o 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amu Ta iHLWi B1am
B3aemogiit”, "OcobmBocTi
3actocyBaHHs", "MobiuHi peakwyi"
BiANOBIAHO 4,0 OHOB/IEHOT
iHchopmawuii 3 6e3neku
3aCTOCYBaHHS fjil0UNX PEYOBHH.
BBefeHHA 3MiH NPOTArom 6-1m
MicALIB MiCNsA 3aTBEP)KEHHS

CNA3MIN-M

TabneTku, no 10
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
nauui

AT "Codpapma"

Bonrapis

BMPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPVHHA
ynakoska: AT
«®PapmaLeBTUYHI
3aBogmn Minee»,
Bonrapisi; fo3Bin Ha
BUMNYCK cepii: AT
"Cocpapma”,
Bonrapis

Bonrapis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3mMiHY LWOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigkeHs 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
AIK pe3ynbTaT OLiHKV 3BITY 3
JocnifKeHb, NpoBefeHnx
BiANOBIAHO [0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHy y3ro[pKeHO 3 KOMMETEHTHUM
YNOBHOBaXeHUM opraHom) (B.1.3.
(a) 1AHN)
3MiHU BHECEHO A0 IHCTPYKUiT Ans
MeAMUYHOr0o 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMM SliKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3actocyBaHHs", "MMob6iuHi peakwyi
BiANOBIAHO 0 OHOB/IEHOT
iHdhopmawuii 3 6e3neku
3aCTOCYBaHHSA fil0UYNX PEYOBHH.

6e3 peyenma

UA/9012/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

225,

CNEKTPINA

NOPOLLIOK A/1A
KOHLeHTpaTy Ans
PO34nHy An8 iHdy3iii, No
10000 0[; 1 a6o 5
N1aKoHIB 3 NOPOLLKOM Y
KapTOHHilA KOpO6L

Mepak esenbwadt
dotop KAiHiwe
Lneuiansnpenapar
e M6X

HimeuunHa

BMPOGHVK, LLO
Bignosigae 3a
MapKyBaHHs
BTOPUHHE
nakyBaHHS Ta 3a
BUMNYCK cepii: Megak
le3enbladT drop
KNiHiLe
Lnevuiansnpenapat
e M6X, HimeuunHa;
BUPOGHUK, L0
Bignosigae 3a
BMPOGHMLTBO
roToBOT NiKapcbKoil
hopmu, NepBUHHE
nakyBaHHs,
BMNPO6YBaHHA/KOHT
ponb cepii:
PeHTWwNEp
Biochapma CE,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHY LWOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(u) [0 3060B'A3aHb Ta YMOB
BMAAui peecTpaujiitHoro
nocBig4YeHHs, Bkoyatoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHsA 3MiH(1), sKi(a)
B/MaratTb(€) NogasbLIOro
06r'pyHTYBaHHSA HOBUMM
[04AaTKOBUM AaHVMU, L0 MaroTb
Ha/faBaTnca KOMNETEHTHUM
opraHoMm, OCKiflbk BUMaraeTbcs
CyTTEBA OLIiHKA KOMMNETEHTHUM
OpraHom) - 3asBHUKOM HaJaHo
OHOB/IEHUIA NNaH ynpasBiHHA
pu3snkamm Bepcia 12. 3MiHn
BHECEHO A0 YacTuH: |l
«Cneyudikauist 3 6esneku», Il
«Mnan 3 dhapmakoHarnagy», IV
«[lMnaHn wopano
nicnsipeecTpauiiHux focnigpkeHb
ehekTUBHOCTI», V «3axoau 3
MiHimi3auii pusukie», VI «Pestome
nnaHy ynpas/iHHA pusnkamm», VI
«Jlopatkm» Ha OCHOBI faHuX B
NOTOYHOMY AOCHIMKEHHI WOA0
ethekTnBHOCTI Ta 6e3neku B
nicnapeecTpauiHomy gocsigi MC-
Spectrila.1/ALL. MNpobnemn
6e3nekun 3 ocTaHHbOT Bepcii MYP
11, AKi He NOTpebyoTb
[0AaTKOBMX 3ax0fiB 3
dhapmakoHarnsgy 4v 4oAaTkoBUX
3axopis 3 MiHiMi3auii pu3vikis, 6ynn
BuAaseHi BignosigHo o GVP,
rev.2. CTpykTypy NyPa 6yno
OHOBJ/IEHO BiANOBIAHO [0
pekomeHgauiin Guideline on good
pharmacovigilance practices
(GVP) Module V - Risk
management systems (Rev 2)

3a peyenmom

UA/17474/01/01

226.

CTPENCINIC®
nnoc

NbOAAHWNKM; No 8
NbOASAHUKIB Y 6icTepi;
no 2 6nictepu B
KapTOHHIlA KOpooLi

PekkiTT BeHkizep
Xerckep
IHTepHewwHn JlimiTeq,

Benvka
BpuTanis

PekkiTT BeHkizep
Xenckep
IHTepHewHn flimiTeq,

Benwuka
BpuTtaHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHECEHO B iHCTPYKL,il0 Ans
MeAMUYHOr0o 3aCTOCYBaHHS
nNikapcbKoro 3acoby 4o po3ainy
"Mo6iyHi peakuii” BigNoBigHO A0

6e3 peyenma

UA/3915/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OHOBJIEHOT iHdhopMaLii 3 6e3neku

3acToCyBaHHSA Ait040l peHOBUHN.

BBefeHHHSA 3MiH NpoTsAroM 6-Tu
MICALIB MiC/1SA 3aTBEPKEHHS

2217.

CYNb®APIMH®

Masb, 10 mr/rno 50 ry
Ty6i asltoMmiHieBii; no 1
Ty6i y KapTOHHIli navui

AT "T'piHgekc"

Natsis

AT TanniHHcbKwit
thapmaLeBTUYHWI
3aBopg, EcToHis; AT
"I'piHaekc”, Natsis

Narsis,
EcToHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkouYaoun
AianasoH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (36inbLUeHHs
[0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -
36iMbLIEHHS po3Mipy cepii Ao 720
Kr i3 36epeXeHHsiIM nonepeaHLoro
po3wmipy cepii 180 kr; 3miHu | Tvny
- 3MiHK 3 sIKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOMO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci
BUPOBHULTBA) - He3HauHi 3MiHU y
n. 3.2.P.3.3tan.3.2.P.3.4 ana
onTUMi3aujii BUpO6GHMLTBA Y
3B'A3KY i3 36i/IbLUEHHAM PO3Mipy
cepii

3a peyenmom

UA/7355/01/01

228.

TATPICCO

TabneTku, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
no 40 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepU y KapTOHHIN
Kopobui

ACTPA3EHEKA Ab

LLBeuis

AcTpa3eHeka Ab

LBewis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
3anponoHOBaHO BBEAEHHS

KomnaHito JOTTiKOH EKCkto3unB
CuHTesuc Al (Dottikon Exclusive
Synthesis AG), Lseliuapis, sk
[04aTKOBOro BUPOGHWMKA Ajito4oi
pPEYOBUHM OCUMEPTUHIBY Me3unaT
Ta AiNbHULI 3 MPOBEAEHHS
BUNPOOYBaHb KOHTPOJIO AKOCTI;
3MiHKM | TUNY - HE3HaYHa 3MiHa Y
npoueci BupobHuutea A®l, a
came, 3MiHa JOMYCTUMUX MeX

HITPOAjaMiHy Ta nanagio Ha eTani

AZD9291 Aniline (OHOBAEHHA Y .

3.2.5.2.2. Onuc BUpo6HUYOro
npoLiecy Ta 1oro KOHTPOso):
3anpornoHosaHo: AZD9291

3a peyenmom

UA/16232/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Nitrodiamine and palladium on
carbon catalyst (0.0045 to 0.0072
molar equivalents); 3miHu | Tuny -

3anponoHOBaHO 30i/bLUEHHS
po3mipy cepili 3 NOTOYHOrO
po3Mmipy 74 Kr Bi/IbHOi OCHOBM
AZD9291 npwv BBELEHHI B NpoLec
BMPOGHMLTBA OCUMEPTHHIOY

Me3unar [0 3anporoHoBaHoro

po3mipy 157 Kr BiflbHOT OCHOBY
AZD9291 npu BBELEHHI B npoLec

BMPOGHMLTBA OCUMEPTUHIOY
mesunar

229.

TAIPICCO

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 80 wr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopobui

ACTPA3EHEKA Ab

Lseuis

AcTpa3eHeka Ab

LiBeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
3anpornoHoBaHO BBEAEHHS

KoMnaHito JOTTikoH EKCk/1031B
CuHTesuc Al (Dottikon Exclusive
Synthesis AG), LBeliyapis, sk
[0[aTKOBOro BUPOGHMKA Aito4oTl

PeyYoBUHN OCUMEPTUHIOY Me3unar

Ta AiNbHULI 3 MPOBEAEHHS
BMNPO6YBaHb KOHTPOJIO SAKOCTI;
3MiHW | TMNy - He3HayHa 3MiHa y

npoueci BupobHuutea A®l, a
came, 3MiHa A0NYyCTUMUX MeX

HiTpodiamiHy Ta nanagito Ha eTani

AZD9291 Aniline (OHOBAEHHA Y .

