Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

KOHTPO/b SIKOCTI,
BUMYCK Cepili:
[Op. Binbmap

LLisa6e 'm6X i Ko.

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

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. AHATIPENIA-BICTA Kancynu Teepai no 0,5 MicTtpan Kenitan AHrniA BUNYCK cepil: HigepnaHngu/ peecTpauist Ha 5 pokis 3a He UA/18972/01/01
mr, no 100 kancyn y MeHeXMeHT CiHTOH BB, Icnanis peyenmom nionsizae
nAswyi; no 1 naswui B Nimiteq HigepnaHaw; MepiognyHICTb NOgAHHS
KapTOHHI navui BUPOGHMLITBO perynsipHo
roToBOI NiKapCbKOI OHOB/IHOBAHOrO 3BITY 3
dopmMm, NepBMHHA 6e3neku, BigNOBIAHO A0
Ta BTOPMHHA Mopsiaky 34iiCHeHHS
ynakoBka, i3nKo- hapmakoHarnagy,
XiMIYHWIA KOHTPO/Tb 3aTBEPKEHOrO Haka3oM
cepii, BUNycK MiHicTepcTBa OXOPOHU
cepii: 30,0p0OB’A YKpaiHu Bif, 27
CiHTOH XicnaHis, rpyaHs 2006 poky Ne
C.J1., IcnaHis 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.
2. NA3ESA kancysv o 80 mr; no 14 [Op. Binbmap HimeuyunHa nepBrHHA Himeuunna peecTpauisi Ha 5 pokis 6e3 nionsizae UA/18973/01/01
Kancyn y 6nictepi; no 1, LLisabe Mv6X i Ko. yrnakoBkKa, peuenma
2 abo 4 6nictepu B Kl BTOPUHHA MepiognyHicTb NogaHHA
KapTOHHI KopoobLi ynakoBKa, perynsipHo
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15 mn y donakoHi, no 1
chnakoHy y nauui

MepiognyHICTb NOgAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
300pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHIMK 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
KI', HimeuumnHa; 3aTBepAXXEHOro Hakasom
BMPOGHUK MiHicTepcTBa 0XOpOHK
npoaykuii in bulk: 3[10pOB’A YKpainu Big 27
KataneHt rpyaHa 2006 poky Ne
HimeuunHa 898, 3apeecTpoBaHoro B
E6epbax M6X, MiHicTepcTBi tocTuuii
HimeyunHa 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,
3a3HaveHImMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6esneku.
3. MOMETA3OHY nopoLUoK (cybcTaHuis) B Aypicko KuTai Aypicko Kutaii peecTpauist Ha 5 pokis - He UA/18975/01/01
DYPOAT MiLLIKax NoABIAHNX dapmac'ioTiken dapmac'iotiken nionszae
noslieTuNeHoBMX ANs Ko., Jlta. Ko., iTa,.
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
4, ®NYBPIKC® CMPEUN cnpeii OpOMYKO3HWIA, AT "dapmak" YkpaiHa AT "®apmak” YkpaiHa peecTpauist Ha 5 pokis 6e3 nionsizae UA/18976/01/01
po3uuH 8,75 mr/nosa, no peyenma




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

nepioguyYHOCT NOAAHHSA
perynspHux 3BiTiB 3
6esneku.

LE®ENIM-BICTA

MOPOLLOK A/15 PO3UUHY
AN iH'eKUin abo iHdy3ili
no 1000 mr, no 1 a6o no
10 donakoHis 3
NOPOLLKOM [/151 PO3YUHY
[ONs iH'EKUI Y KAPTOHHIN
KopoobLi

MicTtpan Kenitan
MeHeKMeHT
Nimiteq

AHrnis

nan -
NABOPATOPIOC
TOPNIAH, C.A.

IcnaHis

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHsA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHMun y
nepiogMYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/18974/01/01

LEE®ENIM-BICTA

MOPOLLOK A/15 PO3UUHY
Ans iH'ekuili abo iHdy3iit
no 2000 wr, no 1 a6o no
10 dpnakoHiB 3
NOPOLLKOM AN PO3YUHY
ONA H'EKUIN Y KAPTOHHIN
Kopobui

Mictpan Kenitan
MeHeaXmeHT
Nimiten

AHrnis

nan -
NABOPATOPIOC
TOPJIAH, C.A.

IcnaHis

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/18974/01/02




Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
nocsioYeHHs

ynakoska)

MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

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

IBaH SAABOPHUX




NMEPENIK

Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne

NIKAPCbKNX 3ACOBIB, L0 MPOMOHYKOTHLCSA A0 AEP)XABHOI MEPEPEECTPALLI

Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioyeHHs

1.

FECNEPUAVH

MOPOLLOK (CybCTaHLis) y
noABiiHMX
nonieTnIeHoBUX
nakeTtax Ass
hapmavLeBTU4HOro
3aCTOCYBaHHSA

MPAT
"®ITOPAPM"

YkpaiHa

CwnuyaHb Ceni
PapmacboTuKasl
Ko., fita.

Kutaii

nepepeecTpauis Ha
HeobMexeHuii TepMiH

He
nionsieae

UA/15915/01/01

FNHKrobA

kancynu no 40 mr, no 10
Kancyn y 6nictepi; no 2
abo 6 6nicTepiB y nauui

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/15691/01/01

FNHKroA

kancynu no 80 mr no 10

ToBapucTso 3

YKpaiHa

ToBapucTso 3

YKpaiHa

nepepeecTpauisi Ha

6e3

niosisieae

UA/15691/01/02
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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

Kancyn y énictepi; no 2
abo 6 6nicTepiB y nauuli

[04aTKOBO
BiANOBIAALHICTIO
"IHTEPXIM"

[00aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

HeobMeXeHWin TepMiH

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
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
perynsapHux 3BiTiB 3
6e3neku.

peyenma

FHKrobA

kancysv no 120 mr no
10 kancyn y 6nictepi; no
2 abo 6 6nicTepiB y
navui

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BIANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

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

6e3
peyenma

nidnsieae

UA/15691/01/03




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

BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

ECNEPA/b®

Tabnetkv no 500 mr, Ne
20: no 20 TabneTok y
hnakoHi, no 1 dpnakoHy
B KAPTOHHIli KOpOGL

TOB "CaHodbi-
ABeHTIC YkpaiHa"

Ykpaina

Codhapumexc -
IHpycTpia Kivika e
dapmaceyTika,
C.A.

MopTyranis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

MepioagnyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHuu Big 27
rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 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,
3a3HaYeHMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nidnsieae

UA/5332/01/01

NA®EPOH-
®APMBIOTEK®
HA3ANbHUN

niogpinizat gna
NPUroTyBaHHsA Kpanesb
HasasbHKX No 1 MH
MO; no 1 cnakory 3
niogpinizatom B
KOMIEKTi 3 KPULLKOHO-
KpanenbHULe y
KapTOHHI Kopo6Lyi

TOB "HaykoBo-
BMPOGHMYa
KOMnaHis
"IHTepcapmbioTek

Ykpaina

TOB "HaykoBo-
BMPOGHMYaA
KOMnNaHis
"IHTepchapmbioTek

Ykpaina

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i ANns
MeAnYHOro
3acTOCyBaHHS
nikapcbkoro 3aco6y B
po3ginax
"PapmakoTepaneBTnyHa
rpyna. Kog ATX "
(peparyBaHHsi TEKCTY

6e3
peyenma

nidnsieae

UA/15811/01/01




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

6e3 3miHn Koy ATX),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHs", "Moo6iYHi
peakuii” BignoBigHo A0
mMartepianis
peecTpauiiHoro Aocbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
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,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

HEWPOBIOH

TabneTkn, BKpUTI
0060/10HKOI0; MO 10
TabneTok y 6nictepi; no
2 6nicTepn y KapTOHHIi
KopoobLi

i eHg Oxi Xenc
[xepmaHi F'm6X

HimeyunHa

Mi eng Oxi Xenc
OcTpisa 'M6X eHg,
Ko. Or

ABCTpis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM

3a
peyenmom

He
nionsieae

UA/5409/01/01




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
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 OXOpPOHM
3710p0B's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
8. O®TAH®TUMONON Kpanni ouHi 0,5 % no 5 CaHteH AT PiHnAHAA Brpo6HMK diHnaHgia/ nepepeecTpauis Ha 3a He UA/5052/01/01
My hnakoHi 3 BiAnoBiganbHMIA 3a HigepnaHamn HeobMeXeHW TepMiH peuyenmom niosnsieae
KpanesibHuueto, no 1 BMPOGHULITBO in
dh/1aKoHy B KapTOHHIiA bulk, nepBuHHy Ta MepiognyHICTb NoAaHHSA
KopooLi BTOPUHHY perynsipHo
yNaKkoBky, OHOB/IHOBAHOrO 3BITY 3
KOHTPO/b AKOCTI: 6e3neku, BigNoBigHO A0
Hekct®apma AT, Mopsaky 34iACHEHHS
PiHNAHAIN; thapmakoHarnagy,
AnbTepHaTUBHWUIA 3aTBEPAKEHOIO HakasoM
BUPOBHUK, MiHicTepcTBa OXOpPOHU
BiANOBIAaNbHMIA 3a 370pOB’A YKpaiHuu Big 27
BTOPVHHE rpyaHa 2006 poky Ne
nakyBaHHs: 898, 3apeecTpoBaHoro B
MaHyhakTypiHr MiHicTepcTBi tocTuuii
MakariHr ®apmaka Ykpainu 29 ciuns 2007
(MNo) B.B., poky 3a Ne 73/13340 (y
HigepnaHgu; pepakuii Hakasy
Brpo6HMK MiHicTepcTBa 0XOpOHU
BiAnoBiganbHMIA 3a 3710p0B's YKpaiHu Bif, 26
BUMNYCK Cepii: BepecHsa 2016 poky Ne
CaHteH AT, 996), CTaHOBUTb: 3riAHO
PiHnaHaisa 3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
9. MNEHTOKCU®INIH KpUCTaniyHuii NopoLIoK CaHeka CnoBaubka CaHeka CnoBaubka nepepeecTpauis Ha - He UA/16195/01/01
(cybeTaHuin) y PapmacbioTikan3 Pecny6nika dPapmacbioTikans Pecny6nika HeobMeXeHW TepMiH niossieae
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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
noaBinHNX a.c. a.c.
nonieTUIEeHoBMX MiLLiKax
ans hapmauesTMyHOrO
3aCTOCYBaHHS
10. MONTEXHET reHepaTop HauioHanbHwui Monbwa HauioHanbHui MonbLia MepepeecTpavis Ha mifibKU B8 He UA/3526/01/01
pagioHyknigis, 8,0-175 LleHTp AaepHux LleHTp AaepHux HeobMeXeHWi TepPMiH. creyianizos nionsizae
'BK; nopuisamu no 6 Bk, [ocnipxeHb [ocnipxeHb aHux
abo 8 I'bk, abo 12 bk, OHoBEHO iHhopmaLio MeOUYHUX
abo 15 bk y donakoHi B IHCTPYKLU|i Ans 3aknaoax,
06'emom 10 mn Ne 1 B MeanyHoro wo maroms
ynakoBLi pasom i3 3acTOCyBaHHSA 0038in1 Ha
KOMM/IEKTOM A5 nikapcbkoro 3aco6y B pobomy 3
€/1100BaHHSA po3zini "Ocobnusi padioghapma
(cknagaeTbes i3 A4BOX 3axoau 6e3nekun” yesmuyHuUm
KapTOHHWX YNakoBOK: B BiNoBigHO f0 u
0fHili - 16 chnakoHiB 3 mMaTtepianis npenapama
10 M1 entoeHTy (PO3YmnH peecTpauiiHoro f0cbe. mu
9 mr/mn (0,9%) NaCl), B
iHLWI - 16 BaKyyMHUX MepioAnyHICTb NOAAHHSA
h1aKoHIB NpU3HaYEeHUX perynsapHo
ans entoary) Ta 3 OHOB/IIOBAHOTO 3BITY 3
KOHTeHepoM A/1s 6e3neku, BiANOBIAHO A0
TpaHCnopTyBaHHSA Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.
11. NMPOMEAON PO34mMH ANs iH'ekuiid, 20 AT "Kanuekc" Natsia BCi cTagii CnosayuunHa/ MepepeecTpauis Ha 3a He UA/15324/01/01
KANUEKC mr/Mn; no 1 mn B amnyni BVMPOGHMYOTrO Nartsis HeobMeXeHWi TEPMIH. peyenmom nionsizae

i3 6e3k0/1bOPOBOro ckIa
| rigponiTuyHoro knacy 3

npovecy, Kpim
BMNYCKY cepil:

OHoB/eHO iHdhopMaL;to
B IHCTPYKUIT Ans

10




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
niHieto abo kpankor XBM ®apma MeanyHoro
posnamy Ta c.p.o., 3acTOCyBaHHsA
MapKyBaslbHUMMN CnoBayunHa; nikapcbKoro 3acoby y
KinbusAMK; o 5 amnyn B BUPOGHWK, SKUiA po3ginax
KOHTYPHIli YapyHKOBilA Bignosigae 3a "MpoTunokasaHHA",
ynakoBLi (NigaoHi) i3 KOHTPO/Tb "Oco6mBoCTi
NONIBiHINXT0PUAHOT cepii/sBunpo6yBaH 3acTocyBaHHs",
nnisku; no 1, 2 a6o 20 Ha: AT "I'piHgekc”, "3acTocyBaHHA y nepiof
KOHTYPHUX YapyHKOBUX NatBisi; BUPOOHUK, BariTHOCTi abo
ynakoBoK (NiggoHiB) B AKWIA Bignosigae roflyBaHHs rpygaro”,
nauuj i3 KapToHy 3 3a BUNycK cepil: "Mo6iuHi peakwi"
KOHTPOJIEM MepLLOro AT "Kanuekc", BignoBigHO Ao
BIOKPUTTA Y BUrNALI Nartsis OHOB/EHOT iHthopMaLi 3
CaMOK/1el0H0ro CTukepa 6e3neku gjtoyol
Ha KOXHiil YacTuHi PEYOBUHM.
nayku, wo
BiKpMBaETLCA MepioagnyHiCTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsagy,
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 0XOpOHYU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HaYeHIMn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
12. CIHErPA TabneTku, BKpUTI HOBE INAY TypeuunHa HOBE INAY TypeuunHa nepepeecTpauis Ha 3a He UA/15696/01/01
MiBKOBOK 060JI0HKOID, CAHAI BE CAHAI BE HEOBMEXEHNIH TEPMIH peyenmom nionsizae
no 25 mr no 1 tabnetuyj TIOKAPET A.LL. TIOXKAPET A.LL.

y 6nictepi; no 1
6nicTepy B KapTOHHIl
ynakosLi; no 4 TabneTkn

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeWYHOro
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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

y 6nicTepi; no 1
6nicTepy B KAPTOHHiIl
ynakoBLUi

3acToCcyBaHHSA
nikapcbKoro 3acoby
BigMnoBigHO Ao
pedyepeHTHOoro
nikapcbKoro 3acoby
(Biarpa®, TabneTku,
BKPWTI NNiBKOBOIO
060/10HKO, N0 25 Mr,
50 mr, 100 mr) y po3gini
"3paTHICTb BNIMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHLIMMK MeXaHi3mamn'.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
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,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

13.

CIHErPA

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 50 mr, no 1 Tabnetuy,i
y 6nicTepi; no 1
6nicTepy B KAPTOHHiIl
ynakoBLi; no 4 TabneTkn
y 6nicTepi; no 1

HOBE/ INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

HOBEN I1AY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHsA

3a
peyenmom

He
nionsieae

UA/15696/01/02
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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

6nicTepy B KapTOHHiIl
ynakoBLij

nikapcbKoro 3acoby
BiAnNoBigHO A0
pedoepeHTHOro
nikapcbKoro 3acoby
(Biarpa®, TabneTtku,
BKPUTi NMiBKOBOKO
060/10HKO, NO 25 Mr,
50 mr, 100 mr) y po3gini
"3paTHiCTb BNMBaTU Ha
LWBWUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcrnopToM abo
IHLIMMKW MexaHi3mamm™.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 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 OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

14.

CIHEIPA

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 100 mr no 1 Tabnetui
y 6nicTepi; no 1
6nicTepy B KApTOHHiIl
ynakosLi; no 4 TabneTtkn
y 6nicTepi; no 1
6nicTepy B KAPTOHHiIl

HOBEJT INAY
CAHAI BE
TIOIKAPET A.LL.

TypeuunHa

HOBE/ INAY
CAHAI BE
TIOKAPET A.LL.

TypeuunHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby

3a
peyenmom

He
nionsieae

UA/15696/01/03
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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

ynaxoBLi

BignosigHoO o0
pedyepeHTHOoro
NiKapcbKoro 3acoby
(Biarpa®, Tabnetku,
BKPUTI MNiBKOBOIO
060/10HKOI0, N0 25 M,
50 mr, 100 mr) y po3aini
"3aaTHIiCTb BNAMBaTK Ha
LWBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNoOpPTOM abo
IHLWMMK MexaHi3mamn'.