3.2.S.2.2. Onuc BUpOo6HUYOro
npouecy Ta ioro KOHTPO/II):
3anpornoHoBaHo: AZD9291

Nitrodiamine and palladium on

carbon catalyst (0.0045 to 0.0072

molar equivalents); 3miHu | Tuny -

3anpornoHoBaHo 36i/bLIEeHHSA
pPO3Mipy cepiit 3 NOTOYHOro
po3Mmipy 74 Kr Bi/IbHOi OCHOBM

AZD9291 npu BBELEHHI B npoLec

BVMPOGHMLTBA OCUMEPTUHIOY
me3unar o 3anporoHOBaHOro
po3Mipy 157 Kr BisibHOT OCHOBU

AZD9291 npwv BBELEHHI B NpoLec

BVMPOGHMLTBA OCUMEPTHHIOY
mesunar

3a peyenmom

UA/16232/01/02

230.

TAUTELUMKNIH-
BICTA

niodhinisat gnsa po3unHy
Ans iHdysiii no 50 wmr,
no 10 donakoHiB 3
MOPOLLKOM Y KapTOHHiIl
Kopobui

Mictpan Kenitan
MeHeXmeHT
Nimiteq

AHrnis

BEM Inauy CaH. Be
Tik. A.C.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO A0 IHCTPYKLUiT AN
MeANYHOro 3aCTOCYBaHHS
NiKapCbKOro 3acoby y po3ainu:

3a peyernmom

UA/18387/01/01
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"B3aemogis 3 iHWMMM SliKapCbKUMu
3aco6amu Ta iHLWi B1am
B3aemogiit”, "OcobmBocTi
3actocyBaHHs", "MobiuHi peakwyi
3rifHO 3 iHhopmaLieto Wwoao
MEJUYHOI0 3aCTOCYBaHHS
pedhepeHTHOro JlikapCbkoro
3acoby (TUTALLW, nioginizat
NS pPO34nHY Ans iHdy3iid, no 50
Mr). BBegeHHs 3MiH NpoTarom 6-Tu
MicsILiB Micns 3aTBepoKEHHS

231.

TAKTPON

Kancynu Teepai no 0,5
Mr, Mo 7 Kancyny
6nictepi, no 4 6nictepu
B KOpo6ui; no 10 kancyn
y 6nicTepi, no 3
6nictepy B KOPO6L

TOB "TeBa YkpaiHa"

Ykpaina

TeBa
dapmaueBTikan
IHoacTpi3 /1T14.

I3painb

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHN | TUMY - 3MiHK
BHECEHI [0 iIHCTPYKUii aNns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"MpoTunokasaHHA", "B3aemogis 3
HWMKN NikapcbkrMmn 3acobamu Ta
iHWIi BMAW B3aemogiin”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHs",
"Mo6iuHi peakuyii" BigNoBIgHO A0
OHOBJIEHOI iHhopMaLii LWoao
6e3nekun 4it4oi pevyoBuHN;
BBEJEHHS 3MiH NPOTArom 3-X
MicsILiB Micnsi 3aTBEpPAKEHHS

3a peyernmom

UA/17353/01/01

232.

TAMICTONI®

cynosuTopii no 0,015 r,
no 5 cynosutopiiB y
6nicTepi, no 1 abo 2
6nictepu B nauuj

KHBMIT "ICHA"

YKpaiHa

MpAT "/lekxim -
Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUNYy - 3miHa Yy
MeToauLji BunpobyBaHHsA AdI 3a
NoKasHUKOM «pH», a came 3MiHa
KOHLeHTpaLii BunpobysBaHoro
pO34KHY - 3anponoHoBaHo: (4714
BM3HauYeHHs 6epyTb 0,01% po3unH
y Bogi P); 3MiHu Il Tuny - 3amiHa
KpUTEpIiB NPUAHATHOCTI y
cneuundikauii A®I 3a nokasHUKOM
«pH>» - 3anponoHoBaHo: (Big 3,8
[0 6,8); 3miHu Il TNy - 3miHa
KpUTEpIiB NPUAHATHOCTI y
cneungikauii A®I 3a NoOKa3HMKOM
«Bopga» - 3anponoHoBaHo: (Big 4,0
00 5,5%)

6e3 peyenma

UA/13948/01/01

233.

TAHTYM BEPAE®

NbOAAHUKUA 3 M'ATHUM
cmakom o 3 mr; no 10
NbOASAHUKIB Y CTiKY; No 2
a60 3 CTikv B KAPTOHHIl

AsieHge Kivike
PiyHiTe AHxeniHi
PpaHyecko

AK.P.A.®. C.n.A.

ITanis

BiANOBiAa/IbHWIA 32
BMPOGHNLTBO
Hepo3dgacoBaHOl

npoAayKLUii, NepBNUHHE

LLIBeliyapis
®paHuis
ITania

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3mMiHW | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs a6o

6e3 peyenma

UA/3920/03/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
naui Ta BTOPVIHHE 3MiHU [0 y3araslbHEHVX AaHnX Npo
nakysaHHs: Al AT, cuctemy hapmakoHarnsgy
LBeliuapis; (BBEAEHHSA Y3araslbHEHUX AaHWX
BiANOBIAa/IbHNIA 32 npo cuctemy apmakoHarnsgy,
noBHW umkn: N'EP 3MiHa YNOBHOBaXEHOI 0Co6H,
®ABP MEAIKAMAH BiiNOBIAaAbHOT 3a 34iICHEHHS
MPOAIOKCBOH, thapmakoHarnsay; KOHTakTHoOI
PpaHuis; ocobu 3 hapmakoHarnsgy
BiZiNOBIgabHUIA 3a 3aABHUKA A1 3MiACHEHHS
BTOPUHHE thapmakoHarnagy B YkpaiHi, SKLo
nakyBaHHs, BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
KOHTPOb SKOCTi Ta ocobw, BignoBiganbHOI 3a
BWMNYCK Cepil: 3[jiCHeHHs1 hapmMakoHarnsgy
AsieHge Kimike (BK/THOYAKOUM KOHTAKTHI AaHi)
PiyHiTe AHXeniHi Ta/abo 3MiHW Y PO3MILLEHHI
dpaHyecko MacTep-caiina cucremm
AKP.A®. C.nA., thapmakoHarnagy) - 3miHa
ITanis; KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
BiANOBiAA/IbHWIA 32 0Cco6M 3as1BHMKA, BignoBigasibHOT
nepBuHHe Ta 3a (papmakoHarnsg, B YkpaiHi -
BTOPVHHE nponoHoBaHa pefakuis: Fopinuk
nakyBaHHS: ApTem Bonognmuposuy; 3mMiHa
merP ®ABP KOHTaKTHUX AaHUX KOHTaKTHOI
MEAIKAMAH 0cobu ynoBHOBaXeHOT 0cobu
MPOAHOKCBHOH, 3as1BHMKA, BignoBiAa/IbHOT 3a
PpaHuis hapmMakoHarniag B YkpaiHi
234. | TAHTYM PO3A® rpaHynun ans AsieHge Kiwvike ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/4012/01/01

BariHa/IbHOro Po34nHy
no 500 wmr; no 10 cawe B
KapTOHHI Kopobui

PiyHiTe AHxeniHi
dpaHyecko
AK.P.A®. C.nA.

PiyHiTe AHxeniHi
dpaHyecko
AK.P.A®. C.nA.

marepianis: 3mMiHu | Tuny - 3MiHKn
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XEHOT
ocobwu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigaibHOT
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3a hapmakoHarnag B YkpaiHi -
nponoHoBaHa pefakuis: Mopinuk
ApTem Bonogumuposuny; 3miHa
KOHTaKTHUX aHnNX KOHTaKTHOT
0Cco6M YNoBHOBaXKEHOI 0Cco6YU
3asBHWKa, BiANOBIAaIbHOT 3a
dhapMakoHarsisg B YKpaiHi
235. | TUMOIrNobBYNIH® niochinizoBaHuii [xeHzalim FOpon HigepnaHan [bxeH3aim lpnaHg Benvka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15575/01/01
NMopoLLUOK AN B.B. Niviten, Ipnaxgis BpuTtaHis marepianis: 3miHu | Tuny -
NPUroTyBaHHS (nepBuHHa Ta ®paHuis BHECEHHS 3MiH 40 po3ainy

KOHLieHTpaTy Ans
po3unHy Ans iHdysii no
25mMrNel:nol
(h/1aKOHY B KapTOHHIii
Kopobui

BTOPWHHA yNakKoBKa,
[03BiN Ha BUMYCK
cepil); JxeH3ainm
NimiTen, Benvka

BpuTtaHis (BTOpuHHA

yrakoBKa);
[xeHzalim
Moniknoranc CAC,
®paHuia
(BUPOBHMLTBO
Hepo3acosaHoro
NpPoAYyKTY, A03BiN Ha
BUNYyCK cepii)