MepioAnyHICTb NOAAHHSA
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.

15.

DOCPOMILUNHY
TPOMETAMON

MOPOLLIOK (Cy6CcTaHLis) y
noABINHNX
nonieTUIEHOBUX MilLKax
ansa dhapmaleBTUYHOro
3acToCcyBaHHSA

TOB "TK "ABpopa”

Ykpaina

I'yiiniHb XBacyH
dapmachbloTikan
Ko., 114,

Kutaii

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

He
nionsieae

UA/16156/01/01

16.

XONENECAH®

kancynu no 10 kancyn y
6nicTepi; no 3 6nictepu
y nayui

MAT
"Knismegnpenapa
™

YKpaiHa

MAT
"Kvismegnpenapa
™

YKpaiHa

nepepeecTpawis Ha
HeobMeXeHWn TepMiH

OHOBJIEHO iH(hopMmaLLito

6e3
peyenma

nionsieae

UA/15899/01/01
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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
nocsio4yeHHs

yrnakoska)

y po3ginax "B3aemogis 3
HLUMMKN NiKapCbKUMK
3acob6amu Ta iHWi BUAn
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3paTHICTb BNIMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHLWIMMK MeXaHi3mamn®”
iHCTPYKUji gns
MeAnYHOro
3acTOCyBaHHsA
NiKapcbKoro 3acoby
BignosigHoO o0
OHOB/IEHOT iHdopMaLLii
o0 6e3sneku
3acTocyBaHHsA Aitoyoi Ta
[0MOMDKHUX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
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,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

15




B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOro 3a0e3ne4yeHHA IBaH 3AABOPHUX
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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

nosieTUIEHOBUX A/1s
chapmaLleBTUUHOTO
3acTocyBaHHsl

akocTi. A®l. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHUX
BMNpobyBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHst AdI (3a
BiJCYTHOCTI Y 3aTBEPIKEHOMY
[ocbe cepTudiikata BifnoBigHOCTI
€Bponeiickkin hapmakonei, Lo
BK/TIOHAE Mepiog, MOBTOPHOTO
BMNpobyBaHHsA) (nepiof,
NOBTOPHOrO BUNPOGYyBaHHs/Nepiog,
36epiraHHs) - 36iNbLLUEHHS abo
BBe/leHHS nepiofy NOBTOPHOrO
BMNPOGYBaHHs/Nepioay
36epiraHHsa Ha OCHOBI pe3y/bTaTiB
LocnimkeHb y peasibHOMY yaci -
3MiHa nepiogy NOBTOPHUX
BMNPO6YBaHb Ha OCHOBI
pe3ynbTaTiB AOC/IAXKEHb Y
peasibHOMy Yaci A®| AzenaiHoBoi
KNCNOTW. 3aTBep)KeHHO: 2 POKK
3anponoHoBaHo: 5 pokis; 3MiHK |
TMny - 3MiHKU 3 AKOCTI. ADI.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHs
A®| (3a BigcyTHOCTI y
3aTBEPAKEHOMY [OCbE
cepTudikarta BignoBigHOCTI
€Bponeiickbkili hapmakonei, Lo
BK/THOHAE Mepiog, MOBTOPHOTO
BMNPOGYBaHHS) (nepiog,
NOBTOPHOTO BUNPOGYBaHHA/Nepios
36epiraHHs) - 3miHa ymoB
36epiraHHs A®I - 3mMiHa B yMoBax
36epiraHHa A®| AsenaiHoBoi
KMCNOTW. 3aTBEPKEHO: B

Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. A3ENNAIHOBA MOPOLLIOK (Cy6CTaHLis) y NAT Ykpaina TYWE IHOACTPIEC IHais BHECEHHS 3MiH [10 peecTpaviiiHnX - UA/17000/01/01
KNC/OTA nakeTax noapiliHNX "Kvismegnpenapat” NIMITEL marepianis: 3MiHu | TUNY - 3MiHN 3
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ONs pO3YnHY ans
iHcpysiid, 1000 MO/10
M, donakoH Ne 1 3
nopotwkom no 1000 MO
Yy KOMM/IEKTi 3
PO34YMHHMKOM (BOAA ANA
iH ekuii) no 10 mny
onakoHi Ne 1 Ta
Habopom Ans
PO34YMHEHHS | BBEAEHHS

marepianis: 3MiHu | TUMy - 3MiHa
Ha3BW NnocTavyasibHKKa CMO/M
ahiHHOT (XpomaTorpadhiuHor)
Heparin Sepharose ® 6 Fast Flow.
Agnpeca AinbHULI BUpoOHMLTBaA Ta
BMPOGHUWUYI onepauii 3amwmnamcs
He3MiHHMMK. 3anponoHOBaHO:
Cytiva Sweden AB, Bjorkgatan 30

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
opuriHanbHil ynakosLi, npu
Temneparypi He Bulle 25° C
3anponoHoBaHO: B OpUTiHaSIbHIN
ynakoBLj, Mpy TemnepaTtypi He
sue 30°C
2. A3NUNH® TabneTkn, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/0137/02/01
060n0Hkoto, no 500 Mr "GapmaueBTuyHa "®apmaueBTnyHa Marepianis: 3miHu | Tuny -
no 3 Tabnetkn y ipma "OapHuus” hipma "OapHuus” noJiaHHs OHOB/IEHOrO cepTudpikata
KOHTYPHIli YapyHKOBIl BiANOBIAHOCTI €BpONeNncbKil
ynakosui; no 1 thapmakonei Ne R1-CEP 2013-
KOHTYPHIli YapyHKOBIi 153-Rev 00 ansa Adl
ynakoBLi B nauLi a3nTPOMILMHY AUrigpaTy Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
Zhejiang Guobang Pharmaceutical
Co., Ltd. Ak Hacnigok yTouHeHHS B
HanvcaHHi agpecn BUPOOHUYOI
OinbHUUi (6yno: No.6 Wei Wu
Road, Hangzhou Gulf Shangyu
Industrial Zone, Zhejiang, China;
ctasnio: No. 6, Weiwu Road,
Hangzhou Gulf Shangyu
Economic and Technological
Development Zone, Zhejiang,
China). BBeeHHS 3MiH NpoTArom
6-TV MiCALIB MiC/1A 3aTBEPMAXKEHHS
3. AIMA®IKC MOPOLLOK Ta PO3UYUHHUK KEAPIOH C.IN.A. ITanisa KEAPIOH C.IN.A. ITanisa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17426/01/01
ONA PO3YNHY ANA maTepianis: 3miHu | TUNY - 3miHa
iHcpysiiA, 500 MO/10 mn, Ha3BW noctavyasibHNKa CMOsU
onakoH Ne 1 3 adiHHOT (XpomaTorpadiuHor)
nopoLukom rno 500 MO y Heparin Sepharose ® 6 Fast Flow.
KOMMEKTi 3 Agnpeca AinbHuULI BUpoOHMLTBa Ta
pO34MHHMKOM (BOda ANs BMPOGHMYI onepauii 3anuwmnnmucs
iH eKuiii) no 10 mny He3MiHHUMK. 3anponoHOBaHO:
onakoHi Ne 1 Ta Cytiva Sweden AB, Bjorkgatan 30
Habopom A Uppsala, Sweden
PO3YMHEHHS | BBEAEHHS
Y KapTOHHIli kopobui
4. AIMA®IKC MOPOLLOK Ta PO3UYUHHUK KEAPIOH C.IMN.A. ITanisa KEAPIOH C.IM.A. ITanisa BHECEHHS 3MiH 10 peecTpavuiniHnx 3a peyenmom UA/17426/01/02
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y 6nicTepi no 4 6nictepu
Y KapTOHHi Kopobuj

Cnonyyene
KoponiscTBo
(BMPOGHMLTBO 3a
NMOBHUM LMK/IOM);
Takepa ABCTpist
'M6X, ABCTpist
(mo3Bin BUNYyCK
cepii)

6puraTunHiby «Baxki meTanun» Ta
«3a/MLLIKOBI MeTaseBi

KaTanisatopu: nasagin ta migb» y
signosigHocTi fo ICH Q3D; 3MiHu |
TUMY - HE3HAYHI 3MiHW B MeTOANL

BMNPOGYBaHHA A®I 6puraTunHidy

3a NokasHMKoM «Po3nogin 3a
PO3MipOM YaCTOK», a came

BBEJleHHA [A0AAaTKOBO 06/1afHaHHSA
AN BUNPO6YBaHHS; 3MiHu | Tuny -

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Y KapTOHHiIli kopoobLi Uppsala, Sweden
5. ANQAPA Kpem 5 %; no 250 mr B MEJA AB Lseuis 3M Xenc Kea Benvka BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/12999/01/01
calue; no 12 cawe B Nimiteq Bputani marepianis: 3miHu | Tuny -
KOpOOGLIi 3 KAPTOHY BUJTYYEHHA HE3HAYHOIO NMOKa3HUKa
«Baxki MeTanu» 3i cneyndikauii
Ait04OT pevoBUHM iMiKBIMOAY Ta, K
Hacnigok, i3 aHaNiTUYHMX
MEeTOAMK; 3MiHW | TUNY - HE3HAYHI
3MiHV B METOANL BUNPOGYBaHHS
ineHTudikauii xnopugis gns Adl
imikBimoay. MeToz, BUNpo6yBaHHA
3/IMLIAETLCA HE3MIHHUM
6. ANYHBPUI® TabneTku, BKpUTI Takepa ®apma A/C [Janis MeHH Cnony4yeHe BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/18553/01/01
NAiBKOBOK 060/IOHKOHO, dapmachbioTikan KoponiscTBo MaTepianis: 3MiHu | Tuny -
no 30 mr; no 14 Cepsicec flimiTes, / ABcTpis BUyYeHHS 3i cneyndikauii A®I
Tabnetok y 6nictepi; no CnonyyeHe 6puratunHidy «Baxki meTanun» Ta
2 6nicTepu y KapTOHHIN KoponiscTBo «3anvwKoBi MeTanesi
Kopoobui (BMpPOGHMLTBO 3a KaTanisaropu: nanagii Ta migb» y
NMOBHUM LMK/IOM); BignosigHocTi go ICH Q3D; 3MiHu |
Takena ABCTpis TUMY - HE3HAYHI 3MiHX B MeTOoaMLUI
M6X, ABCTpis BMNpo6yBaHHA A®| 6puraTuHidy
(mo3Bin BUNYyCK 3a nokasHukom «Posnogin 3a
cepii) PO3MIpOM YaCcTOK», a came
BBE/EHHS 40AAaTKOBO 061afHaHHsA
AN BUNPOBYBaHHS; 3MiHW | Tuny -
He3HauHi 3MiHW 4,0 METOANKMN
BMNpo6yBaHHA A®| 6puraTuHidy
Ha 3a/TLLKOBI PO3UYNHHVIKM
MeTOoZ0M ra3oBoi XxpomMaTorpadi,
a came 3BYXEHHS KpuTepiis
NpVAATHOCTI cUcTemmn Ans
BiflHOCHOrO CTaHJapTHOro
BigxuneHHs 3<15.0 .0 < 5.0 %
7. ANYHBPUI® TabneTku, BKpUTI Takepa ®apma A/C [Janis MeHH Cnony4yeHe BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/18553/01/02
N1iBKOBOK 060/IOHKOIO, PapmacbloTikan KoponiscTeo marepianis: 3miHu | Tuny -
no 90 mr; no 7 TabneTok Cepsicec flimiTea, | ABCTpisa BW/yYeHHS 3i cneyudpikauii Adb|
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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

He3HauHi 3MiHM 40 METOANKHN
BMNpoGyBaHHA AD| GpuraTuHioy
Ha 3a/IMLKOBI PO3YMHHUKM
MeToA0M ra3oBoi xpomaTorpadii,
a came 3BY)XEHHS KpuTepiiB
NpUAATHOCTI cUCTeMMU Ans
BiflHOCHOrO CTaH4apTHOro
BigxuneHHs 3 <15.0 0o < 5.0 %

ANYHBPUT®

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 180 mr; no 7
TabneTtok y 6rictepi no
4 6nicTepun y KapTOHHIl
Kopobui

Takepa ®apma A/C

[JaHis

MeHH
dapmachboTikan
Cepsicec flimiTes,
Cnony4yene
KoponiscTBO
(BMPOGHMLTBO 3a
MOBHWUM LMK/IOM);
Takepa ABCTpIst
'M6X, ABCTpist
(mo3Bin Bunyck
cepii)

CnonyyeHe
Koponiscteo
/ ABCTpia

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BW/IYYeHHS 3i cneuudikauii Adbl
6puraTuHidy «Baxki meTanun» Ta
«3aNnLLKOBI MeTaseBi
KaTanizatopu: nanagii Ta migb» y
signosigHocTi fo ICH Q3D; 3MiHu |
TUMY - HE3HAYHI 3MiHV B METOANL
BMNPo6YyBaHHA A®I| 6puraTnHiby
3a nokasHMKom «Po3snogin 3a
PO3MipOM HYacTOK», a came
BBeJEeHHA A0AAaTKOBO 06/1aHaHHS
015 BUNPOBYBaHHS; 3MiHM | Tuny -
He3HauHi 3MiHM 40 METOANKN
BMNpo6yBaHHA A®I| 6puraTnHiby
Ha 3a/IMLLIKOBI PO3UYVHHUKM
MeToA0M ra3oBoi xpomaTorpadii,
a came 3BY)XEHHS KpuTepiis
npugaTHoOCTi cuctemu gns
BiflHOCHOrO CTaH4apTHOro
BigxuneHHs 3 <15.0 10 < 5.0 %

3a peyenmom

UA/18553/01/03

ANbBYBEH

po3unH ANns iHgysii 10
%, no 50 mn, 100 mny
donakoHi; no 1 dpnakoHy
y nadui 3 kKapToHy

TOB "BIO®PAPMA
MNA3SMA"

Ykpaina

TOB "BIO®APMA
MIA3SMA"
(BMPOGHMLTBO,
nepBuHHe
nakyBaHHS;
BUPOBHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
Cepiii; KOHTPO/b
AKOCTI)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag, (iHLWi 3MiHK) -
3MiHM y cknagi AONOMDKHUX
pPEeYOBUH NiKapCcbKOro 3acoby, a
came: 3a3HayeHHs y po3gini
«Cknag» fOMNOMDKHUX PeYOBUH
HaTpilo xnopug Ta HaTpito
rigpokcna, siki BAKOPUCTOBYHOTbCS
ONa peryoBaHHa pH Ta
OCMOJISSILHOCTI PO3UUHY
anbOyMiHy 3 MOMEHTY nepLuoi
peecTpawdii, ane He 6ynn
3a3HauveHi y cknagi nikapcbkoro
3aco6y. 3MiHM BHOCATBLCA 40
peecTpaLiiiHOro NocBig4eHHs,
IHCTPYKUIT AN MeguuHoro
3acToCcyBaHHSA, KOPOTKOT
XapaKTepuUCTUKM NiKapCbKOro

3a peyernmom

UA/15875/01/01
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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
3acoby, TEKCTY MapKyBaHHs

yNakoBKM NikapCbKoro 3acoby,
MeTogjiB KOHTPO/IHO AKOCTI.
TepMiH BBEEHHS 3MiH - NPOTArOM
3 MicAUiB Nicna 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUVIXiZHWNIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HULUTBA AD| (LONOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta Bi4NOBIgAHNM METOA0M
BMNPO6YBaHHS) - [loNOBHEHHS
crneundikauii Aitoyoi peyoBnHN
AnbGyMiH HOAVHN HOBUM
NoKasHUKOM AKOCTi «KifnbkicHe
BM3HAYeHHs: Hatpito kanpunar» 3
BigMNOBIAHMM METOA0M
BUNPO6YBaHHA. 3MiHU | TUNY -
3MiHu 3 siKocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HauYeHux y cnewmddikauisax
Ha A®|, abo BMXigHWA/NPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNOBIAHVM METOL0M
BMNPO6YBaHHS) - [loNOBHEHHS
cneumaikauii ®paxuii V
(anbbyMmiH) goaaTKOBMMU
MoKa3HUKaMm AKOCTi
"laeHTudpikauis”, "Cknag 6inkis",
"Po3nogin monekyn 3a po3mipom",
"BipycHa 6e3neka" 3 BignoBigH1Mu
MeTogamu BUNpobyBaHHA. 3MiHu |
My - 3MiHK 3 aKocTi. AdI.
Brpo6HMUTBO. 3MiHM B MpoLeci
BMPO6HMLTBA ADI (iHLLi 3MiHN) -
3awmiHa thinbTpauiiiHnx maTepianis
O715 OCBIT/IIOKOYOT (TTMBMHHON)
hinbTpavii romoreHizaTy ocagis
dpakuii V. 3miHu | Tuny - 3miHu 3

skocTi. A®l. Cuctema
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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

KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa y 6e3nocepesHiii
ynakosLi AP (iHWi 3MiHW) -
HapaHHsa getanbHoi iHchopmadii B
peecTpadiiiHomy fgocke woao 3D-
KoHTelHepa ALLEGRO single use
system, L0 BUKOPUCTOBYETLCA
[ONS NePBUHHOTO NaKyBaHHA
NpoMiXHOI (Hepo3dacoBaHoi)
npoaykuii. 3miHu 1l Tuny - 3miHu 3
akocTi. A®l. BUpo6bHULTBO. 3MiHK
B npoveci Bupo6HuuTea AP (iHLi
3MiHW) -
36i/bLUeHHS 06’eMY BUPOOGHUYOTO
nyny nnasmv gns
dhpakuioHyBaHHs 7o 2100 11 Ha
BMPOGHUUIl AinbHUUi y M. Bina
LiepkBa. 3atBepmkeHo: 900 n,
1800 n. 3anponoHosaHo: 900 n,
1800 n, 2100 n. 3miHn Il TNy -
3MiHu 3 aKocTi. A®l. BUpo6bHULTBO
(iHWi 3miHW) - MNepedopmaTyBaHHSA
iHhopmaLii 3aranbHOro
TEXHIYHOTrO AoKyMeHTa Mogaynb 3
yacTuHa S peecTpaujiiiHoro AOoCbE.
3MiHu Il TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Onuc
Ta cknag, (iHwi 3miHK) -
MepedropmaTyBaHHs iHhopmaLi
3arasibHOro0 TEXHIYHOrO JOKYMeHTa
Mogyne 3 yactuHa P
peecTpauiiHoro Aocbe.

10.

ANbBYBEH

po3unH Nns iHdysii 20

%, no 50 mn, 100 mny

hnakoHi; no 1 dpnakoHy
y nadui 3 kKapToHy

TOB "BIO®PAPMA
MNA3SMA"

Ykpaina

TOB "BIOPAPMA
MIA3SMA"
(BMPOGHULTBO,
nepBuHHE
nakyBaHHS;
BUPOBHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
Cepiii; KOHTPO/b
AKOCTI)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3MiHu | Tuny - 3mMiHu 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag (iHLWi 3MiHK) -
3MiHU Y cKnagi AONOMIKHMX
pPEeYOoBUH likapcbKoro 3acoby, a
came: 3a3HayeHHs y po3gini
«Cknag» AONOMIKHUX PEeYOBHUH
HaTpilo xnopug Ta HaTpito
rigpokcna, siki BAKOPUCTOBYHOTbCSA
ONA perynioBaHHs pH Ta
OCMO/IASILHOCTI PO3YWHY
anbOyMiHy 3 MOMEHTY nepLuoi
peecTpawdii, ane He 6ynun
3a3HaveHi y ckiagi nikapcbKkoro
3aco6y. 3MiHM BHOCATBLCA 40
PEECTPALiHOro NOCBiAYEHHS,

3a peyenmom

UA/15875/01/02
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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
IHCTPYKLii 4Ns MeguyHoro

3aCTOCYBaHHS, KOPOTKOI
XapaKTepuCTUKK Nikapcbkoro
3aco0y, TEKCTY MapKyBaHHSA
yNakoBKM NikapCbKoro 3acoby,
MeTogjiB KOHTPO/IHO AKOCTI.
TepMiH BBEEHHS 3MiH - NPOTArOM
3 MicAUiB Nic/a 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUVIXiZHWNIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HULUTBA AD| (LONOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta Bi4NOBIgAHNM METOA0M
BMNPO6YBaHHS) - [loNOBHEHHS
cneundikauii 4itoyoi peyoBnHN
AnbGYMiH HOAVHN HOBUM
noKasHUKOM AKOCTi «KinbkicHe
BM3HAYeHHN: Hatpito kanpunar» 3
BigMNOBIAHMM METOA0M
BUNPO6YBaHHA. 3MiHU | TUNYy -
3MiHu 3 siKocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3HauYeHux y cnewmddikauisax
Ha A®|, abo BMXigHWA/NPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y NPOLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNOBIAHVM METOL0M
BMNpPO6YBaHHS) - [loNOBHEHHS
cneumaikauii ®paxuii V
(anbbyMmiH) gogaTKoBMMU
MOKa3HUKaMm AKOCTi
"laeHTudpikauis”, "Cknag 6inkis",
"Po3nogin monekyn 3a po3mipom",
"BipycHa 6e3neka" 3 BignoBigH1MU
MeTogamu BUNpobyBaHHA. 3MiHM |
My - 3MiHK 3 aKocTi. AdI.
Brpo6HMUTBO. 3MiHM B Mpoueci
BMPO6HMLTBA ADI (iHLUI 3MiHN) -
3amiHa thinbTpauiiiHnx maTepianis

0151 OCBIT/IHOKOYOT (TNMBUHHOT)
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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

hinbTpavii romoreHisarty ocagis
dopakuii V. 3miHu | Tuny - 3MiHu 3
AkocTi. A®I. Cuctema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3MiHa y 6e3nocepesHiii
ynakosLi AP (iHWi 3MiHW) -
HapaHHsa getanbHoi iHchopmadii B
peecTpadiiiHomy focke woao 3D-
KoHTelHepa ALLEGRO single use
system, L0 BUKOPUCTOBYETLCA
[ONS NePBUHHOTO NaKyBaHHA
NpoMiXHOI (Hepo3dacoBaHoi)
npoaykuii. 3miHu 1l Tuny - 3miHu 3
akocTi. A®l. BUpo6bHULTBO. 3MiHK
B npoveci Bupo6HuuTea AP (iHLi
3MiHW) -
36i/bLUeHHS 06’€MY BUPOOGHUYOTO
nyny nnasmuv gns
dhpakuioHyBaHHs 7o 2100 11 Ha
BMPOGHUUIl AinbHUUi y M. Bina
LiepkBa. 3atBepmkeHo: 900 n,
1800 n. 3anponoHosaHo: 900 n,
1800 n, 2100 n. 3miHn Il TUNY -
3MiHu 3 aKocTi. A®l. BUpo6bHULTBO
(iHWi 3miHW) - MNepedopmaTyBaHHSA
iHhopmaLii 3aranbHOro
TEXHIYHOTrO AoKyMeHTa Mogaynb 3
yacTuHa S peecTpaujiiiHoro AOCbE.
3MiHu Il TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Onuc
Ta cknag, (iHwWi 3miHK) -
MepedropmaTyBaHHs iHhopmaLi
3arasibHOro0 TEXHIYHOrO JOKyMeHTa
Mogyne 3 yactuHa P
peecTpauiiHoro Aocbe.

11.

AMICYNbNPUA

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

Nab6opaTtopic
EcniHoc | Bocpinn,
C.A. (IEBCA)

IcnaHis

Nab6opaTtopic
EcniHoc | Bodpinn,
C.A. (IEBCA)

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BUKNaAeHHss MeTofiB KOHTPO/IIO
AKOCTI Ha cybCcTaHLUito
amicynibnpug, nopoLuok
(cybeTaHLUis) yKpaiHCbKo MOBOKO
Y 3B’A3KYy 3 BUMOramu o
mMarepianis peecTpauiiHoro
[0CbE, 5K 3aTBEPKEHI Haka3oM
MO3 YkpaiHn Ne 1528 Big,
27.06.2019; 3MiHu | TUny -
BUAaeHHs i3 cneumdikauii Ta
MeTOZiB KOHTPOSI0 cybCTaHLji
nokasHuka «MikpobionoriyHa

UA/9092/01/01
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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

yncToTa» BiAMOBIAHO A0
martepianis BUPO6HMKA; 3MiHN |
TUMY - NOAAHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2003-099-Rev 03 ans
cy6eTaHuii Amisulpride Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
Laboratorios Espinos Y Bofill S.A.
(LEBSA), IcnaHis, sik Hacnigok
3MiHM y cneuudpikauii Ta meTogax
KOHTPONIO cybCTaHLil 3a
MOKa3HNKOM «Badkki meTann -
BUAAIEHHA MOKa3HKKa, OCKiNbKN
CEP fonoBHeHU OLiHKO pU3KKIiB
00 €/IeMEHTHUX JOMILLIOK
BignosigHo o sumor ICH Q3D
Guideline for elemental impurity,
L0 NpeAcTaBneHo B goaatky 2 fjo
CEP; - 3MiHM 3@ p. «YNaKkoBka» -
npuBeLEeHO Yy BiANOBIAHICTb A0
CEP (3aTBEpOKeHo: ynakoBka
dmpmbl Laboratorios Espinos Y
Bofill S.A. (LEBSA), VicnaHis) —
NoIN3TUIEHOBbIE NaKeThI,
NOMELL,EHHblIE B KAPTOHHbIE
6apabaHbl; 3anponoHOBaHO:
NoABIlHI MONIETUIEHOBI NakeTw,
AKi MOMILLLEHO B KapPTOHHI
6apabaHu); - 3MiHa cchepu
3acTtocyBaHHA A®I, a came:
(3aTBEpPAXEHO: 419 BUPOOHMLTBA
HeCTepUIbHUX NiKapcbKnx gopm;
3anporoHoBaHo: Ans
chapmaLeBTUYHOrO 3acTOCyBaHHs)

12.

AHANbIIH

Tabnetkn no 0,5 r, no 10
Tabnetok y 6nictepax;
no 10 TabneTtok y
6nictepi; no 2 abo 10
6nicTepiB y nayui 3
KapToHy

MAT "MoHdapm"

Ykpaina

MAT "MoHcpapm"

YkpaiHa

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

hapmakoHarnsgy - 3aTBepaKeHHs

a/IbTEPHATNBHOIO TEKCTY

MapKyBaHHS YNakoBKW Nikapcbkoro

3acoby

6e3 peyenma
—Ne 10; 3a

peyenmom —

Ne 20, Ne 100

UA/7331/01/01

13.

AHANbIIH

pO34uH A8 iH ekuin 500
Mr/MA1, M0 2 MN B
amnyni; no 5 amnyn'y
KOHTYPHIli YapyHKOBIi
YNakKoBLi; N0 2 KOHTYPHI

TOB "lOpia-®apm”

YKpaiHa

TOB "tOpia-Papm”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTepianis: BUNPaBNEHO TEXHIYHY
NOMWJIKY Y TEKCTI IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHA Ta
KOPOTKOI XapaKTepUCTUKN

3a peyernmom

UA/14166/01/01
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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
YapyHKOBI YNakoBKW B nikapcbKoro 3acoby y po3gaini
nauui "[laTa ocTaHHbLOro nepernagy"”
(nomunkoBo HaBefeHa AaTa).
3a3HaueHe BUMpaBeHHs
Bignosigae marepianiam
peecTpaujiiiHoro Aocke
14. AHrIO-IH'E€Nb pO34MH A1 iH'eEKUI No Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/6658/01/01
1,1 mn B amnyni; no 5 XalinbMmiTrens XainbmitTens marepianis: 3mMiHW | TUNY - 3MiHK
amnyn y KOHTYpPHIi Xeenb M'm6X Xeenb Mv6X oo 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; Mo hapmakoHarnsgy - BHeCeHHs
1 KOHTYpHIlA YapyHKOBIli iHbopmawii npo chnyopecueHuito
ynakoBLi B kopobL,i 3 eTukeTkn y n. 6 IHLE Tekcty
KapToHy; no 1,1 mn B MapKyBaHHS MepBUHHOT YNakoBKN
amnyni; no 5 amnyn y niKapcbKoro 3acoby
KOHTYPHIli YapyHKOBIi
YMaKoBLi; MO 2 KOHTYpHI
YapyHKOBi YNakoBK/ B
kopo6bui; no 1,1 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 20
KOHTYPHUX YapyHKOBUX
ynakoBOK y KOpobLi 3
KapToHy
15. AT®-JIOHI® Tabnetku no 20 wmr; no TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/3121/01/02
10 TabneTok y 6nictepi; "PapmaLeBTnyHA "®apmMaueBTUYHA mMartepianis: 3MiHu | TUNY - 3MiHK 3
no 3 a6o 4 6nictepu B KomnaHis "®apKoC" KomnaHis "®apKoC" akocTi. A®l. BupobHuuteo. 3miHa
Kopoobui BMPOGHMKA BUXiAHOro/NpOMKHOIO
NpoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSH Y
BMPO6HMYOMY npoLeci Adl, abo
3MiHa BMPOGHWMKa (BKOYatouu, ae
HeobXxigHO, MicLe NpoBeAeHHS
KOHTPO/tO AKOCTi) APl (3a
BifCYTHOCTI cepTudikaTa
BIANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepayxeHomy
[l0CbE) - BBEL,EHHA [,0aTKOBOI0
BMpO6HUMKa AP, 3anponoHoBaHo:
MpAT "®apmaveBTuyHa dipma
"®apKoC", YkpaiHa, TOB
"hapmMaueBTNYHa KOMNaHis
"®apKoC", YkpaiHa
16. AT®-JIOHI® Tabnetku no 10 mr; no TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/3121/01/03
10 TabneTok y 6nictepi; "®apmaueBTnyHa "hapMaueBTUYHA mMartepianis: 3MiH | TUMY - 3MiHK 3

no 3 a6o 4 6nictepu B
KopooLi

KomMnaHis "dapKoC"

KoMnaris "dapKoC"

saKocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NpOMKHOrO
NpoAyKTy/peareHty, Wwo
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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
BUKOPVCTOBYHOTBCS Y
BMpo6GHUYOMY npoueci AdPl, abo
3MiHa BMPOGHWMKa (BKOUatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/O sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomMy
[0CbE) - BBEJEHHA [0AAaTKOBOro
BMpO6HMKa AP, 3anponoHoBaHo:
MpAT "®apmareBTuyHa cipma
"®apKoC", YkpaiHa, TOB
"apmaueBTMYHa KOMMaHis
"®apKoC", YkpaiHa
17. AYTMEHTUH™ NMOPOLLOK A/151 OPa/IbHOT nakcoCmiTKnsiiH Benvka "nakco Bennkom DdpaHuia/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/0987/05/01
cycneHsii (200 mr/28,5 Ekcnopt flimiteq BpuTaHis MpofakLuH, Benuka Marepianis: BUNpaB/ieHHS
Mr B 5 M/1); MOPOLLIOK ®paHuia; CMITKNsiH BpuTaHis TeXHiYHOT nomunkn B MKA N13
ONA npurotyBaHHAa 70 Biuem NnoB’sA3aHe 3 NepeHeceHHAM
M1 cycneHsii y dapmacbloTmkanc, iHchopmawuii 3 HagaHoro
hnakoHax 3 NPo30poro Benvka bputaHis BMPOGHMKOM peecTpaviiiHoro
CKna 3 MeTas1eBol Aocbe y «Creumdikauito
KPULLKOHO, L0 HanpUKiHLi CTPOKY NpMAATHOCTI Ha
3arBUHYYETLCA (3 CYXMiA NOPOLLIOK» Ta
KOHTpOMIEM MepLuoro «CneundikaLito Ha CycneHsito»,
BIAKPUTTSA | NONIMEPHOI0 LLIOAI0 KOperyBaHHs A0 TecTy
NAiBKOIO, LLO MICTUTLCSA «CynyTHi AOMILLKA aMOKCULNAIHY:
BCepefeHi) pasom 3 (BEPX)». 3anponoHoBaHo:
MipHUM KOBMa4ykoMm abo Cnevnudpikauii HanpyKiHLi CTPOKY
[03YHOUUM LLINPULOM, NPVAATHOCTI Ha CYXuii NOPOLLOK
ab6o 3 MipHOt0 TecT «CynyTHi AOMILLKM
JIOXEYKOH, MOMILLEHIN B amokcmunniny: (BEPX)» (% B/B)
KapTOHHY KOpO6Ky a6o 3 Creuundikauii Ha cycneHsito TecT
KPULLIKOIO i3 3aXUCTOM «CynyTHi AOMILLKA aMOKCULWIHY:
BiJ BIAKPUTTA 4iTbMM (BEPX)» (% B/B)
pasom 3 [03yUuM
LUINPULLOM @60 MipHOO
JIOXKKOH0, MOMILLEHWNIA B
KapTOHHY KOPO6KY
18. APOUNIA Kancynm m'siki no 200 wmr, [JenbTa Megjken LLiBefuapis xentek MNpaiseT IHAis BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma UA/18381/01/01
EKCINPEC no 10 kancyn M'akux y MpomoyLwH3 Al Nimiten marepianis: 3MiHW | TUNY - 3MiHK
6nictepi; no 1 a6o 2 BHECEHO A0 IHCTPYKLUiT ANns
6nicTepy B KAPTOHHIi MeANYHOro 3aCToCyBaHHSA
Kopoobui nikapcbKoro 3acoby y po3ain
"Mo6ivHi peakuii" BignNoBigHO A0
OHOB/IEHOT iHdhopMaLii 3 6e3neku
4ito4oi pevoBuHU. BBeeHHA 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS
19. APPNAA MAKC Kancynun m'ski no 400 wr, [enbTta Megjken LLiBeliLapis [xentek MpaviBeT IHAiA BHECEHHS! 3MiH 10 peecTpaLiiHnX 6e3 peyenma UA/18232/01/01
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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
EKCMNPEC no 10 kancyn M'skux y MpomoywH3 Al Nimiteq marepianis: 3MiHN | TUMY - 3MiHK
6nicTepi, no 1,2, 3 abo BHECEHI [0 iHCTPYKUii ans
10 6nicTepiB B KapTOHil MeANYHOro 3acTocyBaHHSA
Kopobui nikapcbKoro 3acoby y po3ginm
"Oco61MBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3mn"
BiMNOBIAHO A0 OHOB/IEHOT
iHbopmauii woao 6esnekun airoyoil
peyoBuHW. BBeEHHSA 3MiH
npoTArom 6-Tn MicAUiB 3 AaTu
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHW BHECeHi [0 IHCTPYKUii ans
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Mo6iuHi peakuii" BigNoBIgHO A0
OHOBJIEHOI iHhopMaLii LWoao
6e3neku Ajtoyol peHOBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu
MICALIB MiC/1SA 3aTBEPLKEHHS
20. AULU® pO34uH opasibHUiA, no 20 CaHpo3 CnoseHis Canotac ®apmva HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/8272/02/01
mr/mn, no 100 mn a6bo dapmacbioTikan3 'M6X, HimeuyunHa mMartepianis: 3MiHU | TUMY - 3MiHK 3
no 200 Mn y donakoHi; no a.a. (Bunyck cepil); SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
1 dhnakoHy y KOMMNeKTi dapma BepHirepoge KOHTpO/b roTOBOrO MiKapcbKoro
3 MipHVM KOBMAYKoM 'M6X, HimeuyunHa 3acoby. 3miHa y meTogax
Ta/abo MipHUM (BMPOGHMLTBO BMNPOGYBaHHSA roTOBOro
annikaTopom (Lwnpuem) "bulk”, nepBrHHe Ta niKkapcbKoro 3acoby (He3HauHa
Y KapTOHHIl kopoobui BTOPVHHE 3MiHa y 3aTBEpAKEHNX MeTofax
nakyBaHHs, BUNPOOYBaHHS) - BHECEHO
TeCTyBaHHs) He3HauHi 3MiHM Yy MeToau
BMNPOBYBaHHA 3a NOKa3HUKOM
«CynyTHi [JOMILLKU»
21. BlconPonon TabneTtku, BKPUTI CaHpo3 CnoseHis Nex C.A., Monbwa Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4401/01/01
CAHAO3® NiBKOBOK 06O/IOHKOLO, dapmacbloTikans (anbTepHaTMBHWMIA HimeuunHa marepianiB: yTO4YHEHHA
no 5 mr; no 10 TabneTok A.40. BVPOGHMK - peecTpauiiiHoi npoueaypu B