3.2.S.2.1. BUpO6HWKK(1), 6€3 3MiHU
MiCLA BUPOBHMLTBA,;
MPONOHYETHLCA BHECEHHS
He3HauYHUX TUnorpacivuHnx
BUMNpaB/iEHb Y PO3AiNn:
3.2.5.2.2.0nuc BUpo6HUYOro
npouecy Ta oro KOHTPOIo;
3.2.5.2.3. KoHTposb maTepianis;
BHECEHHS 3MiH 40 po3ainy
3.2.S.2.1. BUpO6HUK(1), 6€3 3MiHU
MicLs BUpO6HMLTBA -
3anponoHoBaHo: Suppliers of Red
Blood Cells; American Red Cross
(ARC) 4050 Lindell Boulevard St.
Louis, MO United States;
American Red Cross (ARC) 2201
Charlotte Ave Nashville, TN
TUnited States; Control of Red
Blood Cells; Creative Testing
Solutions 4050 Lindell Boulevard
St. Louis, MO United States;
Creative Testing Solutions 13500-
A south Point Blvd Charlotte NC
United States; nponoHyeTbcs
BHECEHHS HE3HAUYHUX
TUnorpadiuHMX BUNpaBeHb y
po3ginu: 3.2.S.2.2.0nunc
BMPOGHMYOro npouecy Ta iioro
KOHTpOst0; 3.2.S.2.3. KOHTpO/1b
marepianis; 3miHu | TUny -
3MiHa Ha3BW KoMNaHii-
cybnigpsaHvka, BignoBiAanbHOro
3a BUNpoOyBaHHA peareHTiB Ta
BMXIZHOT CUPOBUHW, 6€3 3MiHK
MicLA BUPOGHMLTBA:
3anpornoHoBaHo: SGS France,
France; 3MiHu | TUNY - BHECEHHS
3MiHM A0 matepianis
peecTpaLjiitHoro gocbe (4o
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3giny 3.2.S.2.1. Bupo6Huk(n) Ta
po3ainy 3.2.P.3.1. BUpo6HuK(1)) ,
a came - BUNYYEHHS
anbTepHaTUBHOI AiNbHUL
[xeHzaiim MoniknoHanc CAC,
dpaHuisa (1541 aBeHo Mapcesb
Mep’e, Byaisni C4 Ta C5 69280
MAPCI JTETYA/b) K AinsHKn,
BIANOBIAA/IbHOI 3@ BUKOHAHHSA
KOHTPOJI0 SIKOCTI cepii.
3aTBepmkeHi BUPOGHWYI fibHUL,
LLIO 3a/IULLNINCE — BUKOHYIOTb Ti
cami chyHKLUiT, L0 BUTyYeHa;
[ofaTkoBo, y po3gin 3.2.5.2.1
Bupo6HuK(1) 6ynun BHeceHi
TunorpadivHi BUNpaB/IeHHS:
BUMpPaB/IEHHA APYKapCbKOI
NOMWJIKM B Ha3Bi BUPOGHMKA
Vitrology Limited, United Kingdom
ctano: SGS Vitrology Limited,
United Kingdom; BHeCceHHS
YTOUHEHHS [0 (OYHKLiT BUPO6HMKaA
Sanofi-Pasteur, France - cTano:
Immunological quality controls,
animal testing, raw material testing

236.

TOBPUHEKCT
KOMBI

Kpanni O4Hi, cycneHsis,
no 5 mn cycnexsii y
chnakoHi-kpanesnbHuL,,
no 1 cpnakoHy-
KpanenbHuui y
KapTOHHIA Kopoo6Li

Hekcthapm MmbX,
Pecny6nika AscTpis

Pecny6nika
ABCTpis

PA®APM CA

Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: TEXHIYHA MOMUKA
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460),BunpasneHo
TEXHiIYHY MOMW/IKY B IHCTPYKLUi ANs
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3aini
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”
(rpamatuyHa NoMusKa).
3a3HayeHe BUMNpaB/IeHHA
BiANOBigae marepianam
peecTpaLiiiHoro Aockbe

3a peyenmom

UA/17537/01/01

237.

TPANKOP® 145 MI'

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOIO,
no 145 wmr, no 10
Tabnetok y 6nictepi; no
2 abo 3 bnictepu 'y
KapTOHHIlA KopooLi

AGG6OTT Jlaboparopis
m6eX

HimeyunHa

Bupo6HuLTBO in
bulk: IpnaHacbki
Nab6opaTtopii PypHbE
Nimiten, lpnaxgis;
MakyBaHHs, BUNYCK
Ta KOHTPO/Ib Cepiii:
Peundapm ®oHTeH,
PpaHuis

IpnaHgjs
PpaHuin

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTtepianis: 3mMiHu |l TMny - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeMNYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKAIHIYHUMM, KiHIYHUMK

3a peyernmom

UA/7921/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

JaHyMK Ta AaHumn 3
thapmakoHarnagy - 3MiHU BHECEHO
[0 IHCTPYKLIT 4na MeagnyHoro
3aCTOCyBaHHSA NikapCbknx 3acobis
00 po3gainy "Mo6iyHi peakuii”
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

238.

YHAEBIT

apaxe; no 50 gpaxe y
KOHTeliHepax
(6aHoukax); no 50
[Apaxe y KOHTelHepi
(6aHouy); no 1
KOHTeliHepy (6aHouL) y
nauuj

AT "KMIBCbKUI
BITAMIHHUI
3ABO/"

YKpaiHa

AT "KNIBCbKN
BITAMIHHWIA
3ABOJ"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3miHu Il Tuny - 3MiHn 3
akocTi. A®l. BupobHuuTtBo. 3miHa
BMPOGHMKA BUXIAHOro/NPOMIKHOrO
npoayKTy/peareHTy, Wo
BMKOPUCTOBYIOTbCSH Y
BMPO6HUYOMY npoveci Adl, abo
3MiHa BMPOGHWMKa (BKOUatouu, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sKOCTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei y 3aTBepaKeHoMy
[0cbe)(BBEAEHHA HOBOTrO
BUpOo6HUKa ADI 3 HagaHHAM
macTep-gaiina Ha Adl) - 3miHa
noB’A3aHa 3i 3MiHOK BUPOBHNYOT
OiNbHULI Bif, BXe 3aTBEPO)KEHOro
BUpo6HUKa TiaMiHy rigpoxnopuay
«Huazhong Pharmaceutical Co.,
Ltd.», China (3aTBepaxeHa
BMPOGHMYa AinbHuusa: No. 71 West
Chunyuan Road, Xiangyang,
Hubei, China; 3anponoHoBaHa
BMpOGHMYa AinbHuus: No. 118
Xianshan Road, Xiangyang City,
Hubei Province). Cy6cTaHuis
TiamiHy rigpoxnopwvg, 3 HOBOI Ta
3aTBEPAKEHOT BUPOBHNYMX
AiNbHWLB Mae CyMipHi cnoci
BMPOGHMLITBA Ta onNnc MeToay
CUHTE3y

6e3 peyenma

UA/7922/01/01

239.

YHOETAB

TabneTkn, BKPUTI
060/10HKOHO; Mo 10
TabneTtok y 6nictepi; no

AT "KI/ITBCbKI{II/I
BITAMIHH1IN
3ABOA"

Ykpaina

AT "KI/I'I'BCbKI{I n
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3mMiHu Il TMny - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa

6e3 peyenma

UA/4834/01/01
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Ne Ha3sBsa nikapcbko20

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
3 6nicTepu B nauui

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

240.

YPCOCAH®

TabneTkn, BKPUTI

BMPOGHMKA BUXiAHOro/NPOMKHOIO
npoAayKTy/peareHTy, Wo
BMKOPUCTOBYIOTbCSH Y
BMPO6HUYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYaouu, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposito skocTi) APl (3a
BifiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei y 3aTBepAKeHOMY
[ocbe)(BBEAEHHA HOBOTrO
BMPO6HUKa APl 3 HaAAHHAM
macTep-aiina Ha Adl) - 3miHa
noB’si3aHa 3i 3MiHOK BUPOBHUYOT
[OiNbHUL Big, BXe 3aTBepayKeHoro
BMPOGHMKa TiamiHy rigpoxnopvay
«Huazhong Pharmaceutical Co.,
Ltd.», China. Cy6cTaHuis TiamiHy
rigpoxnopug 3 HoBOI Ta
3aTBEepPAKEHOI BUPOOHNYMX
AiNbHWLB Mae CyMipHi cnoci
BMPOGHMLITBA Ta ONWC MeToay
CUHTE3y

241.

DOPTE

DABPA3NM®

NNiBKOBOK 060/TIOHKOIO,
no 500 mr no 10
Tabnetok B 6nicTepi, no
1 ab6o 2, abo 3, abo 5,
abo 6, abo 9, a6o 10
6nicTepiB y KAPTOHHIN
Kopobui

NOPOLLIOK A/1A

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNYy - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikayii Ta/abo AonycTUMmX
MEX rOTOBOro NiKapCbKoro 3acoby
(iHLWIi 3MiHW) - BHECEHHSA 3MiH J0
CneuumdpikaLii rotoBoro
nikapcbKoro 3acoby 3a
napameTpoM "Onuc". 3MiHun
BHECEHI B IHCTPYKL,t0 ANns
Me[MYHOr0 3aCTOCYBHHS
nikapcbKoro 3acoby y p.
"Nikapcbka oopma” (OCHOBHI
i3MKO-XiMiYHi BNacTuBOCTi).
BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB Micns 3aTBepAKEHHS

3a peyenmom

UA/17770/01/01

NPUroTyBaHHs
KoHueHTpaTty (5 mr/mn)
[N PO34nHY Ans
iHcpysiiA, no 5 Mr a6o no
35 mr y conakoHi; no 1
pNakoHy B KAPTOHHIl
Kopobui

[hxensaiim FOpon
B.B.