y 6nictepi; no 3
6nicTepy B KAPTOHHIi
Kopo6ui; no 15 TabneTok
y 6nictepi; no 2, abo no
4 abo no 6 6nictepis y
KapTOHHI KopoobLi

BMPOBHMUTBO 3a
MOBHVM LVK/IOM;
nepBuHHE i
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); Cantotac
dapma 'vbX,
HimeuyunHa
(BMPOGHMLTBO 3a
MOBHWM LK/IOM)

Hakasi MO3 Ykpaiuu Ne 1819 Big
27.08.2021 B npoueci BHECEHHSA
3MiH - 3MiHU | TUMY - 3MiHK
BHECEHO A0 IHCTpyKuii ans
MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
3acToCyBaHHA fjilo40l pevoBUHN.
TepMiH BBe,eHHA 3MiH
npoTtarom 6-tu micsAuiB nicna
3arBepAKeHHs1. B Hakasi MO3
YKpaiHu 6yB nponyLieHnii TepmiH
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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
BBE/EHHS 3MiH - BBEAEHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.
22, BlconPoOnon TabneTku, BKpUTI CaHpos CnoseHis Nek C.A., Monbwa Monbuwa/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a peyenmom UA/4401/01/02
CAHAO3® NAiBKOBOK 060/IOHKOHO, dapmacbioTikan3 (anbTepHaTMBHWMIA HimeyunHa mMartepianis: yTOUHEHHs
no 10 mr; no 10 a.4. BVPOGHMK - peecTpauiiiHol npoueaypu B
Tabnetok y 6nictepi; no BMPOGHULITBO 3a Hakasi MO3 Ykpaitu Ne 1819 Big,
3 6nicTepu B KAPTOHHiIl NMOBHWUM LMK/IOM; 27.08.2021 B npoueci BHeCEHHA
Kopobui; no 15 TabneTok nepBUHHE i 3MiH - 3MiHW | TUNY - 3MiHK
y 6nicTepi; no 2, abo no BTOpPUHHE BHECEHO A0 IHCTPYKUIiT Ans
4 a60 no 6 6nictepis y nakyBaHHs, Me[UYHOro 3acToCyBaHHS
KapTOHHI KOpoobLyi KOHTPO/b Ta BUMYCK nNikapcbKoro 3acoby 4o po3ainy
cepii); Cantotac "MobiuHi peakuyii" BigNoBigHO A0
dapma N'vbX, OHOB/EHOT iHthopMaLlii 3 6e3neku
HimeuunHa 3aCTOCyBaHHS Ait040T PEYOBUHN.
(BMpPOGHMLTBO 3a TepmiH BBefieHHA 3MiH
NOBHUM LK/IOM) npoTArom 6-t1 micsauis nicna
3aTBepKeHHs. B Hakasi MO3
YkpaiHu 6yB nponyLieHnii TepmiH
BBEJEHHS 3MiH - BBeAEHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
23. BPEKCIH® Tabnetku no 20 mr, no K'esi ABCTpis K'esi PapmaveyTuui ITanisa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4636/01/01
10 TabneTok y 6nicTepi; dapmac'ioTikens C.n.A,, ltania marepianis: 3MiHW | TUMY - 3MiHK
no 1, 2 abo 3 6nictepu B 6X (BUpOGHMLTBO in BHECEHO A0 IHCTpYKUIiT Ans
naJi 3 KapToHy bulk, nepsuHHe Ta MeAUYHOro 3acToCyBaHHS
BTOPWHHE nikapcbkoro 3acoby A0 po3ginis
nakyBaHHs, "Oco6MBOCTI 3aCTOCYBaHHSA",
KOHTPONb Ta BUMYCK "Mo6ivHi peakuii” BignNoBigHO A0
cepii) pekomeHgauii CMDh npo
[ofaBaHHs iHhopmaLii CTOCOBHO
BMNaakiB hikcoBaHoi
TOKCMKOAEPMIl Npn 3acToCyBaHHi
nikapcbKoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPMAXKEHHS
24, BPIHEPA Kpansi O4Hi, cycneHsis CEHTICC ®APMA IHais CEHTICC ®APMA IHais BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/18598/01/01

no 5 mMn y dpnakoHi 3
KpanesnbHewueto; no 1
dhnakoHy 3
KpanenbHULE y
KapTOHHI KOpoOLyi

MpaviseT MimiTes,

MBT. NTA.

mMaTtepianis: BUNpaBneHHs
TEXHIYHUX MOMUIIOK, 3rigHO M.2.4.
po3ainy VI Hakazy MO3 YkpaiHu
Bz 26.08.2005p. Ne 426 (y
pegakuii Hakasy MO3 YkpaiHu Big
23.07.2015 p Ne 460) -
BUMNPAaB/IEHHS TEXHIYHUX MOMUMIOK
B Cneuyudpikauii MKA N3,
OONYLLEHNX NPU NEPEHECEHHI
iHchopmauii 3 opuriHanbHNUX
MaTepiaiB peecTpauiiHoro
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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

[10CbE, NPV NPOBELEHHI
npoueaypuv peectpadii /13 (Hakas
MO3 Ykpainu Big 05.03.2021
Ne399; PN UA/18598/01/01), a
came: - BUNpaB/ieHHs MOMUIIKN Y
Ha3Bi BUPOGHMKa TUMOONY
maneatys p.Cknag.
(3aTBEpmxeHo: FDS Limited, IHAjs;
3anponoHosaHo: FDC Limited,
IHAisA); - B cneumndikauii N3 B
po3gaini «Pasmep vactui»
3aMiHEHO MOMW/IKOBO BKa3aHWii
3HaK ((<) Ha npaBubHWIA (), KN
BiANOBifa€e pefakLii BUpo6bHUKa
(NLT), TO6TO — He MeHLuEe HixX. A
TaKoX, A0A4aH0 MOMWU/IKOBO
ynyLieHe HOpMyBaHHA Ans
TepMiHy NpuaaTHOCTI; - B NPUMITL
«**» no cneundikauii,
BUMNPaB/IeHO NOMW/IKN B Ha3Bi
[oMmilok 6puH3onamigy; - B
MeToAax KOHTPOJIO SKOCTI B
p.8.ConyTcTBytOLLME NPUMECHU
BpuHsonamupa. Tect 1 (cT.7),
BMNpaB/IEHHS ONeYyaTky y po3aini
«PeakTnBu»; Ha CT.19 y NOACHEHHI
0,0 DOPMY/IN PO3PaXYHKY AOMILLOK
- 3aMiCTb NOMWU/IKOBOI pedakLii
«Wstd — HaBecka CO
BpuH3onamupa, B3ATas ans
NPUroTOB/IEHNSA CTAHAAPTHOIO
pacTBopa, Mr», BUKIacTu y
npaBusbHI pegakuii «Wstd —
Hasecka CO TvmMonona masneara,
B3siTasA 419 NPUroToB/IEHNA
cTaHfapTHOro pacTtsopa, Mr»; - B
MeToAax KOHTPOJI0 BUMPaB/IEHHS
NOMM/IOK B po3ini «12.
CopaepxaHue 6eH3aNKOHNI0
xnopuga. B npurotysaHHi
CTaHAAaPTHOro PO34YmnHy Tay
NOSICHEHHI 40 hopMyn
po3paxyHKy BMICTy 6E€H3asTKOHit0
xnopugy Tay npumiTyi 4o AaHoro
po3giny: B p. CogepxaHue
AvHaTpuio ageTarta. —
BUMpPaBIEHHS NOMUIIOK B
NOSICHEHHI 40 hopMyn
pO3paxyHKy BMICTY AMHATPIKO
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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
egertarty; B p. BA3koCTb.-
BUMPaB/IEHHSI MOMU/IOK B Ha3BI
o6nagHaHHA. 3a3HadeHi
BWMNpaB/IEHHS BigMoBifalnTb
marepianam peecTpauiiHoro
[OCbE, K 3HAX0AATbCA B apXiBi
25. BPIHTENNIKC TabneTku, BKpUTI Nynpbek Exkcnopt [OaHis Enasdhapm, PpaHuis/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/14150/01/01
NAiBKOBOK 060/IOHKOHO, AlC dpaHuia (nepBrUHHE [aHia marepianis: 3mMiHW | TUNY - 3MiHK
no 5 mr, no 14 TabneTok Ta BTOPVHHE BHECEHO [0 IHCTPYKLi Ans
y 6nicTepi; no 2 nakyBaHHs); MeJNYHOro 3aCTOCYBaHHS
6nicTepy y KapTOHHIl EypodiHc Bioghapma nikapcbKoro 3acoby A0 po3ainis
Kopobui MpoaakT TecTiHr "Oco61MBOCTI 3aCTOCYyBaHHA",
[Jenmapk A/C, OaHis "3acTocyBaHHs y nepiog
(BMNpobyBaHHA 3a BariTHOCTi abo rogyBaHHsA rpyaa”
MOKa3HNKOM LLLOZ0 MOX/IMBOCTiI BUHUKHEHHS
"MikpobionoriyHa nicAsSN0M0roBrX KPOBOTEY 3TiAHO 3
yncrorta"); X. pekomeHpauissmu PRAC; 3MiHu |l
Nynpbek A/C, faHis TUMY - 3MiHW BHECEHO [0
(BMpPOGHMLTBO 3a IHCTPYKUii 4Ns MeguyHoro
NOBHUM LIMK/TOM) 3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
BnactmsocTi" ("®apmakognHamika"
Ta "dapmakokiHeTmka"),
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3un”,
"Mo6iyHi peakuii” BignosigHO A0
mMaTepianiB peecTpauiiHoro 4ocke
26. BPIHTENNIKC TabneTku, BKpUTI Nynp6ek Exkcnopt [Janis Enasdpapm, PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/14150/01/02
NAiBKOBOK 060/IOHKOHO, A/IC dpaHuia (nepBrUHHE [aHia marepianis: 3mMiHW | TURY - 3MiHK

no 10 mr; no 14
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHIN
Kopobui

Ta BTOPVHHE
nakyBaHHs);
EypodiHc Bioghapma
Mpopakt TecTiHr
JeHmapk A/C, faHis
(BMNpobyBaHHA 3a
NMOKa3HNKOM
"MikpobionoriyHa
unctorta"); X.
Nynp6ek A/IC, faHis
(BMpPOGHMLTBO 3a
NMOBHUM LK/IOM)

BHECEHO [0 IHCTPYKLi Ans
MeJMYHOr0o 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainis
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHSA y nepiof
BariTHOCTi abo rofyBaHHA rpyaato
LLIOA0 MOX/IMBOCTI BUHUKHEHHSI
nicNANoA0roBMx KPoBOTEY 3rifHO 3
pekomeHpauissmu PRAC; 3MiHu |l
TUMY - 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
BnactusocTi" ("®apmakognHamika'
Ta "dapmakokiHeTmka"),
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3un”,
"Mo6ivHi peakuii" BigNoBigHO A0
mMaTepianiB peecTpauiiHoro 4ocke
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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
27. BPOMIEKCWUH Tabnetku no 8 mr, no 20 MAT "MoHdapm" YkpaiHa MAT "MoHcpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/1688/01/01
Tabnetok y 6nicrepax marepianis: 3MiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - 3aTBepAKeHHs
albTEPHATUBHOIO TEKCTY
MapKyBaHHS yMakoBKU iKapCbKOro
3acoby
28. BPOH/EC Kancynu tBepai no 375 AJNIKANOIQ AL Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/17598/01/01
mr no 10 kancyn y Ckon'e MiBHiuHA Ckon'e MiBHiuHa marepianis: 3MiHN | TUNY - 3MiHa
6nicTepi; no 3 6nictepu MakefoHis MakefoHis Ha3Bu /13, a came AofaBaHHs
Y KapTOHHIl1 ynakoBLi 3Haky ® go Ha3su J13
(3atBepaxeHo: BRONLES;
3anponoHoBaHo: BRONLES ®);
3MiHu | TUNY - BBEAEHHA nepioay
NOBTOPHOro BMNpobyBaHHsA 36
micsauiB ana A®l kapboumncTein
BUpo6HMLTBa PharmaZell GmbH;
3MiHW | TNy - BBEAEHHS HOBOTO
BVPOGHMKA Ait040T PEYOBVHN
Carbocisteine PharmaZell GmbH,
B SIKOrO HasiBHMI CepTucpikat
BiANOBIAHOCTI EBPONENCLKOI
dapmakonei Ne R1-CEP 1998-
038-Rev 05; 3MiHu | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichkili
thapmakonei Ne R1-CEP 1997-
037-Rev 06 gns fjitoyoi pevyoBUHU
Carbocisteine Big Bxe
3aTBEpPAKEHOro BUpo6HrKa Moehs
Iberica S.L.
29. BYCTPUKC™ cycneHsist ans iH'ekuiii nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15071/01/01
nonio no 1 gosi (0,5 mn/gosy) EkcnopT NimiTeq BputaHis Bionogpxikans C.A. martepianis: 3miHu Il Tuny -
KOMBIHOBAHA no 1 gosiy nonepegHbo BBEEHHA A0AATKOBOI AiNbHNLL
BAKUVHA And HanoBHEHOMY LUNPUL; WN48 (GlaxoSmithKline S.A.,
MAPO®INTAKTUKN no 1 nonepegHbL0 Parc de la Noire Epine, Rue
DUNOTEPII, HanoBHEHOMY LUNpULY Y Fleming 20, 1300 Wavre, Belgium)
NMPABLSA, KOMNEKTi 3 ABOMa 3 (hyHKLE BUPOBGHULITBA
KALLJTIOKY ronkamv B OfiHOBAJSIEHTHNX aHTUTEHIB
(ALETIONAPHNIA naacTUKoBOMY iHaKTMBOBAHOrOo MoNioBipycy
KOMMOHEHT) TA KOHTeliHepi; no 1 (monovalent bulk antigens
noniomMmienity KOHTEiHepy y KapTOHHIi (serotypes 1,2 and 3)). PegaxuiiiHi
(IHAKTUBOBAHA) Kopoobui 3MiHK [0 po3ginis S.2.2
(AOCOPBOBAHA, Manufacturing Process and
31 BMEHLUEHUM Controls, S.2.3 Control of
BMICTOM Materials Ta S.2.6 Manufacturing
AHTUCEHIB) Process Development
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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
30. BA3AP A TabneTku, BKpUTI TOB "TeBa YkpaiHa" YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/16612/01/01
NAiBKOBOK 060/IOHKOHO, OynHuus AT mMartepianis: 3MiHU | TUNY - 3MiHU 3
no 5 mr/80 mr, no 7 akocTi. A®l. KoHTposnb A®L. 3miHa
Tabnetok y 6nictepi, no y napameTpax cneuudikawii
2 abo 4 6nictepn y Ta/abo fonyCTUMUX MEX,
Kopobui; no 10 TabneTok BM3HAYEHNX Y cneundikauisx Ha
y 6nicTepi; no 3 abo 9 A®I, abo BMXigHWIA/NPOMDKHWIA
6nicTepiB y KOpooOLi npoaykT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y NPOLLEC
BMPOGHMLTBA AD| (3BY>KEHHS
[0MyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLii) - 3BY>KEHHSA
[OMyCTUMUX MEX A1 NOKa3HUKIB
«BMIiCT HITpO3aMiHOBUX AOMILLIOK
NDMA ta NDEA» o «He 6inblie
0,03 ppm» y cneuundikauii AdI
BasicapTaH
31. BA3AP A TabneTkn, BKPUTI TOB "TeBa YkpaiHa" Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/16612/01/02
N1iBKOBOK 060/IOHKOLO, Oynunus AT marepianis: 3mMiHu | TMny - 3MiHK 3
no 5 mr/160 mr, no 7 AKOCTi. A®I. KoHTponb A®L. 3miHa
Tabnetok y 6nictepi, no y napameTpax cneuudikawiii
2 abo 4 6nictepu 'y Ta/abo fonycTMMmNX Mex,
Kopobui; no 10 Tabnetok BM3HAYeHNX y cneyndikauisx Ha
y 6nicTepi; no 3 abo 9 A®I, ab0 BMXigHWA/NPOMDKHWIA
6nicTepiB y Kopobui npoaykT/peareHT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLTBA AD| (3BY>KEHHS
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikawii) - 3By>XXeHHs
[OMNYCTUMUX MEX /151 NOKa3HUKIB
«BMiCT HITpO3aMiHOBMX JOMILLOK
NDMA ta NDEA» fio «He 6inbLue
0,03 ppm» y cneuundikauii A®|
BasicapTaH
32. BA3AP A TabneTkun, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16612/01/03
NAiBKOBOK 060/IOHKOHO, [ynHuus AT mMartepianis: 3MiHU | TUMY - 3MiHK 3

no 10 mr/160 mr, no 7
Tabnetok y 6nictepi, no
2 abo 4 6nictepu y
Kopo6ui; no 10 TabneTok
y 6nicTepi; no 3 abo 9
6nicTepis y KopobLi

AKOCTi. A®Il. KoHTponb A®I. 3miHa
y napamMeTpax cneuudikadii
Ta/abo fonyCTUMUX MEX,
BM3HAYeHNX y crneyndikauisx Ha
A®I, a60 BMXigHWIA/NPOMIKXHWIA
npoaykT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUPO6HMLTBA AD| (3BY)KEHHSA
[ONYCTUMUX MEX, BUSHAUYEHUX Y
crneundikaw,ii) - 3By)XeHHS
[0NYyCTUMUX MEX [N NOKa3HUKIB
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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
«BMiCT HITpO3aMiHOBMX JOMILLOK
NDMA Tta NDEA» 0 «He 6inblue
0,03 ppm» y cneuudikauii A®|
BasicapTaH
33. BINTATE 1000 MO NMOPOLUOK Ta PO3UYUHHNK OkTathapma ABCTpIs Bupo6HMK, AscTpisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17518/01/02
ONA po34nHy Ans PapmaueBTMKa BiANOBIAA/IbHWIA 32 Himeuunna/ MaTepianis: 3MiHu Il TUny - 3MiHM 3
iH'ekuin no 100 MO/mr; MpopaykTioHcrec. in bulk LLisewjs SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KapToHHa kopobka Ne 1: M.6.X. BUPOBHMLTBO, KOHTpO/1b rOTOBOrO NiKapcbKoro

no 1 dpnakony 3
MOPOLLKOM N5
NPUroTyBaHHS PO3YNHY
ans iH'ekui (1000 MO).
KapToHHa kopobka Ne 2:
no 1 cpnakoHy 3
PO34YMHHMKOM (BOAA ANA
iH'ekujin 3 0,1%
nonicop6arom 80) no 10
M1y KapTOHHI kopobu,i
pa3oM 3 KOMMIEKTOM
NS PO3UYMHEHHS Ta
BHYTPILLHbOBEHHOTO
BBefeHHA. Komnnekt
NS PO3UMHEHHS Ta
BHYTPILLHbOBEHHOTO
BBEJIEHHA CKNafaceTbcs
3: 1 wnpuy,
opHopasosuid, 1
KOMMNNEKT AN5 nepeHocy
(1 pByxkiHUeBa rosnka, 1
PiNbTpyBasibHA FONKa),
1 KoMNneKT Ans iHdysii
(ronka-metenuk), 2
MPOCOYEHi CNNPTOM
TaMnoHu. KaptoHHa
Kopobka Nel Ta
KapToHHa Kopobka Ne2
06’eQHYI0TbCA MiXK
c060t0 NNacTMKOBOID
NiBKOO.

NepBUHHY YNaKoBKY,
KOHTPO/b SIKOCTI,
BK/TIOHA0YUM
Bi3yasibHY iHCMEKLIit0
NOPOLLKY A1
pO34nHy AnA
iH'eKLiA, BisyanbHy
iHCnekKujto
PO3YMHHMKaA Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS, BUNYCcK
cepii AnA KiHLEBOro
NpoAYyKTY (NOpOLUOK
[ONS pO34nHy Ans
iH eKUii Ta
PO3YUHHNIK):
Oktadapma
PapmaLeBTnka
MpoaykTioHcrec.
M.6.X., ABCTpis;
Bupo6HMK,
BiANOBiAa/IbHWIA 3a
Bi3yasibHy iHCNeKLit0
PO3UMHHYIKA,
BTOPUHHE
nakyBaHHA Ta
MapKyBaHHs1
KiHLIeBOro NpoayKTy
( nopoLuky ans
pO34nHYy Ans
iH ekt Ta
PO3UMHHUKA):
Oktadhapma [eccay
Mm6X, HimevunHa;
Bupo6HMK,
BiANOBIAa/IbHNIA 3a
in bulk
BUPOBHMLTBO,
NePBUHHY YNakoBKY

3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO
nikapcbKkoro 3acoby (cyTreBa
3MiHa y
6ionoriyHoMy/iMmyHONOriYHOMY/iMYH
OXiMIYHOMY MeTofi BUNPobyBaHHS
abo meTogi, y sKomy
BVIKOPVCTOBYETbLCS 6i0/10rYHWIA
peareHT, abo ix 3amMiHa, abo
6ionoriyHoro npenapaTty
MOPIBHAHHSA (CTaH4apTHOrO
npenapary), WO He 3a3HayeHunii y
3aTBEpPLKEHOMY NPOTOKONI) -
3amiHa nokasHuka "MiporeHn" y
cneuudikauii Ha rotoBui
NiKapCbKuii 3aci6 NOKa3HMKOM
"EHOOTOKCUHN" 3 KpUTEpIiEM
npuiAiHsaTHOCTI < 0,03 MO/MO
dakTop VIII:C (y nepepaxyHky Ha
HOMiHa/IbHE 3HAYEHHS).
TepMiH BBEEHHS 3MiH - NPOTArOM
6 micauis nicns 3aTBepmakeHHs
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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
Ta KOHTPO/Ib AKOCTI
PO3YMHHYKA:
Okrachapma AB,
LLIBeuist
34. BINTATE 500 MO NMOPOLUOK Ta PO3UYUHHNK OkTathapma ABCTpIs Bupo6HMK, AscTpisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17518/01/01
ONA po34nHy Ans PapmaueBTMKa BiANOBIAA/IbHWIA 32 Himeuunna/ MaTepianis: 3MiHu Il TUny - 3MiHM 3
iH'ekuin no 100 MO/mr; MpopaykTioHcrec. in bulk LLisewjs SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KapToHHa kopobka Ne 1: M.6.X. BUPOBHMLTBO, KOHTpO/1b rOTOBOrO NiKapcbKoro

no 1 dpnakony 3
MOPOLLKOM N5
NPUroTyBaHHS PO3YNHY
ans iv'ekuin (500 MO).
KapToHHa kopobka Ne 2:
no 1 cpnakoHy 3
PO34YMHHMKOM (BOAA ANA
iH'ekujin 30,1 %
nonicop6arom 80) no 5
M1y KapTOHHI kopobu,i
pa3oM 3 KOMMIEKTOM
NS PO3UYMHEHHS Ta
BHYTPILLHbOBEHHOTO
BBefeHHA. Komnnekt
NS PO3UMHEHHS Ta
BHYTPILLHbOBEHHOTO
BBEJIEHHA CKNafaceTbcs
3: 1 wnpuy,
opHopasosuid, 1
KOMMNNEKT ANs nepeHocy
(1 pByxkiHUeBa rosnka, 1
PiNbTPyBasibHa FONKa),
1 KoMNneKT Ans iHdysii
(ronka-metenuk), 2
MPOCOYEHi CNNPTOM
TaMnoHu. KapToHHa
Kopobka Ne 1 Ta
KapToHHa Kopobka Ne 2
06’eQHYI0TbCA MiXK
c060t0 NNacTMKOBOID
NiBKOO.

NepBUHHY YNaKoBKY,
KOHTPO/b SIKOCTI,
BK/TIOHA0YUM
Bi3yasibHY iHCMEKLIit0
NOPOLLKY A1
pO34nHy AnA
iH'eKLiA, BisyanbHy
iHCnekKujto
PO3YMHHMKaA Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS, BUNYCcK
cepii AnA KiHLEBOro
NpoAYyKTY (NOpOLUOK
[ONS pO34nHy Ans
iH eKUii Ta
PO3YUHHNIK):
Oktadapma
PapmaLeBTnka
MpoaykTioHcrec.
M.6.X., ABCTpis;
Bupo6HMK,
BiANOBiAa/IbHWIA 3a
Bi3yasibHy iHCNeKLit0
PO3UMHHYIKA,
BTOPUHHE
nakyBaHHA Ta
MapKyBaHHs1
KiHLIeBOro NpoayKTy
( nopoLuky ans
pO34nHYy AnA
iH ekt Ta
PO3UMHHUKA):
Oxktadhapma [eccay
Mm6X, HimevunHa;
Bupo6HMK,
BiANOBIAa/IbHNIA 3a
in bulk
BUPOBHMLTBO,
NepPBUHHY YNakoBKYy
Ta KOHTPO/Ib AKOCTI

3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO
nikapcbKkoro 3acoby (cyTreBa
3MiHa y
6ionoriyHoMy/iMmyHONOriYHOMY/iMYH
OXiMIYHOMY MeTofi BUNPobyBaHHS
abo meTogi, y sKomy
BVIKOPVCTOBYETbLCS 6i0/10rYHWIA
peareHT, abo ix 3amMiHa, abo
6ionoriyHoro npenapaTty
MOPIBHAHHSA (CTaH4apTHOrO
npenapary), WO He 3a3HayeHunii y
3aTBEpPLKEHOMY NPOTOKONI) -
3amiHa nokasHuka "riporeHn" y
cneuudikauii Ha rotoBui
NiKapCbKuii 3aci6 NOKa3HMKOM
"EHOOTOKCUHN" 3 KpUTEpIiEM
npuiAiHsaTHOCTI < 0,03 MO/MO
dakTop VIII:C (y nepepaxyHky Ha
HOMiHa/IbHE 3HAYEHHS).
TepMiH BBEEHHS 3MiH - NPOTAroM
6 micauis nicns 3aTBepAkeHHs
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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
PO3UMHHYKA:
OkTtadhapma AB,
LLisewis
35. BIPAKCA TabneTku, BKpUTI "KcaHTic ®apma Kinp Cneuichap CA Ipeuis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/16000/01/01
NAiBKOBOK 060/IOHKOHO, NimiTen" mMartepianis: 3MiHu | TUNY - 3MiHU 3
no 125 wr, no 10 akocTi. A®l. BupobHuuteo. 3miHa
Tabnetok y 6nictepi; no po3mipy cepii (BktoYakun
1 6nicTepy B KApTOHHiIl niana3oHu) A®l abo NPOMiXXHOro
nauuj NPOAYKTY, KW 3aCTOCOBYETLCS Y
npoteci BupobHuutea AdI
(36inbLeHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAXKEHUM
PO3MipoMm) - 36iMbLUEHHS PO3MipY
cepii A®I chamumknosip ans
BMpo6Huka Chongqing
Shenghuaxi Pharmaceutical Co.,
Ltd. 3anponoHoBaHo: 320-340 kr
36. BIPAKCA TabneTkn, BKPUTI "KcaHTic dapma Kinp Cneuidpap CA Ipeuis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/16000/01/02
N1iBKOBOK 060/I0HKOMD, NimiTen" mMarepianis: 3MiHu | TUMY - 3MiHU 3
no 250 mr, no 7 AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
TabneTtok y 6nictepi; no po3Mipy cepii (BkHoUaoUn
3 6nicTepu B KAPTOHHiIl AianaszoHn) A®l abo npoMixHoro
nauui NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y
npoteci BupobHuuTea AdI
(36inbLueHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPAKEHUM
PO3MipOM) - 36i/IbLLEHHS PO3MIpY
cepii A®I chamumknosip ans
BUpo6HMKa Chongging
Shenghuaxi Pharmaceutical Co.,
Ltd. 3anponoHoBaHo: 320-340 Kkr
37. BIPAKCA TabneTkn, BKPUTI "KcaHTic ®apma Kinp Cneuidpap CA Ipeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16000/01/03

N/1iBKOBOK 06GOJIOHKOLO,
no 500 wmr, no 7
TabneTtok y 6nictepi; no
2 abo 3 6nictepu B
KapTOHHI navwi

Nimiteg"

mMartepianis: 3MiH | TUMY - 3MiHK 3
saKocTi. A®l. Bupo6HMUTBO. 3MiHa
po3mipy cepii (BkoUYaoun
nianasoHn) A®l abo NpOMiXXHOro
NPOAYKTY, SKWiA 3aCTOCOBYETLCS Y
npoteci BupobHuLTea API
(36inblweHHs o 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM
PO3MipoMm) - 36i/IbLLEHHSA PO3MIpY
cepii A®I pamumknosip ons
BMpo6HMKa Chongging
Shenghuaxi Pharmaceutical Co.,
Ltd. 3anponoHoBaHo: 320-340 kr
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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
38. BO/IbTAPEH emynbrenb ons 'CK KoHcblomep LLiBefiuapis "CK KoHcblomep LLiBefiuapis BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/1811/01/01
EMYNbrE/b 30BHILUHLOrO Xenckep C.A. Xenckep C.A. MaTepianis: 3MiHu | Tuny -
3acTocyBaHHA 1 %; no aAMiHiCTpaTVBHI 3MiHW. 3MiHa
20, a6o no 50 r, abo no HalilmeHyBaHHs Ta/abo agpecu
751, a6o no 100 r y Ty6i, MiCLS MPOBaMKEHHS AiANbHOCTI
no 1 Ty6i B KAPTOHHIiA BMPOGHMKa (BK/OYaouu, 3a
Kopobui HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTi), a0 BriacHUKa
macTep-aiina Ha Adl, a6o
noctayanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOCbE Ha MiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[L0MOMIXHOT peYOBUHU (SIKLLO
3a3HayeHo Yy [10CbE) - 3MiHa Ha3BU
BMpOGHMKa APl , Lo Bignosigae 3a
KOHTPO/Ib SKOCTi (3@ BUK/TIOYEHHAM
BMNPOGYBaHHSA MiKpobiosioriyHol
4yncToTH), 6€3 3MiHN MicuA
BMPOGHMLTBA. 3anNpONOHOBAHO:
Novartis Integrated Services
Limited, Ireland
39. BO/IbTAPEH emynbrenb ons 'CK KoHcblomep LLiBefiuapis "CK KoHcblomep LLiBefiuapis BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 peyenma UA/1811/01/02
DOPTE 30BHILUHLOrO Xenckep C.A. Xenckep C.A. marepianis: 3miHu | TUNy - 3MiHa
3acTocyBaHHs 2,32 %; Ha3BW BUpPobHMKa AdI, Lo
no 50 r a6o 100 r B Ty6i; BiAMOBIAAE 3a KOHTPO/Ib AKOCTI (3a
no 1 Ty6i y KapTOHHIiA BUK/IIOYEHHSIM BUNPOBYBaHHSA
Kopoobui MiKpo6ioioriyHOT YncToTH), 6e3
3MiHM MicLsi BUPO6HULITBA.
3anponoHoBaHo: Novartis
Integrated Services Limited,
Ireland
40. FEN-APT® niodpinizaT ANs po3vmHy AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15554/01/01

Ans iH ekuin no 400 wr,
no 5 cpnakoHiB 3
niocpinizatom y 6nictepi
Ta5amnyn 3
PO3YMHHUKOM (L-Ni3uH,
HaTpito rigpokcna, Boja
Ans iH'ekuii) no 5 mny
6nicTepi, no 1 6nictepy
3 chnakoHamu Ta o 1
6aicTepy 3 amnynamm y

marepianis: 3mMiHu | TMny - 3MiHK 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3acib; cynyTHs 3MiHa
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3miHa napameTpis
crneundikauii Ta/abo 4oNycTUMMX
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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

nauuj 3 KapToHy

MeX NEepBUHHOI YNakoBKu
roTOBOrO JliKapCbKoro 3acoby (iHLwi
3miHun) (B.11.1.2. (x) IB) BHECEHHSA
3MiH JO mMaTepiasiB
peecTpauiiiHoro Aocke, a came y
cneuudikauito g Mpobku
rymoBoi Ans niodpinisauii 13-D2,
BMpOGHMLTBA Jiangyin Yonghong
Rubber and Plastic Co., Ltd,
KuTaii, Wo BUKOPUCTOBYIOTLCS B
AKOCTi NEPBUMHHOrO nakyBaHHA 13
(3miHa mexi n. «lgeHTudikauia B.
BwmicT cynbgatHoi 30/m» 3 «He
6inbLue 45%» Ha «He binblue
50%»

41.