Higepnaxngu

BTOPUHHA YNaKoBKa,
[103BiN Ha BUMNYCK
cepii: [xeHzalim
Nimiten, Benvka
BputaHis;
BUPOGHMLTBO
KIHLLEBOro NPoAyKTy

(fill/finish), koHTpONb

Benvka
BpuTaHis
Ipnangis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TNy - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) -
OHOBJIEHHSA TEKCTY MapKyBaHHS
ynakoBKK NikapcbKkoro 3acoby (5
M) 3 BHECEHHAM iHchopmaLi

3a peyernmom

UA/10306/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cepii/BunpobyBaHHs,
nepBuHHa Ta
BTOPWHHA yNakoBKa,
[l03BiNT HA BUMYCK
cepii: [xeHzaiim
Ipnang Nivites,
Ipnangis

BMIMIipIOBaHHSA y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPL)KEHHS

242,

DEHKAPO/I®

Tabnetku no 25 mr, no
10 TabneTok y 6nicTepi;
no 2 6nictepu B navwyj 3
KapTOHY

AT "OnaiiHcpapm"

Natsis

AT "OnaiiHcpapm”

Nartsia

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -

3MiHWN BHECEHO B TEKCT

MapKyBaHHS YNakoBKW NiKapCbKoro

3acoby. BBefieHHs 3MiH NPOTArom

6-TV MiCALIIB MiC/1A 3aTBEPAKEHHS

6e3 peyenma

UA/3782/01/01

243.

DEHKAPO/I®

TabneTku no 10 mr, no
10 Tabnetok y 6nictepi,
no 2 6nictepun y nauui

AT "OnaiiHcpapm"

Natsis

AT "OnaiiHchapm”

Nartsia

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - 3mMiH1 BHeCEHO

B TEKCT MapKyBaHHS yNakoBKu/
nikapcbKoro 3acoby. BeeAeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/3782/01/02

244,

DEHKAPO/I®

TabneTku no 50 mr, no
15 TabneTok y 6nicTepi;
no 2 6nictepu B nayw 3
KapTOHY

AT "OnaitHgpapm”

Natsis

AT "OnaitHdapm"

Narteis

BHECEHHS 3MiH 40 peecTpaLiiHnx
mMartepianis: 3MiHu | TNy - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu) -

3MiHN BHECEHO B TEKCT

MapKyBaHHS YNakoBKW NiKapcbkoro

3acoby. BBefieHHs 3MiH NpOTSArom

6-TV MicAUiB Nicas 3aTBEPAKEHHS

6e3 peyenma

UA/3782/01/03

245,

®EPBEKC A/1A
JIOPOC/INX BE3
LYKPY

NOPOLLIOK AN1A
OpasIbHOT0 PO34MHY; NO
8 calle 3 NOPOLUKOM Y
KapTOHHilA KOpO6L

YMNCA CAC

PpaHLin

YMNCA CAC

®paHuin

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis: 3miHM Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BiAnoBifabHOI 3a
3iicHeHHs1 hapmakoHarasgy

6e3 peyenma

UA/5441/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii.
[itova pepakuin: BeHrep
Nogmuna AHaToniiBHa.
MponoHoBaHa pepakuis: JaHinosa
Napwuca BonogumupisHa.
3MiHa KOHTaKTHUX AaHnx
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asiBHUKA, BiANOBIAa/IbHOI
3a papmakoHarnag B Ykpaii.

246.

alTouncTon

36ip, no 1,5 r y cpinbTp-
nakeTi; no 20 qinbTp-
nakeTiB y nayui; no 1,5r
y qoinbTp-nakeTi; no 20
inbTp-nakeTiB y naydi 3
BHYTPILLHIM NaKkeToMm

MpAT "NikTpasun”

YKpaiHa

MpAT "MikTpasu”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHo fopaTtkoBy iHhopmaLito

y M. 17 TeKCTy mapKyBaHHS
BTOPWHHOT YNakoBKW NiKapCbKOro
3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEpPAKEHHS

6e3 peyenma

UA/14188/01/01

247.

DJIIKC

cnpeii HasaslbHUiA,
cycneHsis 0,05% no9r
abo 18ry
nonieTnaeHoBoMy
oNakoHi 3 HacoOCoM-
fosaropowm; no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

Jenbta Megiken
MpomoyLH3 Al

LLiBeiiuapis

ABJl IBPAXIM Inay
CaHai Be TimxapeT
ALl

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3MiHn
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy thapmakoHarniagy
(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOI
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifMiHHa Bif, yNOBHOBaXXeHO|
ocobw, BignoBiganbHoI 3a
34jiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-chaiina cuctemm
thapmakoHarnagy) - 3amiHa
YNOBHOB&XXEHOI 0CO6U 3asIBHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag. Jirova pegakuis:

3a peyenmom

UA/13463/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BeHrep Jllogmuna AHaToniiBHa.
MponoHoBaHa pepakuisa: JaHinosa
Napuca BonognmumpisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a (pbapmakoHarnag
248. | ®NIOKCAN® mMasb o4Ha 0,3 % no 31 TOB «BAYL YkpaiHa [p. Fepxapg MaHH HimeuunHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/8528/02/01
Masi y naMiHoBaHii Tyoi; XENC» XeM.-chapM. ®abpuk marepianis: 3mMiHu | Tuny - 3MiHun
no 1 Ty6i B KApTOHHIl 6X Lofo 6e3nekn/edekTMBHOCTI Ta
Kopobui thapmakoHarnagy (iHwi 3MiHn) -
3MiHN BHECEHO B TEKCT
MapKyBaHHS yMakoBKU iKapCbKOro
3acoby. TepmiH BBEAEHHS 3MiH
npoTarom 6 Micauis nicns
3aTBEPKEHHS
249. | ®NTYOKCETUHY MOPOLLIOK (Cy6CcTaHuis) y Yemo I6epika, C.A. IcnaHis Kimika CiHTeTika, IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/13610/01/01
rigpoxnoprup noaBiliHMX C.A. mMartepianis: 3mMiHu Il TMny - 3MiHK 3
nonieTuIeHoBMX skocTi. A®l. BUpo6bHMLTBO (iHLLI
naketax gns 3MiHW) - NOA4aHO OHOBJ/EHY BEPCIt0
hapMaLeBTUYHOIO DMF Ha A®I donyokceTuHy
3aCTOCYyBaHHA rigpoxnopuay Bif BUPOGHMKa
Quimica Sintetica, S.A., IcnaHia
(3aTBEpaxeHo: FX-QS1-Ed.02-
UA-EP, September 2019;
3anponoHoBaHo: FX-QS2-Ed.01-
EP, April 2021)
250. | POKYCUH® Kancynu Teepai 3 TOB "CaHogi- YkpaiHa C.C. «3eHTiBa C.A» PymyHist BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/3876/01/01

MoAandpiKkoBaHUM
BMBI/TbHEHHAM M0 0,4 Mr;
Ne 90 (10x9): no 10
Kancyn y 6nictepi; no 9
6nicTepiB y KAPTOHHIl
Kopo6ui; Ne 90 (15x6):
no 15 kancyn y 6nictepi;
no 6 6nictepis y
KapTOHHI KOpoOLyi

ABeHTIC YKpaiHa"

mMartepianis: 3MiHu | TNy - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
papmakoHarnsgy. 3miHm y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLii A5
MeANYHOro 3acTOCYBaHHs
reHepuyHnX/ribpuaHnx/6ionodioHn
X NiKapcbknx 3acobiB nicns
BHECEeHHS Tiel caMol 3MiHW Ha
pedhepeHTHW npenapat (3MiHa He
noTpebye HaflaHHS XOAHUX HOBUX
[04aTKOBUX AaHuX) - 3MiHU
BHECEHO [10 IHCTPYKLi ANns
MeJMYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ain
"Mo6iuHi peakwii" 3rigHo 3
iHhopmauieto WwoA0 MeguyHoro
3aCTOCYBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (OMHIK®,
Kancynu 3 mogndikoBaHum
BMBINIbHEHHAM, TBEpAi). BBEAEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHSA
251. | POCDHANOrENb renb opansHuii (12,38 r Actennac ®apma HigepnaHgn dapmaTnc dpaHuin BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/4381/01/01
20% rento/nakeT); no 20 tOpon B.B. marepianis: 3mMiHu | Tuny - 3MiHK
r resilo y naketi; no 20 Lofo 6e3nekn/edekTMBHOCTI Ta
nakeTiB y KapTOHHIi thapmakoHarnagy (iHwi 3MiHn) -
nauui 3MiHV BHECEHO A0 IHCTpYKUiT Ans
MeAUYHOr0o 3aCTOCYBaHHs
nNikapcbKoro 3acoby 4o po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHS"
BiANOBIAHO 0 MaTepianis
peecTpavuiiiHoro gocbe. BBeaeHHs
3MiH MPOTAroM 6-Tu MicsALiB nicns
3aTBEPAKEHHS
252. | ®TANA30N Tabnetku no 500 Mr no AT "ly6Huncbapm"” YkpaiHa AT "Nly6Hncpapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/5442/01/01

10 TabneTok y
6nictepax

mMartepianis: 3MiHu | TNy - 3MiHK
wofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3nekn
3acToCyBaHHS MikapCcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
K pe3ynbTart OLHKM 3BIiTY 3
AocnigKeHb, NpoBeAeHNX
BiAMNOBIAHO [0 NnaHy
negiatpuyHmx gocnipxers (PIP)
(iHWi 3MiHW) -
3MiHV BHeceHi A0 IHCTpyKUji ans
MeJUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"MpoTunokasaHHA", "B3aemogis 3
iHLWIMMK nikapcbkMMK 3acobamu Ta
iHWIi BMAW B3aemogii", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiyHi
peakuii” woao 6esneku
3acToCyBaHHSA NikapCbKoro
3acoby.