FEN-APT®

Tabnetku
KMLUKOBOPO34UHHI, N0
400 wmr; no 4 Tabnetkn y
6nicTepi; no 5 6nictepis
y nauuj

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHU 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro
nikapcbkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEeHUX MeToaax
BMNPOBYBaHHS): BHECEHHS
YTOYHEHHS B METOAMKY
BUMPOBYBaHHSA 3a NOKa3HWKOM
«Po3nagaHHs» (APY, 2.9.1), a
came [04a€eTbCA NOCUNAHHA Ha
NPUroTyBaHHa docgaTtHoro
6ydhepHoro po3umHy pH 6,8 3rigHo
MEeTOAVKM, ONMCaHOT B MyHKTI
«Po3unHeHHs». KpuTepii
NPUAHATHOCTI 3aUMLnamncs 6e3
3MiH

3a peyernmom

UA/18365/01/01

42,

FEPLENTUH®

niodpinizat ana
KOHLeHTpaTy Ans
pO34nHy A8 iHdys3iii no
150 wmr; niodinizat ans
KOHLeHTpaTy ans
pO34nHy ONs iHdy3il y
donakoHi, no 1 dpnakoHy
B KapTOHHI kopo6Lyi

®.XodpdpmaHH-/15
Pow NTg

LLiBeiiuapis

Bupo6bHmuTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBNHHe
nakyBaHHs:
[KeHeHTekK IHK.,
CLA; Brpo6H1LTBO
Hepo3dacoBaHOl
npoaykKuii, NnepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIIO AKOCTI,
BMMYCK cepii: Po

cuA/
Himeuunna/
LLiBefiuapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tuny -
BHECEHHSA 3MiH 00 p.3.2.5.2.1
Brpo6HuKkmM, a came: BBeiEHHSA
BXE 3aTBEPKEHOI AibHNL
Roche Diagnostics GmbH,
Pharma Biotech Penzberg,
Nonnenwald 2, D-82377
Penzberg, Germany, siK
[0[AaTKOBOTO &/1bTEPHATUBHOMO
MiCLS 3 NPOBEAEHHS KOHTPO/IO
AKocTi AP| LoA0 TeCcTyBaHHA Ha
Bipycu. BBefeHHA 3MiH NPOTAroM

3a peyenmom

UA/13007/01/01
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6nicTepi; no 1 abo no 2
6nicTepy y KapTOHHiIl
ynakoBLi

BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAEeHHs y BiANOBIAHICTb A0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWIOT HavuioHanbHOI hapmakonel
aepxasun €C (3miHa y
cneymndikauisix, nos'a3aHa 3i

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[iarHocTrkc M'vbX, 6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS
HimeuyunHa
BTopuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJHO SIKOCTI,
BWMNYCK Cepil:
®.XodhhmaHH-/1a
Pow Jltg,
LLBeliyapis
43. raPOKCUCEYOB Kancynu no 500 mr no Mepak Nesenbluadt HimeuyunHa Mepak esenbliadpt HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/6720/01/01
NMHA MEOAK 10 kancyn y 6nictepi; no chrop KniHiwe dorop KNiHiwe marepianis: 3miHu | Tuny -
10 6nicTepiB y kopo6ui 3 | LUneuianbnpenapar Lneuiansnpenapat NoAaHHsA OHOB/IEHOTO
KapToHy e M6X e M6X, HimeuunHa CepTudikaty BignosigHocTi E®
(BMPOGHUIK, LLIO R1-CEP 2005-051-Rev 02 ans
BignoBigae 3a A®I Big Bupo6Huka Qilu Tianhe
BTOPVIHHE Pharmaceutical Co., Ltd. China;
nakyBaHHS, 3MiHW | TUMY - NOAAaHHSA
MapKyBaHHs oHoBneHoro Ceptudikaty
nepBUHHOT BignosigHocTi €EP R1-CEP 2005-
ynakoBKu, 051-Rev 03 (MonepepHs
KOHTPO/b/BMNPOGYB pepakuis: R1-CEP 2005-051-Rev
aHHA cepii Ta 3a 02) ana A®I Big BUpOGHMKA
BMNyCK cepii); XaynT Shandong Anxin Pharmaceutical
dapma Amaper Co., Ltd. China, i3 BHECEHHSIM 3MiH
Mv6X, HimeyunHa, [0 Ha3BY BUPOGHMKA itoyoil
HimeuunHa peyoBuHn MKA MN3 posginy
(BMPOGHUVIK, LIO «Cknaf»: NponoHoBaHa pefakuis:
Bignosigae 3a Shandong Anxin Pharmaceutical
BMPOGHMLTBO Co., Ltd. China
nikapcbKoro 3acoby,
nepBUHHE, BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b/BUNPOGYB
aHHs cepii)
44, rNEBO TabneTku, BKpUTI "neHmapk IHais "neHmapk IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/8751/02/01
060/10HKO10, N0 250 wmr, dapmacbloThkans dapmacboTukans mMartepianis: 3MiHu | TUNY - 3MiHK 3
no 5 TabneTtok y nrg. nrg. sikocTi. 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

3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHWi HauioHanbHiI dhapmakonei
aepxasu €C) - BUTyYeHHS 3i
Cneuudpikauii Ha AP| nokasHuka
«Baxki MeTann» Ta HagaHo aHasli3
pu3ukis BignosigHo o ICH Q3D

45,

rNEBO

TabneTtku, BKPUTI
060/10HKO0, 10 500 Mr,
no 5 TabneTtok y
6nictepi; no 1 a6o no 2
6nicTepy y KapTOHHIN
ynakoBLi

nenmapk
PapmacboTrKan3
nra.

IHais

nenmapk

PapmacboTrKan3

nra.

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3MiHK 3
akocTi. CepTudpikar
BignosigHocCTI/IE-cepTudcpikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/mMoHorpadii. 3miHu,
noB'A3aHi 3 HeO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLOT HaujoHaNbHOI hapmMakonei
nepxasu EC (3miHa 'y
cneumaikauisx, nos'a3aHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbki hapmakonei, abo
iHLWIM HauioHanbHiI thapmakonei
aepxasun €C) - BUyYeHHS 3i
Creuudikanii Ha A®| nokasHuka
«Baxki MeTasin» Ta HafaHo aHani3
pu3vikis BignosigHo o ICH Q3D

3a peyenmom

UA/8751/02/02

46.

FNIOKODAX XR

TabneTkn
NPOIOHIOBaHOT Aji No
1000 mr; no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepis y
KapTOHHI KopoobLi

Mepk CaHTe c.a.c.

®paHuin

Mepk CaHTe,
PpaHuisn; Mepk
Xenckea KlraA,

HimeyunHa

Himeuunna/
PpaHuis

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis: 3mMiHu | TUNy - 3MiHK B
TEKCTi MapKyBaHHs yNnakoBKu
nikapcbkoro 3acoby. BHeceHHs
pefakLiiHiX NpaBokK, a came:
npuBeAEHHS TEKCTY MapKyBaHHS y
BiANOBIAHICTb 40 BHYTPILLHIX
BMMOT KOMMaHii Lwoa0
0(hOPM/IEHHSA NaKyBaslbHOrO
marepiany; 3MiHu | TUny - 3mMiHu
ofo 6e3snekn/edekTMBHOCTI Ta
hapMakoHarnsay - BHECEHHS 3MiH
[0 po3giny “ MapkyBaHHS” MKA
N3. 3anponoHoBaHo: Bignosigae
3aTBEPIKEHOMY TEKCTY
MapKyBaHHs; 3MiHW | TUny - 3MiHn
3 IKOCTi. FoTOBWIA NikapCbKuii
3aci6. KoHTponb rotoBoro
NiKapCbKoro 3acoby - OHOB/IEHHS
BXE 3aTBep)KeHNX MeTOofiB

3a peyenmom

UA/3994/02/02
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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

KOHTPOJTH0 SIKOCTI NTiKapCbKOro
3acoby, a came: BUKNaAEeHHs
TEKCTY [lepXXaBHOI MOBOH 3riAHO
Cy4YacHUX BUMOT

47.

rOPOBUHN
YOPHOMNIAHOI
nnoau

nnogun, no 75r, 100 r
a60 150 r y naykax 3
BHYTPILLHIM NaKkeToM

MpAT "NikTpasun"

YKpaiHa

MpAT "NikTpasun"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH fo Cneumndikaui
Ta MeTogiB KOHTPOO SKOCTI /13, a
came: BHeCEHHS 3MiH 3a n. «<Maca
BMICTY YNakoBKu»
3anponoHoBaHo: Creuudikawis.
Maca BmicTy ynakosku [ins
po3dhacoBku no 75 r: He meHwe
71,25 1 Ana ofHiel ynakoBku,
cepefHsa mMaca BMICTy AecaTn
ynakoBOK — He MeHLue 73,8r [insa
po3dhacosku no 100 r: He meHLe
95,0 r 4Ns OfHI€ET yNakoBKu,
cepefHa Maca BMICTy fecaTu
yNakoBOK — He MeHLe 98,4 1 AnA
po3sdpacoBku no 150 r: He meHwe
142,5 r ons OfHiET ynakoBKy,
cepefiHA Maca BMIiCTy iecaTun
yMaKoBOK — He MeHLue 147,61
MeToawn KoHTposio sikocTi Maca
BMICTY ynakoBku [1151 po3hacoBku
no 75 r: He meHwe 71,251 gns
OfHi€l ynakoBKu, cepefHs maca
BMICTY [IECATU YNaKOBOK — He
MeHLwe 73,81 a5 po3chacoBku no
100 r: He meHwe 95,0 r gns ogHiel
ynakoBKK, cepefiHa maca BMIiCTy
[ecAaTV ynakoBoK — He MeHLue 98,4
r Ansa po3sdacosku no 150 r: He
MeHLWe 142,51 ana ogHiel
ynakoBKK, CepefHsa maca BMIiCTy
[ecsATU yNakoBOK — He MeHLle
14761

6e3 peyenma

UA/9318/01/01

48.

FYTTAJNIAKC®
MIKOCY/Nb®AT

Kpanni, 7,5 mr/mn no 15
mn a6o 30 mny
donakoHi; no 1 dpnakoHy
Y KapTOHHIll kopoobLi

TOB "Onenna
Xernckea YkpaiHa"

Ykpaina

IcTiTyTO e Axeni
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3mMiHa 3asaBHUKaA
(BnacHvka peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460): BBefeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPIKEHHS.

6e3 peyenma

UA/0832/01/01

49.

AANALUVH
NIXBOBWI KPEM

KpeMm BariHanbHWin 2 %;
no 20 r y Ty6i; no 1 Ty6i
pasom 3 3 annikaropamu

Mdpaiizep IHK.

CWA

dapmauis i AngkoH
KomnaHi /INC

CWA

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianiB: yTO4YHEHHA
peecTpauiiHoro Homepa B

3a peyenmom

UA/1903/03/01
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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

B KapTOHHI kopo6ui

Hakasi MO3 Ykpainu Ne 1922 Big,
10.09.2021 B npoueci BHeCeHHs
3MiH (3MiHM | TUNY - 3MiHK 3 AKOCTI.
MeawnyHi npucTtpoi. 3miHa
NPUCTPOIB AN15 BUMIPIOBaHHA [03U
ab60 BBeAEHHSA NikapCbKoro 3acoby
(mopaBaHHsA abo 3aMiHa
NPVCTPOLO, AKWI He € HEBIf'EMHOIO
YacTVHOI NEPBUHHOI YNaKoBKK) -
MpucTpii, skmit mae CE-
MapKyBaHHS - BHECEHHS 3MiH [0
maTepianiB peecTpauiiHoro
nocbe, oo p. 3.2.P.7. Cucrtema
KOHTeliHep/ 3aKynoproBasibHWi
3aci6 a came: 3aMiHa
BUMIPIOBaJ/IbHOMO NPUCTPOIO
annikaropa, Lo BKI0Yae HoMep
Notified Body (NB) «0086» Ha
€KBiBa/IEHTHUI BUMIPIOBaUTbHUIA
npucTpiin annikatopa, skui
BK/IHOUYAE OHOBEHWI Homep (NB)
«2797». FAKICHUI Ta KiNbKICHWI
cKnaf BUMIpOBa/IbHOro NPUCTPOIO
annikaTopa Ha 3MiHIOETbCS.
BuvimiptoBanbH®iA NpUCTpil
annikartopa ynakoByeTbCS pa3oM 3
roTOBMM NPOAYKTOM i BK/lOHAE
MapkyBaHHs1 ceptudikauii (CE) Ta
MapKyBaHHS HOMEPHOrO opraHy).
Pepakuis B Hakasi:
UA/1903/02/02. 3anponoHoBaHa
pepakuia: UA/1903/03/01.

50.

IDKAPAIHC®

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 25 mr no 10 TabneTok
y nepgopoBaHoOMy
6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHIl
Kopobui

BepiHrep
IHrenbxaim
IHTepHewHn M6X

HimeyunHa

BepiHrep
IHrenbxaiv ®apma
vm6X i Ko. KT,
HimeuunHa
(BUpOGHMLTBO,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BMNYCK cepil );
®apm/lor dapma
NopxicTik TM6X,

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BBEEHHS [0AATKOBOI AiNbHUL
Suven Pharmaceuticals Limited,
Plot. No. 262 to 271, IDA,
Pashamylaram — 502307,
Telangana, India B sikocTi
a/IbTEPHATUBHOIO BUPOBHMKa
BMXigHOro Matepiany Bl 10773
dTOpY, L0 BUKOPUCTOBYETHCH Y
BMPOGHMYOMY npoueci A®I; 3MiHK

HimeyunHa | TMny - BBEAEHHA [,04ATKOBOI
(anbTepHaTMBHA ainbHuui Siegfried St. Vulbas SAS,
OinbHUUS ons Parc Industriel de la Plaine de
BTOPWHHOIO I'Ain, 530 Allee de la Luye, 01150

nakyBaHHs); Saint-Vulbas, France B sikocTi
LlTeremanH a/IbTEPHATUBHOIO BUPOBHMKA

3a peyenmom

UA/14980/01/01
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

BMXigHOro marepiany Bl 10773

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

NboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
Himeuunna
(anbTepHaTnBHA
AinbHUUA Ana
BTOPVHHOIO
nakyBaHHs)

hTOopYy, L0 BUKOPUCTOBYETHLCS Y
BMPOGHMYOMY npoueci A®I; 3MiHK
| TMny - 3mMiHa Ha3Bwn Ta agpecu
BMpOOHUKa BiANOBIA&/ILHOTO 3a
nocTayaHHs BUXigHOro marepiany
Bl 10773 cbTopy 3 Suven Life
Sciences Ltd., Unit 2, RD Center:
Plot 18 Phase lll, IDA, 500055
Jeedimetla Hyderabad, India Ha
Suven Pharmaceutical Limited,
Plot. No. 18, Phase-Ill, IDA,
Jeedimetla, Hyderabad - 500055,
India; 3miHu | TMNY - 3MiHa Ha3BK
BMPOGHWYOI finbHUL
BiANOBiAA/IbHOT 32 NOCTaYaHHs
BUXigHOro matepiany (S)-3-
Hydroxytetrahydrofurane (3-OH-
THF) Porton Fine Chemicals Ltd.
Ha Porton Pharma Solution Ltd.
Appeca MicLe3HaxXoMKeHHs
3asmweHa 6e3 3miH; 3MiHn | Tuny -
BBEeEHHS [0AATKOBOI AiNbHUL
Porton Pharma Solutions Ltd. 1
Fine Chemical Zone, Chongging
Chemical Industry Park,
Changshou, Chongging 401221,
P.R. China B sixocTi
aflbTepPHaTUBHOIO BUPOBHMKaA
BMXigHOro marepiany Bl 10773
TOopYy, L0 BUKOPUCTOBYETLCS Y
BMPOGHMYOMY npoueci A®I; 3MiHK
| TMNy - BBEIEHHA [,OAATKOBOI
ainbHuui Zhejiang Hisar Chuanna
Pharmaceutical Co., Ltd. 23,
Donghai 5th Avenue Zhejiang
Chemical Materials Base Linhai
Zone. Linhai City, Zhejiang
Province, P. R. China B sikocTi
a/IbTEPHATUBHOIO BUPOBHMKA
BUXigHOro matepiany Bl 10773
dTOpY, L0 BUKOPUCTOBYETLCH Y
BMPOGHMYOMY npotieci Ad|

UA/14980/01/02

51.