BBefeHHS 3MiH NpOTArom 6-1m
MicsLiB NiCNsA 3aTBEPAXKEHHS;
CynyTHA 3MiHa
- 3MiHM Wwoao
6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BHeceHHs abo
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpaujiinHoro
nocBigYeHHs, BkoYatoun Mnax
ynpasiHHA pr3vkamn (iHLWi 3MiHW)
- 3MiHM BHECEHO A0 YacTuH V
«3axoay 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpaeniHHs
pu3nkamMmn», y 3B’3Ky i3
OHOB/IEHHVUMY pekoMeHAaLisMu
PRAC. Pestome MNYP Bepcia 1.2
[0Aa€eTbCs.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHSI

253.

DY3IKYTAH®

Masb2%no5r, 151
a6o 30 ry Ty6i; no 1 Ty6i
B KapTOHHIi nav,i

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e MmM6X
ApuHarimitTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW JiKapCbKOro 3acoby - 3miHu
BHECEHI W00 Ha3BM NiKapCbKoro
3aco0y. 3aTBepaKeHo:
PY3IKYTAH (FUSICUTAN)
3anponoHoBaHo: PY3IKYTAH®
(FUSICUTAN) BBefeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS

3a peyenmom

UA/10307/02/01

254,

XABPUKC™ 1440
BAKLVHA ANA
NPO®INAKTUKN
FENATUTY A

cycneHsis ons iH'ekujn
1440 O ELISA no 1 mn
(1 po3a gns Jopocanx)
y thnakoHi; no 1
(h/1aKOHY B KapTOHHiiA
Kopo6ui; no 1 mn (1
[03a ANns fopocnux)) B
nonepeaHLo
HarnoBHEHOMY LUNPULL Y
KOMMN/IEKTI 3 FO/IKOI0; N0
1 Wwnpuuy B KAPTOHHINA
Kopo6ui; no 1 mn (1
[l03a 4Ns AOpOC/nX) y
donakoHi; no 1 dpnakoHy
B KapTOHHI Kopo6Ly; no
1 mn (1 po3a ansa
[opocnux) B
nonepeAHbL0
HarnoBHEHOMY LWNpuLi y
KOMMNNEKTi 3 rO/IKOI0; N0
1 wnpuuy B KAPTOHHIN
Kopoobui

"nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BpuTtaHis

nakcoCmiTKnsiiH

Bionopxikans C.A.

Benbria

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy

(BBEEHHSA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - amiHa

YMOBHOBaXXEHOT 0CObM 3as1BHMKA,

BignoBigasnbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis: Ap.

3a peyernmom

UA/16497/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

WeHc-Ynbpix WTermaxH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT

0ocobw, BignoBigasibHOI 3a
hapmakoHarnsag. 3miHa Homepy
Ta MicLe3HaxoMKeHHs MacTep-
thaiina

255.

XABPUKC™ 720
BAKUUHA And
APO®ITAKTUKN
FENATUTY A

cycneHsist ans iH'ekuji
720 O[1 ELISA, no 0,5
mn (1 go3sa ans giteid) y
hnakoHax Nel a6o
nonepeaHLo
HamMoBHEHMX LUMpULAaX
Nel y kOMMekTi 3
TO/IKOIO

FnakcoCmiTKNnsiiH
Ekcnopt flimiteq

Benvka
BpuTanis

nakcoCmiTKnsiiH
Bionomxikans C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHus abo

3MiHU [0 y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0coou,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepfakuis: Ap.
VeHc-Ynbpix LLTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa

KOHTaKTHUX JaHWX YNOBHOBaXXEHOT

ocobu, BiAnoBifabHOI 3a
thapmakoHarnag. 3mMiHa Homepy
Ta MiCLle3HaxXo4KeHHs1 macTep-
thaiina

3a peyenmom

UA/16497/01/01

256.

XENIAEPM NnOC

Kpemno 20r,no40r
a6o no 100 r y Ty6i; no 1
Ty6i y kOpobL,i 3 KapTOHY

ToBapuncTBO 3
obmexeHoo
BiANOBIAA/ILHICTIO
"®GapmaueBTuyHa
KoMnaHis "3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Kogy ATX - 3MiHM BHeCeHi o
IHCTPYKUIT AN MeguuHoro
3acToCyBaHHS NikapCbKoro 3acoby
y po3gin "®apmakotepaneBTuyHa
rpyna. Kog ATX" BignoBigHo Ao

6e3 peyenma

UA/13321/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MiXXHapOAHOro kacudikaTopa
BOO3
(https://www.whocc.no/atc_ddd_in
dex/) 3aTBEpOKeHO:
[epmatonoriyHi 3acobum.
Mpenapartu, LWo cnpusoTsL
3aroloBaHHI0 (pyOLtOBaHHIO) paH.
Kog ATX DO3A X50.
3anponoHoBaHo: MNpenapaTtu, Wo
CMNpYSAOTb 3aroloBaHHI0
(py6butoBaHHt0) paH. Kog ATX
DO3A X. BBefieHHS 3MiH NpOTArom
6-TW MicALIB Nic/ia 3aTBEPMKEHHS
257. | XOMBIO®- Kpanni opasbHi no 50 mn Xomsiopa HimeuyunHa CiHtepa [O-p. HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/7321/01/01
PEBMAH y donakoHi - kpanenbHuui | ApuHaimiTtens Ap. ®pigpixc Mv6X i Ko. marepianis: 3MiHN | TUMY - 3MiHW
; no 1 donakoHy- XarepopH M'v6X i Kr Loao 6e3nekn/edeKTMBHOCTI Ta
KpanesibHuLi B Ko. KI hapmMakoHarnagy - OHOBMEHHS
KapTOHHI Kopoobui TEKCTY MapKyBaHHA NepBUHHOI Ta
BTOPWHHOT YNakoBKW NiKapCbKOro
3acoby
258. | ULEPAKCOH® PO34uH Ans deppep Icnanis Ddeppep IcnaHis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/4464/02/01
nepopasnbHoro IHTepHaujoHasb, IHTepHaujioHanb, mMarepianis: TeXHiYHa noMusIKa
3acTocyBaHHs, 100 C.A. C.A. (3rigHo Haka3sy MO3 Big
mr/mn no 30 My 23.07.2015 Ne 460),
donakoHi; no 1 dpnakony BunpaBneHo TeXHIYHY NOMUIIKY Y
Ta 1 fo3yBasibHOMY TEeKCTi MapKyBaHHS BTOPUHHOI
LUNPULLY B KAPTOHHIi ynakoBku (cpnakoH no 30 mn) N13.
Kopo6ui; no 10 mny 3a3HayeHe BUMNpaB/IeHHSA
calue; no 10 cawe BignoBigae apxiBHUM matepianam
(1x10; 2x5) B KapTOHHiIiA peecTpavuiiiHoro Aocbe
Kopobui
259. | UEPBAPUKC™ cycneHsisi anst iH'ekw;jiin nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16310/01/01
BAKUVHA And no 0,5 mn (1 gosa) EkcnopT NlimiTeq BputaHis Bionogpxkikans C.A. MaTepianis: 3MiHu |l TMny - 3MiHK
MPO®INTAKTUKN cycneHsii aAns iH'exuiii y Lwoao 6e3nekn/edeKTBHOCTI Ta
3AXBOPHOBAHDb, nonepeaHLo thapmakoHarnagy. 3miHa y
o HanoOBHEHOMY LUNPULi 3 KOPOTKii XxapakTepucTuui
BUKITMKAKOTbCA NOpPLUHEM | KOBNAYKOM Y nikapcbKoro 3acoby, TEKCTi
BIPYCOM KOMMAEKTI 3 ronkot (y MapKyBaHHS Ta IHCTPYKLU|i Ans
NAOIIOMA 6nicTepi) abo y donakoHi MeANYHOro 3aCTOCyBaHHS Ha
NAVHUN TUNIB 3 npo6koto; no 1 nigcTasi perynsapHo
16 TA 18 nonepeAHL0 OHOBJIHOBAHOrO 3BITY 3 6e3neku

HarmoBHEHOMY LUNpULy 3
ronkoto a6o no 1
(h/1aKOHY B KapPTOHHiiA
Kopob6ui; no 0,5 mn (1
[03a) cycneHsii gns
iH'eKLili y nonepesHbL0
HarnoBHEHOMY LUNpUL 3

nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B MicnspeecTpauiiHnii nepiog, abo
K pe3ynbTar OLiHKM 3BIiTY 3
AocnigpKeHb, NposefeHnX
BiNOBIAHO A0 NiaHy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MOPLUHEM | KOBNAYKOM Yy
KOMNEKTi 3 rofikoto (y
6nictepi) abo y donakoHi
3 npo6koto; no 1
nonepegHLo
HarnoBHEHOMY LUNpULy 3
ronkoto a6o no 1
(h/1aKOHY B KapTOHHii
KopoobLi

negiatpuyHux gocnimpkers (PIP)
(3miHa noTpebye nogasibLIOro
06r'pyHTYBaHHSI HOBUMM
004AaTKOBUMU JaHUMK) - 3MiHU
BHECEHO [0 IHCTPYKUiT ANns
Me[NYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ginis
"IMyHOAOriYHi Ta 6ionorivHi
BnacTmsocTi", "Oco6mBOCTI
3actocyBaHHs", "[iTn" wopao
YTOUHEHHS iHchopmMaLlii KiHLEeBUX
pesynbTaTiB AOCNIMKEHb 6e3neku
Ta iIMyHOreHHOCTi BaKLMHW
Bi4NOBIAHO [0 PiLLEHHS
KOMMETEHTHOrO YNOBHOBAXEHOIrO
opraHy Committee for Medicinal
Products for Human use
EMA/CHMP/250569/2020.
TepmiH BBEAEHHSA 3MiH NPOTSAroM 6
MicsILiB Micns 3aTBepIKEHHs

260.

LEEPE3VIM® 400
o4

MOPOLLIOK A5
NPUroTyBaHHsA
KOHLeHTpaTy Ans
po3unHy Ans iHdysii no
400 O 1 a6o 5
h1aKoHIB 3 NOPOLLKOM Y
KapTOHHI Kopobui

[xensarim FOpon
B.B.

Higepnangu

[bxeHsainm lpnaHg
Niviten, Ipnaxgis
(BUPOBHMLTBO
KIHLLEBOrO NPOAYKTY
(fill/finish), koHTpONB
cepii, NnakyBaHHs,
MapKyBaHHs,
MiCLIe3HaXOKEHHS
YNOBHOBaXeHOT
ocobu, BUNYyCK
cepi); IxeH3aim
KopnopeiiwH, CLUA
(dbopmyntoBaHHSA
npenaparty); /loHua
Bionogxikc, IHK.,
CLUA
(dbopmyntoBaHHS
npenapary)

IpnaHgjs
CLIA

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT
3a thapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BauvecnasiBHa. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6u
YMNOBHOBaXEHOI 0COOU 3asIBHMKA,

3a peyernmom

UA/8659/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BignoBigasibHOI 3a
thapmMakoHarnag B YkpaiHi
261. | UEPMA ANTAYA MOPOLLIOK A1 OpasIbHOI ToBapucTeo 3 YkpaiHa Cantotac ®apma HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/18064/01/01
CYCMEH3IA cycneHsii, 40 mr/5 mn, o6MexeHo v6X, HimeyunHa ABCTpis Marepianis: 3miHu | Tuny -

no 50 a6o 100 mny
thnakoHi; no 1 dpnakoHy
Ta Wnpu1Ly y KapTOHHIi
Kopobui

BiANOBiAA/ILHICTIO
"CaHpo3 YkpaiHa"

(BTOpPUHHE
nakyBaHHs); CaHgo3
M6X - BupobHuya
AinbHUUA
AHTWiHeKUiRI TN3
Ta XimiuHi onepadii
KyHab (AIXO MN3
KyHanb), ABCTpis
(BpOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHS,
TeCTyBaHHS, BUNYyCcK
cepii)

[0MNOBHEHHS cneumdikaLii HOBUM
NMOKa3HUKOM 3 BiANOBiAHNM
MeTOZA0M BUNPOOYBaHHS
"laeHTudikauis uednogokcumy
npokceTuny Metoaom Y®"; 3minu |
TUNY - BUYYEHHSA MOKa3HMKa
3anax 06yMOB/IEHO €TUHHUMM
NPUYNHAMU - € PU3NK BUHUKHEHHS
aneprivyHoi peakuii y aHasiTuka.
Takox napameTp 3anax 4iTko
3a3HavYeHunin K 3acTapinuin y
PernameHnTi komicii (EC) Ne
1234/2008;
3MiHW | TUNY - BUTyYeHHSA
napameTp “B’A3kicTb”(AaHni
NoKasHWK CTaHAapTU30BaHuii Ao
KOHLeHTpaLii A0NOMiKHOT
peyoBuHM Guar Galactomann npu
po3pobui nikapcbKoro 3acoby);
3MiHW | TUNy - NpUBEAEHHS Y
BiANOBIAHICTb A0 EBPONECHKO0
thapmakoneeto Tect
"MikpobionioriyHa unctoTa”; 3miHu
| TMNy - OHOBNIEHHA MEeTOpA,
BMNPOOYBaHHSA «laeHTudikawii
LednofoKCUMY NPOKCETUY»
meTogom BEPX (BHeceHO
NOCU/MaHHA Ha «KislbKicHe
BM3HAYEHHA Liedhnogokeumy
NpOKCETUNy»); 3MiHu | TNy -
BHECEHHS NOCUNAHHA Ha
nposefeHHs TecTy pH BignoBigHO
[0 noTtoyHoi EP 2.2.3; 3MiHn | Tuny
- He3HaYHa 3MiHa y 3aTBEPMKEHNX
mMeTodax BUNPo6yBaHHSA
«JlOMilLKM», & came OHOBJ/IEHHS
Oonuncy BM3HaYEHHA cepeaHbLOT
Macu, KOpeKLis KpuTepiis
3HaveHHsA RRF, 3miHa kpuTepiis
cTabinbHocTi cuctemu (SST);
3MiHV hopmaTy nogaHHs
iHcbopmawii; 3miHu | TUny -
OHOB/IEHHA MeToAy BUNPOBYBaHHSA
«Ki/IbKICHE BU3HAYEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

LethnofAoKCUMy NPOKCETUY», a
came OHOBJIHETLCA ONUC
BW3HAYEHHA cepeHbol Macu,
KOpeKLisi KpUTEPIiB 3HAYEHHS
RRF, 3MiHM KpuTepiis
cTabinbHocTi cuctemu (SST);
PO34MH NOPIBHSAHHS, KOeqiLieHT
cMMeTpIl nika Ta TeopeTUyHi

pejakuiiHa npaBka A0 NPUMITOK;
3MiHM cpopmarty 3 NogaHHAM
iHchopmaii Ta 3aTBEpAYKEHHSA
MKSA /13 ykpaiHCbKO MOBOIO;
3MiHW | TUMY - OHOB/IEHHS METO4
BUNPOBYBaHHS «Ki/IbKiCHE

came OHOBJIEHHSI onucy
BU3HAYEHHA cepeHbol Mmacu,
KOpPeKL|isi KpUTEPIiB 3HAYEHHS
RRF, 3MiHM KpuTepiis
cTabinbHocTi cuctemu (SST);
PO34MH NOPIBHSAHHS, KOeqiLieHT
cMMeTpIl nika Ta TeopeTUyHi
Tapinku gofaHi 4o SST-KpuTepiis;
pejakuiiHa npaBka A0 NPUMITOK;
3MiHK chopmaTy nogaHHA
iHchopmawii;
3MiHK | TURY - 3 onMcy TecTy 3a
NOKa3HUKOM «3O0BHILLHI BUrNSg»
BU/TYYEHO HAA/IMLLKOBY
iHchopmauito Ta ckopoyeHo onmc
npoueaypv 0 «OLjiHKa
30BHILLUHbOTO BUTA4Y NOPOLLKY Ta
roToBOI 10 BUKOPUCTaHHA
cycneHsii (Hanpuknag,
Bi3yasibHa)»; 3MiHM | Tuny -
OHOBJIEHO aHaIITUYHWI METO[,
«ifeHTudikauis HaTpito 6eHsoaTy»
metogom BEPX; vac yTpumaHHsA
6eH30aTy HaTpilo Ha
XpomaTorpamax eTasloHHOro
pO34nHy Ta A0CNiAKyBaHOro
PO34MHY Mae BignoBigaTu
(o3Hauvae «Bignosigae», K
3a3HayeHo B cneuudikadii); 3mMiHu
| TNy - OHOBMIEHO aHaNITUYHWIA
MeToq «ifeHTuikauis 3anisa
okcua» (KonbopoBsa peakLis)

BHECEHO MPUMITKY «KOHTPO/1b

Tapinkvu gofaHi 4o SST-KpuTepiis;

BM3HAYEHHS HaTpil0 6eH30aTy», a

203




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPOBOANTLCA NIULLE 3a 3anUTOM»,
OCKi/IbKM 3MiHa 4acToTu
TecTyBaHHS BifnoBigae

KepiBHULTBY 3 TEXHIYHUX
xapakTtepuctuk: Mpoueaypu
BunNpobyBaHb Ta KpuTepil
NPUAHATTSA HOBUX JTiKAPCbKNX
PEYOBMH Ta HOBWX NiKapCbKMNX
3ac06iB: XiMi4Hi pe4yoBUHU
(CPMP/ICH/367/96) wopo

TeCTyBaHHS AOMOMIKHNX PEYOBUH;

3MiHU | TUMy - OHOBMIEHO MEeTOoA,
BMNPOBYBaHHA «igeHTudikauis

uedpnogokcnmy» metogom TLUX, a

came 3MiHU MigroToBKK
eTa/IOHHOTO Ta BUNPOOYBaIbHOrO
pO34KHy, Ta 3HaYeHHs Rf 6ynu