IDKAPAIHC®

TabneTtku, BKPUTI

NAiBKOBOK 060/IOHKOHO,
no 10 mr no 10 Ta6neTok
y nepchopoBaHoMy

6nictepi; no 1 a6o 3

BepiHrep
IHrenbxanm
IHTepHewHn M6 X

HimeyunHa

BepiHrep

IHrenbxanm ®apma

vm6X i Ko. KT,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BBEAEHHS 40AATKOBOI AiNbHML
Suven Pharmaceuticals Limited,

Plot. No. 262 to 271, IDA,

(B1pO6HMLTBO,

3a peyenmom
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KopoobLi

KOHTPO/b SKOCTI,
BMMYCK cepii );
®apm/lor dapma
NopxicTik Tm6X,
HimeuunHa
(anbTepHaTnBHA
AinbHUUA Ans
BTOPVHHOIO
nakyBaHHs);
LLiteremaHH
NboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
Himeuunna
(anbTepHaTnBHA
AinbHUUA Ans
BTOPVHHOIO
nakyBaHHs)

aNbTepHaTUBHOIO BUPOGHMKA
BMXigHOro marepiany Bl 10773
hTOopYy, L0 BUKOPUCTOBYETHLCS Y
BMPOGHMYOMY npoueci A®I; 3MiHK
| TNy - BBEAEHHA [,04aTKOBOI
ainbHuui Siegfried St. Vulbas SAS,
Parc Industriel de la Plaine de
I"'Ain, 530 Allee de la Luye, 01150
Saint-Vulbas, France B akocTi
aNbTePHATUBHOIO BUPOGHMKA
BMXigHOro marepiany Bl 10773
hTOopYy, L0 BUKOPUCTOBYETHLCS Y
BMPOGHMYOMY npoueci A®I; 3MiHK
| TMny - 3mMiHa Ha3BwW Ta agpecu
BMpOoOHUKa BiANOBIA&/ILHOTO 3a
nocTayaHHs BUXigHOro marepiany
Bl 10773 cbTopy 3 Suven Life
Sciences Ltd., Unit 2, RD Center:
Plot 18 Phase lll, IDA, 500055
Jeedimetla Hyderabad, India Ha
Suven Pharmaceutical Limited,
Plot. No. 18, Phase-Ill, IDA,
Jeedimetla, Hyderabad - 500055,
India; 3miHu | TMNY - 3MiHa Ha3BK
BMPOGHWYOI finbHUL
BiANOBiAA/IbHOT 3a NOCTaYyaHHs
BUXigHoOro matepiany (S)-3-
Hydroxytetrahydrofurane (3-OH-
THF) Porton Fine Chemicals Ltd.
Ha Porton Pharma Solution Ltd.
Appeca MicLe3HaxXoMKeHHs
3asmwieHa 6e3 3MmiH; 3MiHn | Tuny -
BBEAEHHS [0AATKOBOI AiNbHUL
Porton Pharma Solutions Ltd. 1
Fine Chemical Zone, Chongging
Chemical Industry Park,
Changshou, Chongging 401221,
P.R. China B sixocTi
afbTepHaTUBHOIO BUPOBHMKA
BMXigHOro marepiany Bl 10773
doTopy, WO BUKOPUCTOBYETLCA Y
BMPOGHMYOMY npoueci A®I; 3MiHK
| TMNy - BBEIEHHA [,OAATKOBOI
ainbHuui Zhejiang Hisar Chuanna
Pharmaceutical Co., Ltd. 23,
Donghai 5th Avenue Zhejiang

Chemical Materials Base Linhai

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepn y KapTOHHIl nakyBaHHs, Pashamylaram — 502307,
MapKyBaHHS, Telangana, India B sikocTi
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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
Zone. Linhai City, Zhejiang
Province, P. R. China B akocTi
aNbTepHaTUBHOIO BUPOGHMKA
BMXigHOro marepiany Bl 10773
hTOopYy, L0 BUKOPUCTOBYETHLCS Y
BMPOGHMYOMY npotieci AdD|
52. ANKNO®EHAK renb, 10 mr/r, no 40 ry MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/0708/02/01
Ty6i; no 1 Ty6i B naui 3 "Ximdhapmsasoz "Ximchapm3sasop MaTepianis: 3MiHu | Tuny -
KapToHy "YepsoHa 3ipka" "YepBoHa 3ipka" noAaHHA HOBOro ceptudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2012-
321-Rev 00 gns firoyoi pevyoBnHN
Diclofenac sodium Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
Ningbo Smart Pharmaceutical Co.,
Ltd., Kutari
53. ANKNODEHAK rens 50 mr/r, no 40 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/0708/02/02
rento y Ty6i antoMiHieBii "Ximchapmsasos "Ximchbapmsasog marepianis: 3miHu | Tuny -
Ne 1; y nayui 3 KapToHY; "YepBoHa 3ipka” "UepsoHa 3ipka" nojaHHA HOBOro cepTuddikara
no 100 r y TyGi BiANOBIAHOCTI EBpONeichbkili
namiHaTHii Ne 1; y nayyi thapmakonei Ne R1-CEP 2012-
3 KapTOHY 321-Rev 00 ansa fjiro4oi pevyoBuHU
Diclofenac sodium Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Ningbo Smart Pharmaceutical Co.,
Ltd., Kutaii
54, ANKNODEHAK- PO34MH ONs iH'ekuiin, 75 TOB "TeBa YkpaiHa" YkpaiHa Mepkne 'mbX, HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/16637/01/01
TEBA Mr/3 M, no 3 mn HimeyunHa MaTtepianis: 3MiHu | TUNy - 3amMiHa
po3unHy B amnyni; no 5 (BPO6HMLTBO nepiofy NOBTOPHOro
amnyn y 6nictepi; no 1 Hepo3chacoBaHOro BMNPOGYyBaHHS APl Ha TepMiH
abo no 2 6nictepu B NPOAYKTY, NepBrHHa npugatHocTi Adl, 6e3 3MiHn
KopooLi Ta BTOPUHHA TpusanocTi (5 pokis) BiANOBIAHO
ynakoBKa, A03BiN Ha [0 MaTepianis BUpo6HuKka AdI
BUNYCK cepil); Unique Chemicals
Mepkne 'vbX,
Himeuunna
(KOHTPO/b SKOCTI)
55. AIOKOP 160 TabneTkun, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Ctapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHnux | 3a peyenmom UA/8318/01/01
N/1iBKOBOK 06G0/IOHKOLO, YKPAIHA" Marepianis: 3miHu | Tuny -

no 160 mr/12,5 wmr, no 10
Tabnetok B 6nicTepi; no
1, no 3, no 4 abo no 9
6nicTepiB y nauui 3
KapToHy

BBefeHHs HoBoro CEP Ne RO-CEP
2016-012-Rev 03 ana Adl
Figpoxnopriasvgy Big HOBOro
BUpo6HMKa «Amoli Organics
Private Limited» IHais fo Bxe
3aTBEPAKEHOIO BUPOOHMKA
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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

Changzhou Pharmaceutical
Factory, sikuii sBnAeTbCs
BnacHnkom CEP Ne R1-CEP-2006-
011-Rev 01; 3MiHn | Tuny -
[ONOBHEHHSA cneumdikauii AdD|
FapoxnopTiasnay Big BUPOOHMKa
«Amoli Organics Private Limited»
IHAiA, npumiTKoto: - «Onuc,
«BTpaTa B Maci npu
BUWCYLLYBaHHi», «CynpoBigHi
[OMiLKN», «KinbKicHe
BU3HAuYEHHs» Ta «MikpobionoriyHa
yuctota» - 1 KOHTPO/Ib NapameTpy
3[iICHIOETLCA NPY NEPEKOHTPONI
cybcTaHuii; «lgeHTudikauis» — 2
[0MyCcKaeTbCA NPOBOANTYN TECT
MeToAoM PamaHiBCbKOT
cnektpomeTpii (EP 2.2.48).
Mpoueaypa nNpoBefeHHs TecTy Ta
Bifi6ip Npo6 onwvcaHi y BiANOBIAHMX
COIT; 3miHu | TUNY - BUNYYEHHSA
MoKasHWKiB «Po3nagaHHsa» Ta
«BTpaTa B Maci npy BUCYLLYBaHHI»
3i cneumgikauii no ctabinbHoCTI i3
po3giny 3.2.P.8.1

56.

AIOKOP 80

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 80 mr/12,5 wr, no 10
TabneTtok B 6nicTepi; no
1,n03,n04 abono9
6nicTepiB y nayui 3
KapToHy

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BBefeHHs HoBoro CEP Ne RO-CEP
2016-012-Rev 03 gns Ad|
rigpoxnoprtiasvgy Big HOBOro
BMpo6HMKa «Amoli Organics
Private Limited» IHaist go Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Changzhou Pharmaceutical
Factory, sikuii sBnAeTbCs
BnacHnkom CEP Ne R1-CEP-2006-
011-Rev 01; 3MiHu | Tuny -
[ONOBHEHHS cneumdikauii AdD|
FapoxnopTiasnay Big BUPOOHMKa
«Amoli Organics Private Limited»
IHAiA, npumiTKoto: - «Onuc,
«BTtpata B Maci npu
BUCYLLYBaHHi», «CynpoBigHi
[OMiLKN», «KinbKicHe
BU3HAYEHHs» Ta «MikpobionoriyHa
yuctota» - 1 KOHTPO/b NapameTpy
3[iICHIOETLCSA NPY NEPEKOHTPONI
cybcTaHuii; «lgeHTndikauis» — 2

3a peyenmom

UA/8318/01/02
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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
[0MyCcKaeTbCA NPOBOANTYN TECT
MeToaoM PamMaHiBCbKOT
cnektpomeTpii (EP 2.2.48).
Mpoueaypa nNpoBefeHHs TecTy Ta
Bii6ip Npo6 onwvcaHi y BiANOBIAHMX
COIT; 3miHu | TUNY - BUNYYEHHSA
MoKasHWKiB «Po3nagaHHs» Ta
«BTpaTa B Maci npy BUCYLLYBaHHI»
3i cneumgikauii no ctabinbHoCTI i3
po3giny 3.2.P.8.1
57. EBKACIMPEN cnpeii HazanbHuiA 1,0 CninbHe yKpaiHCbKO- Ykpaina CninlbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/17018/01/01
mr/mn no 10 mny icnaHcbke icnaHcbke marepianis: 3MiHW | TUMY - 3MiHK
KOHTeliHepi 3 Npobkoto- nignpMeEMCTBO niANpMEMCTBO BHECEHO B IHCTpyKLUilo ans
po3nuaBavem i "CMNEPKO "CIMNEPKO Me[MYHOro 3acTocyBaHHsA
KPULLKOIO 3 KOHTPO/EM YKPATHA" YKPAIHA" nikapcbKoro 3acoby o posdainy
nepLioro BigkpuTTs, no 1 "Mo6iuHi peakuyji" 3rigHo 3
KOHTeliHepy y nauui 3 pekomeHpauismu PRAC.
KapTOHY BBefeHHs 3MiH npoTarom 3-x
MiCALIB MiC/1A 3aTBEPKEHHS
58. EBKA®ININT® cnpeii HazaslbHUiA, NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/17019/01/01
KCuUno po3oBaHuin 0,1 %; no 10 "Ximchapmsasos "Ximchapmsasog marepianis: 3MiHW | TUMY - 3MiHK
M1y hriakoHax CKISAHUX "YepBoHa 3ipka” "UepBoHa 3ipKa" BHECEHI [0 iHCTPYKUii ans
3 po3nusBaYem MeJUYHOro 3aCTOCYBaHHs
HaszasibH1M; no 1 nikapcbKoro 3acoby y po3ain
donakoHy B nauui 3 "Mo6iuHi peakuyii" BignoBigHO A0
KapToHy; no 10 mny OHOB/EHOI iHthopMaLi Wwoao
chnakoHax noniMepHux 3 6e3nekun fjtoyoi pevoBUHN.
posnunoBavem BBegeHHs 3MiH npoTsarom 3-x
HaszasibHVM; no 1 MicsILiB nmicns 3aTBepoKEHHS
donakoHy B nauui 3
KapTOHY
59. EOAPBI™ Tabnetku no 20 mr; no AciHo ®apma Al LLIBeiiuapis Takega lpnaHgis Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13312/01/01
14 TabneTok y 6nictepi; Nta, Ipnangis AnoHis MaTepianis: 3MiHu | Tuny -
no 1, a6o no 2, a6o no 4 (BMpO6HMLTBO 3a BUKNAAEHHS METOZAIB KOHTPOSIO
6nicTepn y KapTOHHIl MOBHWUM LMKOM); AKOCTI Nikapcbkmx 3acobis Enapbi
Kopobu,i Takega YKPaTHCLKOK MOBOO Y 3B'A3KY 3
dapmacbioTikan BMMOramu fjo Mmarepiasnis
Komnasi flimites, peecTpavuiiHoro AockE, LWo
Ocaka lNMnaHT, 3aTBepaxeHi Hakasom MO3
AnoHis Ykpainn Ne 1528 Big 27.06.2019
(BPO6HMLTBO
Hepo3dacoBaHOl
npoayKuin
60. EAQAPBI™ Tabnetku no 40 wmr; no AciHo ®apma Al LLiBeiiuapis Takega lpnaHgis Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13312/01/02
14 TabneTok y 6nicTepi; NTa, lpnaHgis AnoHia Marepianis: 3miHu | Tuny -

no 1, abo no 2, a6o no 4

(BUpPOGHMLTBO 3a

BUKNAIEHHS1 METOAB KOHTPOJO
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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
6nicTepn y KapTOHHIl MOBHUM LMK/IOM); SKOCTI Nikapcbkux 3acobis Egap6i
KopoobLi Takepa YKpaiHCLKOH MOBOIO Y 3B'A3KY 3
dapmacbloTikan BMMOramu o martepianis
Komnasi flimites, peecTpavuiiHoro A0CLE, Lo
Ocaka lNnaHT, 3aTBepxeHi Hakazom MO3
AnoHis Ykpainn Ne 1528 Big 27.06.2019
(BMPOGHMLTBO
Hepo3dhacoBaHOl
nNpoayKuii)
61. EAQAPBI™ Tabnetku no 80 mr; no AciHo ®apma Al LLiBefiuapis Takepa lpnaHgis IpnaHgis/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/13312/01/03
14 TabneTok y 6nicTepi; Nta, Ipnangis AnoHis MaTepianis: 3MiHu | Tuny -
no 1, abo no 2, a6o no 4 (BMPOGHMLTBO 3a BUKNAAEHHS METOAIB KOHTPO/IO
6nicTepn y KapTOHHIl NMOBHUM LMK/IOM); AKOCTI flikapcbknx 3acobis Egapbi
Kopobui Takepa YKpPaiHCLKOH MOBOIO Y 3B'A3KY 3
dapmacbioTikan BMMOramu o marepianis
Komnasi flimites, peecTpauiiHoro A0CLE, Lo
Ocaka lNnaHT, 3aTBepxeHi Hakasom MO3
AnoHis Ykpainn Ne 1528 Big 27.06.2019
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
npoaykKuii)
62. EAEM® PIHO cnpeii HasaslbHUIA, AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/14054/01/01

po3yuH no 10 mny
chnakoHi; no 1 dpnakoHy
y nauuj

marepianis: 3MiHu | TUNy - 3MiHa
Has3Bu Ta agpecy BUpobHuka Ad|
OMMeTUHAEeHyY Mmanearty, 6e3 3MiHn
MicLsi BUPOOHULITBA:
3anponoHoBaHo: AT "®apmak”
Ykpaina, 04080, m. Kuis, Byn.
Kupwuniscbka, 74; 3MiHu Il Tuny -
BHECEHHS 3MiHW y peecTpaviiHi
mMartepiany 4OoCbe NiKapCbKoro
3acoby, p. 3.2.5.2.3. KoHTponb
mMaTtepianis, a came BHECEHHS 3MiH
B CI1 Ha BUXigHY CUPOBUHY
Kncnota xnopuctoBogHeBa
KOHLeHTpOBaHa, Lo
BUKOPVCTOBYETLCA Ha NOYaTKOBIl
cTagii cuHTesy B npoveci
BMPOGHMLTBA cybCTaHLi
AumeTnHaeHy manearty. B
3aTBEPIXKEHNX peecTpauiiHnX
mMarepianax Ha fikapcbkuii 3acio
Enem® PiHo, cripeil Ha3anbHWii, B
p. 3.2.5.2.3. KoHTponb MaTepianis
HaBefieHo cneuudikalito Ha
BUXiAHY CMpOBUHY KncnoTa
X/TOPUCTOBOAHEBA KOHLIEHTPOBaHa
3 3a3HaYeHNM HOPMYBaHHAM A/15
nokasHuka «KinbkicHe
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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

BM3HauYeHHs» Big 37,0 % (m/m) fo
38,0 % (m/m). BignosigHo go
sumor EP o pevosrHu Kucnota
X/TOPUCTOBOAHEBA KOHLEHTPOBaHa
BHOCSTbHCSA 3MiHW 1O HOPMYBaHHS
nokasHuka «KinbkicHe
BM3HAYEHHsI», a came Big 35,0 %
(m/m) po 39,0 % (m/m)

63.