OHOBJIEHI; ifeHTUdIKaLis MeToLoM
TLWX € anbTepHaTMBoO

iaeHTugikauii metogom Y& ans
LednofoKCMMy MPOKCETUNY;

BHECEHO peakuiliHi MpaBKu; 3MiHM

| TNy - BUYYeHHA nokasHuka

«no6i4yHW npoaykT ATMO-ADCA-

PROX»; no6iyHi NpoaykTn He
NOBWHHI BYTW BK/THOYEHI A0
cneumdikaLii roToBOro NPoOAYyKTY,
OCKINIbKN BOHN KOHTPOJIIOOTLCA B
nNikapCcbKiil peyoByHi BigNOBIAHO
[0 NPUMITKN A8 TEXHIYHUX
BKasiBok: Mpoueaypu
BMNpobyBaHb Ta KpuTepil
NPUAHSATTSA HOBUX NiKAPCbKNUX
PEYOBWH Ta HOBWX NiKapPCbKMNX
3aco06iB: XiMiYHi pe4yoBMHK

(CPMP/ICH/367/96); 3MiHu | TRy -

[0faHHA albTepHaTUBHOIO
BUNPOBYBaHHA 4119 TecTy
«Ki/IbKICHE BU3HAYEHHS
uednogokcumy» metogom HBEPX
[10 3aTBEPAXEHOr0 MeToay
aHanizy metogom BEPX; 3miHu |
™My - AOfAHHA a/lbTEPHATUBHOIO
BUNPOBYBaHHA 4119 TecTy
«A0oMiLKv» meTogom HBEPX go
3aTBEPKEHOr0 MeToAy aHanidy
MeTogom BEPX; 3miHu | Tuny -
3aMiHa MeToAy BUNPo6yBaHHSA

“BTpaTX B Maci Npy BMUCYLLYBaHHI»

204




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha BUNpo6yBaHHS "BmicT
BoAW"(EP.2.5.32); 3miHu | Tvny -
3MiHW B OMUCi TecTy
“pecycneH3oBaHOCTb" BUAUIEHHA
3aliBoi iHdhopMaLlii Ta NOBHWIA
TEKCT 3a3HaYEeHO «BU3HAYEHHS
pecycneH30BaHOCTi FOTOBOI 0
BUKOPUCTaHHSA cycneHsii nicns
BUTPUMKY 24 roguHn». Agantauis
dhopmy nogaHHs iHdhopmadii;
3MiHK | TUNY - 3MiHW B ONKCI TecTy
«CYCMEH30BaHICTb»; 3MiHu | Tuny -
[0AaHHA a/lbTEPHATMBHOIO TECTY
«KiNbKiCHe BU3HAYEHHS HaTpito
6eH30aTy» (HBEPX
HagBucokoehekTBHA piguHHA
Xpomarorpadqist) go
3aTBEPKEHOr0 MeToAy
BMNpo6yBaHHA (BEPX); 3miHu |
TUNY - BUNYYEHHS HaA/TULLKOBOT
iHchopmaw,ii 3 onucy MeToauku
BMNpo6yBaHHsA 13 3a
NoKasHNKOM «OHOPIAHICTb
[,030BaHNX OAMHULB» Ta
CKOPOTUTK ONKUC TECTY [0
«rpaBiMETPUYHE BU3HAYEHHS Mac
HaMnoOBHEHHA»

262.

LE®TPUAKCOH
HOPIA-®APM

MOPOLLOK A/s
MPUrOTYBaHHs PO3UMHY

A8 iH'exuii no 1000 wmr,

1 dhnakoH 3 NOpPOLLKOM;
no 1 a6o no 10
thnakoHiB y kopobuyi

TOB "tOpis-®apm”

YKpaiHa

TOB "lOpis-®apm",
YKkpaiHa (nakyBaHHs
i3 hopmu in bulk
HCIC Xebeit
XyaMiH
dapmachbtoTikan
Komnasi flimites,
Kutaii)

YkpaiHna

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainm
"Oco61MBOCTI 3aCTOCYyBaHHA",
"MobiuHi peakuyii" BignoBigHO A0
OHOB/EHOI iHthopMaLi Wwoao
6e3nekun Ajtoyoi pevoBUHN.
BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB Micns 3aTBeKEHHS

3a peyernmom

UA/18131/01/01

263.

LMKNOKYTAH®

nak Ans Hirtis
nikyBanbHuia, 80 mr/r, no

3 1 pO34nHY Y h1aKOHi;
no 1 dpnakoHy y
KoMnAekTi i3 10
LinaTenis B KacerTi,

TpUMayeMm Lwnatesns,
TamnoHamu ans

OYMLLEHHA Ta

TOB «MIBE
YKPAIHA»

Ykpaina

Mi6e Mv6X
ApuHaiimiTTenNsb,
HimeyunHa
(BUPOGHUK,
BiANOBiAa/IbHWIA 3a
BUPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOpPUHHE
nakyBaHHs1,

YkpaiHa
HimeuunHa
MonbLa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
nofaHHa HOBOro cepTudikaty
BIANOBIAHOCTI EBpONechbkili
thapmakonei RO-CEP 2015-365-
Rev 01 Big HOBOro BUpO6HMKA
Olon S.P.A., ltaly gjtouoi pe4oBuHM
LMKNOMIPOKC. 3a3HavyeHHs
BUPOGHNYMX AiSTIbHULL ANS BXE

6e3 peyenma

UA/18077/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nuaoYKaMm s Hirtie y
nauui

KOHTpO/b cepii Ta
Bunyck cepir); CYH-
PAPM Cn. 3 0.0.,
Monbwa (BUpo6HNK,
BiANoOBigabHUIA 3a
BTOPWHHE
nakyBaHHs1)

3aTBepAxeHoro BupobHuka PCAS,
Longjuneau, France;
3anpornoHosaHo: R1-CEP 2004-
010-Rev 01 CEP holder: PCAS,
Longjuneau, France Manufactures
PCAS Finland Oy, ®iHnaHgjsa
(BMPOBHMLTBO fil040i PEYOBUHM)
PCAS COUTERNE, ®paHuis
(BUPOBHULTBO NPOMIKHOIO
npoaykty) PCAS BOURGOIN,
®paHLis (BUPOOHMLTBO
npomixHoro npoaykty) CEP
holder: Olon S.P.A.,
Rodano/Milano, Italy
(BMPOGHULITBO AiH04OT PeYOBUHN)
Manufactures Olon S.P.A., ITanis
(BUPOGHULITBO Ait04OT pe4OBUHN)
Derivados Quimicos S.A.U.,
Icnanis (BUPOOHULITBO MPOMIXXHOIO
NPOAYKTY); 3MiHuW | Tuny -
BBE/IEHHS Nepiogy NOBTOPHUX
BMNpo6yBaHb AP| LukIonipokcy
Bi BMpo6HuMKa Olon S.P.A, Italy
60 MmicAUiB HA OCHOBI NO3UTUBHWX
pesynbTaTis [OBrOCTPOKOBYUX
pocnimkeHb cTabinbHOCTI Y
peasibHOMY Yaci

264.

LUMNPONET®

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 250 wmr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y navui

4-p Peppi'c
Na6opaTopic /T4,

IHais

4-p Peppi'c
Nab6opaTtopic
Nimitea, IHgis; O-p
Pepgi'c
Na6opartopic 14,
Bupo6Huya
AinbHuus — Il

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainm
"Oco61MBOCTI 3aCTOCYyBaHHA",
"MobiuHi peakuyii" BignoBigHO A0
OHOB/EHOT iHhopMaLli 3 6e3neku
[ilo4oi peyoBrHY. BBefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHV BHECEHO A0 YacTuH |
"3aranbHa iHhopmMaLisi.
AaMiHicTpaTuBHI aaHi, Il
«Cneuudikauis 3 6esnekn», |1
«MnaH 3 dhapmakoHarnagy», V
«3axoay 3 MiHiMi3auii pusukis», VI
«Pestlome nnaHy ynpasniHHA
pusnkammn», VII «logatkm» y
3B'A3KY 3 OHOB/IEHSIM iH(popMaLii 3
6e3nekun Ailo4oi pevoBrHM 3a

3a peyernmom

UA/2034/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pekomeHgauieto PRAC. Pesiome
MYP Bepcisa 1.1. nopaeTbes.
BBefeHHs 3MiH NpoTArom 6-Tu
MICALIB MiC/1SA 3aTBEPKEHHS
265. | UMNPONET® TabneTku, BKPUTI O-p Peppi'c IHais O-p Peppi'c IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2034/02/02
N1iBKOBOK 060/IOHKOIO, Na6opaTopic /114, NabopaTtopic marepianis: 3MiHW | TUMY - 3MiHW
no 500 mr; no 10 Nimitea, IHais; O-p BHeCeHi [0 iHCTPYKUil Ans
Tabnetok y 6nictepi; no Pepgi'c MeAUYHOro 3acToCyBaHHS
1 6nicTepy y nauui Nab6opatopic 114, NiKapcbKoro 3acoby y po3ainm
Bupo6Huya "Oco6MBOCTI 3aCTOCYBaHHSA",
ainbHuus — Il "Mo6iyHi peakuii” BignosigHO A0
OHOB/IEHOT iHdhOpMaLii 3 6e3neku
[ilo4oi peyoBrHN. BBeeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
3MiHU BHECEHO A0 YacCTVH |
"3arasibHa iHthopmaLis.
AamiHicTpaTusHi gaHi, 11
«Cneuudpikauisi 3 6esneku», Il
«MnaH 3 dpapmakoHarnagy», V
«3axoay 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpaeniHHs
pusvkamun», VII «oaaTku» y
3B'A3KY 3 OHOB/IEHAIM iH(popMaLii 3
6e3nekun Ailo4oi pevoBUHN 3a
pekomeHpauieto PRAC. Pestome
MYP Bepcia 1.1. goaaeTtbes.
BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB nicns 3aTBepoKEHHS
266. | ULUCNNATUH KOHLeHTpaT Ans EBEBE ®apma ABCTpis EBEBE ®apma AscTpis BHECEHHS 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/0032/01/01
"EBEBE" pO34nHy Ons iHdysil, 1 lec.m.6.X. Hoor.KI lec.m.6.X. Hoor. KT, HimeyunHa mMaTtepianis: 3MiHu | Tuny -
mr/mn; no 100 mn (100 ABCTPIst (NOBHWIA [ONOBHEHHS cnevmdikayii (Ha
Mr) y doniakoHi; no 1 LKA BUPOGHMLTBA); BWMYCK Ta Ha TEPMIH NPMAATHOCTI)
h/1aKOHY B KapTOHHii 3eiibepcaopd Ta MeTOAiB KOHTPOSIHO OMILLKOK
Kopobui Nab6op Mv6X, umc-
AscTpis AiaMMiHTeTpaxnoponnaTmHaTa
(TecTyBaHHs); (IV), 3 KpUTEpIEM NPUIRHATHOCTI He
Nab6op /IC CE & Ko. 6inbwe 0,4 %
KI', HimeuunHa
(TectyBaHHs); M/
Mikpo6ionoriwec
Mptochnabop M6X,
ABCTpis
(TecTyBaHHs)
267. | UWACNNATUH KOHLEHTpaT ans EBEBE ®apma ABCTpis EBEBE ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/0032/01/02
"EBEBE" PO34MHY ANns iHysild, Fec.m.6.X. Hopr.KI lec.m.6.X. Hdor. KT, ABCTpIs marepianis: 3MiHum | Tuny -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
0,5 mr/mn no 20 mn (10 ABCTPIs (MOBHWIA [ONOBHEHHA creumdikayii (Ha
mr) a6o no 50 mn (25 LMK BUPOOHULTBA); BMNYCK Ta Ha TEPMIH NPUAATHOCTI)
mr), a6o no 100 mn (50 3eiibepcaopd Ta METOZAiB KOHTPO/IHO AOMILLKOK
Mr) y doniakoHi; no 1 Na6op MvbX, uunc-
(h/1aKOHY B KapTOHHii ABCTpis JiaMmmiHTeTpaxsioponnartuHaTa
KopoobLi (TecTyBaHHs); (IV), 3 KpUTEpPIEM NPUAHATHOCTI He
Na6op N1C CE & Ko. 6inbwe 0,4 %
K, Himeyunna
(TectyBaHHs); MIMN
Mikpob6ionoriwec
Mptochnabop Mm6X,
AscTpis
(TecTyBaHHs)
268. | IOHIBIT TabneTku, BKPUTI AT "KMIBCbKUI Ykpaina AT "KNIBCbKWUN YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiihux | 6e3 peyenma UA/5450/01/01
N1iBKOBOK 060/I0HKOMD, BITAMIHHU BITAMIHHMIA mMartepianis: 3MmiHu Il Tuny - 3MiHK
no 10 TabneTtok y 3ABOA" 3ABOA" 3 aKocTi. A®l. BUpo6HMLTBO.

6nicTepi; no 3 6rictepu
y nauuj

3MiHa BUpOGHMKa
BUXiQHOro/NPOMiXHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTBCS Y
BMPOGHUYOMY npoueci Adl, abo
3MiHa BUPO6HUKa (BKIoYatoun, ae
HeobXxigHO, MicLe NpoBeAeHHS
KOHTponito skocTi) APl (3a
BifCYTHOCTi cepTudiikata
BiAMOBIAHOCTI €BpONeNCchbKil
hapmakonei y 3aTBepiKeHoOMy
[ocbe)(BBEAEHHA HOBOMO
BMPO6HUKa AP 3 HaAAHHAM
macTep-goaiina Ha Adl) - 3miHa
noB’sA3aHa 3i 3MiHOK BUPOBHNYOIT
[OiNbHUL Big, BXe 3aTBepAyKEHOro
BUpOo6HUKa TiaMiHy rigpoxnopuay
«Huazhong Pharmaceutical Co.,
Ltd.», China (3aTBepmxeHa
BUpo6HMYa ainbHuus: No. 71 West
Chunyuan Road, Xiangyang,
Hubei, China; 3anponoHoBaHa
BMpOGHMYa AinbHuus: No. 118
Xianshan Road, Xiangyang City,
Hubei Province). Cy6cTaHuis
TiamiHy rigpoxsiopuz, 3 HOBOI Ta
3aTBEPKEHOI BUPOOHNYNX
LOiNbHWUB Mae cyMipHi cnoci6
BMPOGHMLITBA Ta ONWUC MeToay
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CnHTE3y

B.o. NeHepanbHOro gupekropa Aimpekropary
thapmaueBTUUHOrO 3abe3nevyeHHsA
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AopaTtok 4
[0 Hakaly MiHictepcTBa OXOPOHU
300pOB’A YKpaiHu

opasibHOro
po3umnHy, 30

mr/Mano 1,5ry
hnakoHax Ne 1

dotop KNiHiwe
LLnevuiansnpenapare
M6X

HiMeuyumnHa (BUPOBHUK, L0
Bignosigae 3a
BUPOGHMLTBO

Hepo3dracoBaHoT
NpoayKLii, albTepHaTUBHO
3a
KOHTPO/b/BUNPOBYBaHHA
cepii, NeperHHe Ta
BTOPWHHE MaKyBaHHS);
Megpak 'esenbliadt drop
KniHiwe
Lneuyianbnpenapare M6X,
HiMeuumnHa (BUPOBHUK, L0
BiAANOBIAA€E 3a BTOPUHHY
YMaKkoBKy,
KOHTPO/b/BMPOGYBaHHS
cepii, 403BiN Ha BMNYCK
cepii)

Ne 27 Big,
05.08.2021

Big Ne
NEPEJIK
NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHAOBAHI 40 AEP>XABHOI NMEPEPEECTPALI
Ne Ha3ssa Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa lMiocmasa lMpoyedypa
n/n JNliKapcbKo20 BUIYCKY
3acoby
1. rNIoNnAH MOpPOLLIOK ANs Megak esensluadt HimeuunHa I4T Bionorika MM6X, HimeuyunHa | 3acigaHHss HTP He peKOMeHA0BaHO A0 nepepeecTpauii - OCKiNbky 3a

pesynbTaTtaMn eKCrepTHOI OLiHKW marepianis, HafaHux
3a8BHMKOM  Nig, ~4ac  nNpoBefeHHs  npoueaypu
nepepeectpauii BCTAaHOBMEHO, WO 3a nepiog A4il
OCTaHHbOrO PEECTPALiiHOTO MNOCBIAYEHHSA MO3UTUBHE
CNiBBIAHOWEHHA KOPUCTL/PU3UK He 3MiHMIoCb. 3a
pesynbTatamn  eKkcnepTuav  HajaHux  marepianis
BCTAHOB/IEHO, LWO: IiCHye noTpeba B [OMNOBHEHHI
IHCTPYKLii iHChopMaLjieto 3 6e3nekn Ailoyoi pevyoBUHU,
ska MpeAcTaBfieHa B KOPOTKiA  XapakTepucTuui Ha
npenapat, ony6nikoBaHii Ha caiiti EMA. OpHak,
OCKINbKN At peecTpauiliHoro nocBifYeHHs 3akiHuunach
nig vac npouefypu nepepeectpauii, npouegypa
npoBefeHHA 3MiH [0 IHCTpyKUii Ana  MeguyHoro
3aCTOCYyBaHHA /iKApCbKOrO 3acoby € HeMOX/MBOI.
3Baxatoumn Ha 3a3HayeHe BuLLe, Ta 6epyun o yBaru Tol
(hakT, L0 3as9BHUK He 3abe3neuyunB y BU3HayeHuii MO3
TEpMiH BWKOHaHHSA BWMOF, BU3HAYeHUX ab3auom 2
MyHKTY 7 Mopsaky Jep>xxaBHoT peecTpauji,
nepepeectpauii /13, 3arBepKEHOro  MOCTAHOBO
KabiHeTy MiHicTpiB YkpaiHu Big 26 TpasHa 2005p. Ne
376, nikapcbkuii  3aci6 [nionaH, [opowok Ans
opasibHOro po3suuHy, 30 mr/mn no 1,5 ry cpnakoHax Ne 1
He Moxe 6YyTN peKoMeH0BaHWii A0 nepepeecTpau;i.

B.o. l'eHepanbHOro gupekropa Aimpekropary
cthapmaueBTUUHOro 3a0e3nevyeHHsA
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