E3ETIM P

Tabnetkun no 10 mr/10 mr
no 7 TabneTtok y
6nictepi; no 4 6nictepu
Y KapTOHHIl kopoobLi

NPO®APMA
IHTEpHeLLHN
TpeiauHr fiviten

ManbTa

Apamvep ®apma C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"B3aemopis 3 iHWMMU NiKapCbKUMun
3acobamu Ta iHLWi BUAm
B3aemogii", "OcobmBoCTi
3acTocyBaHHs", "lMo6ivHi peakuii”
BiANOBIAHO 40 OHOBNEHOI
iHchopmawuii 3 6e3neku gitovoi
peyoBuHN

3a peyenmom

UA/17836/01/01

64.

E3ETIM P

Tabnetkun no 20 mr/10 mr
no 7 TabneTtok y
6nictepi; no 4 6nictepu
Y KapTOHHIll kopoobLi

NPO®APMA
IHTEpHeLHN
TpeiauHr fiviten

ManbTa

Apamvep ®apma C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO A0 IHCTPYKLUiT ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"B3aemopis 3 iHLWIMMU NiKapCbKuMun
3aco6amu Ta iHLWi BUAm
B3aemogii", "OcobnmBocCTi
3acTocyBaHHA", "lMo6ivHI peakuii”
BiAMNOBIAHO [0 OHOBNEHOI
iHchopmawuii 3 6e3neku gitoyoi
peyoBuHN

3a peyernmom

UA/17836/01/02

65.

ECKYnoC
KOMMNO3NTYM

Kpansi opasibHi no 30 mn
y thnakoHi-kpanesnbHuLj;
no 1 donakoHy-
KpanesibHu1Lj y Kopobu,i 3
KapToHY

Bionoriwe
Xannbmitresb
Xeenb Mv6X

HimeuunHa

Bionoriwe
XainbMitTenb
Xeenb MM6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3mMiHW | TUNY - 3MiHK
BHOCATbCH 3 METO0 Y3rOfKeHHS
crneungikauii «Baptisia tinctoria
MT>» 3 BUMOraMmn HaLioHa/TbHOT

MoHorpadii HAB Ta EP

6e3 peyenma

UA/5632/01/01

66.

ECNA-TUBON®

Tabnetky no 2,5 mr Ne
28 (28x1) y 6nictepax

Ecnapma M'm6X

HimeuunHa

Nivpodhapm M6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO B TEKCT MapKyBaHHS
YMakoBKM NiKapCbKoro 3acoby.
TepMiH BBEIEHHSA 3MiH NPOTAromM 6

3a peyernmom

UA/17004/01/01
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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
MiCALIB MiC/1A 3aTBEPKEHHS

67. ECNIPO TabneTku, BKPUTI dapmaLeBTUYHNIA Monbwa dapmaLleBTUYHNI Monbua BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/18267/01/01
N1iBKOBOK 060/IOHKOIO, 3aB0/, 3asog, "Monbthapma” marepianis: 3miHu | Tuny -
no 25 wmr, no 10 "MONb®APMA" C.A. He3HauHi 3MiHV Y 3aTBepOKEeHNX
Tabnetok y 6nictepi, no C.A.

1,no 2, no 3, no 5 a6o
no 9 6nicTepis B
KapTOHHIA KopobLii; no
14 TabneTok y 6nictepi,
no 2 6nictepu B
KapTOHHIlA KOpooLi

mMeTofax BunpobysaHHA 13 3a
nokasHukom Assay test for
eplerenone by UV
spectrophotometry (BusHayeHHs
Ki/IbKICHOrO BMICTY ensiepeHoHy
MeToAoM Y®d-cnekTpodhoTomMeTpil)
Big, M/4-0214.06 ed 01 go M/4-
0214.06 ed 02, a came BHECEHHSA
He3HauHMX 3MiH B On1c
KOMMOHEHTIB Yy PO3paxyHKOBMX
dhopmynax: napameTpmn «Z» Ta
«S» MaloTb MICTUTH iHchopmaLito
00 NepepaxyHKy Ha 6e3BOfHY
PeyoBMHY. 3MiHW He BMVBalOTb
Ha cneuudikadito Ta skicTb N13;
3MiHK | TUNY - He3HAYHI 3MiHN Y
3aTBEPMKEHUX MEeToAax
BMNpo6yBaHHA 13 3a
nokasHukom Assay test for
eplerenone by UV
spectrophotometry (BusHauyeHHs
KiNbKiCHOro BMICTY ensiepeHoHy 3a
[,0MOMOror BUCOKOe(heKTUBHOT
piavHHOT xpomatorpadii) Big M/4-
0214.07 ed 01 go M/4-0214.07 ed
02, a came BHECEHHA He3HauYHUX
3MiH B ONMC KOMMOHEHTIB Y
po3paxyHKoBUX dhopmynax:
napameTpu «Z» Ta «S» MaloTb
MiCTUTU iHhopMaLito LLOoA0
nepepaxyHky Ha 6e3BoaHy
peyoBMHY. 3MiHW He BMVBalOTb
Ha cneuudikadito Ta skicTb N13;
3MiHK | TUNY - He3HAYHI 3MiHN Y
3aTBEPMKEHUX MEeToAax
BMNpo6yBaHHA 13 3a
nokasHukom Dissolution test of the
drug substance from tablets by UV
spectrophotometry (TecT Ha
PO3YMHEHHS aKTVBHOT PEYOBUHY 3
TabneTok 3a 40NOMOrow Yo-
cnekTpodoTomeTpii) Big M/4-
0214.08 ed 01 go M/4-0214.08 ed
02, a came BHECEHHA He3HaYHUX
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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 B OMMC KOMMOHEHTIB Y
po3paxyHKoBUX dhopmynax:
napameTpu «Z» Ta «S» MaloTb
MiCTUTK iHhOpMaLiito LLOoA0
nepepaxyHky Ha 6e3BoaHy
peyoBuUHy. 3MiHW He BNIMBaOTb
Ha cneuudikadito Ta skicTb N13;
3MiHU | TUNY - He3HAYHI 3MiHN Y
3aTBEPMKEHUX MeToAax
BMNpo6yBaHHA /13 3a
nokasHvkom Related substances
by High Performance Liquid
Chromatography (CynyTHix
nowmiwok Mmetogom BEPX) Big M/4-
0214.05 ed 01 go M/4-0214.05 ed
02, a came BHECEHHS He3HauYHUX
3MiH B ONUC KOMMOHEHTIB Y
po3paxyHKoBUX hopMyax:
napameTpu «Z» Ta «S» MalTb
MICTUTW iHGhOopMaLLito LWoa0
nepepaxyHky Ha 6e3BofHYy
peyoBMHY. 3MiHV He BNVBalOTb
Ha cneumdikauito Ta AkicTb 13

68.

ECNIPO

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLO,
no 50 mr, no 10
Tabnetok y 6nictepi, no
1,no 2, no 3, no 5 abo
no 9 6nictepis B
KapTOHHI Kopo6Li; no
14 TabneTok y 6nicTepi,
no 2 6nictepu B
KapTOHHI Kopobui

dapmaueBTUYHNI
3aBOf,
"MONIbOAPMA"
C.A.

MonbLa

dapmaueBTUYHN
3aBof "Monbcapma"
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
He3HauHi 3MiHM Yy 3aTBEPIKEHNX
mMeTofax BunpobysaHHs 13 3a
nokasHukom Assay test for
eplerenone by UV
spectrophotometry (BusHaueHHs
KifIbKICHOr0 BMICTY en/iepeHOHY
MeTofoM YP-cnekTpodhoToMeTpii)
Big M/4-0214.06 ed 01 go M/4-
0214.06 ed 02, a came BHECEHHS
He3Ha4HMX 3MiH B Onmc
KOMMOHEHTIB Yy PO3paxyHKOBMX
chopmynax: napameTpu «Z» Ta
«S» MatTb MICTUTY iHGhOpMALLi0
040 nepepaxyHKy Ha 6e3BogHy
peyoBMHY. 3MiHV He BNAVBalOTb
Ha cneuugikaLito Ta akicTb N13;
3MiHW | TUMY - HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeToAax
BUNpo6yBaHHsa 13 3a
nokasHukom Assay test for
eplerenone by UV
spectrophotometry (BusHayeHHs
KiNIbKICHOr0 BMIiCTYy ensiepeHoHy 3a

3a peyenmom

UA/18267/01/02
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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

[,0MOMOror BUCOKOe(heKTUBHOT
piguHHOT Xxpomatorpadii) Big M/4-
0214.07 ed 01 go M/4-0214.07 ed
02, a came BHECEHHS HE3HAYHUX

3MiH B ONUC KOMMOHEHTIB Y
po3paxyHKoBUX hopMynax:
napameTpu «Z» Ta «S» MarTb
MICTUTW iHGhOopMaLLito LWoa0
nepepaxyHky Ha 6e3B0fHYy
peyoBMHY. 3MiHV He BNAVBalOTb

Ha cneuudikaLito Ta akicTb N13;

3MiHU | TUMY - HE3HAYHI 3MIHW Y

3aTBepHKEeHUX MeToaax
BUNPo6yBaHHsA 13 3a
nokasHukom Dissolution test of the
drug substance from tablets by UV
spectrophotometry (TecT Ha
PO3UYMHEHHA aKTUBHOT PEYOBUHY 3
TabneTok 3a AONOMOrow Y-
cnekTpodoTomeTpii) Big M/4-
0214.08 ed 01 go M/4-0214.08 ed
02, a came BHECEHHS HE3HAYHUX
3MiH B ONUC KOMMOHEHTIB Y
po3paxyHKoBUX hopMynax:
napameTpu «Z» Ta «S» MarTb
MICTUTW iHGhOopMaLLito LWoa0
nepepaxyHky Ha 6e3B0fHYy
peyoBMHY. 3MiHV He BNVBalOTb
Ha cneuudikaLito Ta akicTb N13;
3MiHU | TUMY - HE3HAYHI 3MIHW Y
3aTBepHKEHUX MeToaax
BUNPo6yBaHHsA 13 3a
nokasHukom Related substances
by High Performance Liquid
Chromatography (CynyTHix
Aomiwok metogom BEPX) sig M/4-
0214.05 ed 01 go M/4-0214.05 ed
02, a came BHeCEeHHA He3HauyHnxX
3MiH B OMWUC KOMMOHEHTIB Y
po3paxyHKoBUX dhopmynax:
napameTpu «Z» Ta «S» MalTb
MICTUTW IHGbOpMALLitO LWoA0
nepepaxyHky Ha 6e3BoAHYy
peyoBuHy. 3MiHM He BN/IMBAOTb
Ha cneumdikauiio Ta skictb 13

69.

ETAM3W/IAT-
JAPHULA

pO34MH ANa iH'ekuUi, 125
Mr/M; o 2 M B
amnyni; no 5 amnyn y

MpAT
"GapmaueBTuyHa
dipma "fapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
dipma "AapHuug"

YkpaiHa

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

3a peyernmom

UA/5717/01/01
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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

KOHTYPHIli YapyHKOBIi
yNakoBLii; M0 2 KOHTYPHI
YapyHKOBI yNaKoBKMN B
nauui

thapmakoHarnagy - TekCT
MapKyBaHHS1 NEPBUHHOI YNaKoBKM
nikapcbKoro 3acoby AOMOBHEHO
iHthopMmauieto LLoA0 HaHEeCEHHS
noroTuny KoMnaHii

70.

ETONO3NJ,
"EGEBE"

KOHLLeHTpaT Ans
po3unHy Ans iHdysii, 20
mr/mn, no 2,5 mn (50
mr), abo no 5 mn (100
mr), a6o no 10 mn (200
mr), abo no 20 mn (400
Mr) y doniakoHi, no 1
h/1aKoHY B KapTOHHii
Kopobui

EBEBE ®apma
lec.m.6.X. Hdor. KI

ABCTpis

NOBHWI LMK
BMPOGHMLTBA:
EBEBE ®apma

lec.m.6.X. Hdor. KT,
ABCTpist;
TecTtyBaHHA: MIJ1
Mikpob6ionoriwec
Mptochnabop Mm6X,
ABCTpIsi;

TECTyBaHHS:
3eiibepcaopd
Nabop Mv6X,

AscTpis

AscTpis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu Il TUny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa(u) y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHs abo iHCTpyKLi ans
MeAMYHOro 3acTOCYBaHHSA A1
niKkapcbKoro 3acooby,
niueHsosaHoro y €C 3a
npoLeayporo B3aEMHOIO BU3HaHHSA
(nikapcbkunii 3aci6 He BXOAUTb J0
cchepu Aji npouenypu B3aEMHOTO
BU3HaHHS, ajie 3MiHa BHOCUTbCA
AK pe3ynbTart npoueaypw, i
BIaCHUK TOProBoi MileHsii Hagae
HOBi 10AATKOBI AaHi) - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"®apmMakonoriyHi BnacTnsocTi”,
"Moka3zaHHA", "MNpoTMnokasaHHS",
"B3aemogis 3 iHWMMW SliKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3actocyBaHHs", "Cnocio
3acTocyBaHHsA Ta fo3n"
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiHoro Aocke. BBeaeHHS
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

3a peyenmom

UA/2569/01/01

71.

3EPOJON

TabneTku, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
no 100 mr; no 10
Tabnetok y 6nictepi; no
1 a6o 3 6nictepn y
KapTOHHIW nayu,i

Inka JlabopaTopi3
Nimiteq

IHAjA

Inka J/labopaTopi3
NimiTen

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3mMiHu | Tuny - Ans
onTUMisauii npoLiecy NpoBeAeHHs
nocnigpxkeHs B nabopatopii 6ynn
BHECEeHI He3HauHi 3MiH1 80
MeToamkn «KinbkicHe
BM3HAYEHHA». [peacTaBneHi
YTOUHEHI AaHHi LLoA0 ONMCaHHs
METOAMKM Ta BigKopuUroBaHa
po3paxyHKosa thopmyna.
BunpasneHo noMusky, y MetToaui
BM3HAYEHHS MOKa3HuKa

3a peyenmom

UA/10618/01/01
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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
«lgeHTudikalis», Woao AOBXUHN
XBW/i Npu AKili NpoBOAUTLCS
BMMIpIOBaHHSA (4OBXUHA XBWUNI 275
HM)
72. 30KCI TabneTku, BKPUTI OPIrAHOCUWH OAE EBepTomKeH Jlaitd IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17229/01/02
N1iBKOBOK 060/IOHKOIO, NIAN®CAEHCK3 CaeHcus Nlimiteq, marepianis: 3miHu | Tuny -
no 500 mr, no 3 (E® 3ET 1) [0faBaHHA po3Mipy cepii roToBOro
Tabnetkn y 6nictepi; no nikapcbKoro 3acoby ans
1 a6o no 2 6nictepu y Ao3yBaHHa 500 mr. MponoHoBaHui
nauuj 3 KapToHy po3mip cepii ctaHoBKTbL 150 000
TabneTok [0 BXe
3apeecTpoBaHoOro po3mipy cepii
110 000 TabneTok
73. 30KCOH® 2 Tabnetku no 2 mr, Ne 10: TOB "CaHodi- YkpaiHa TOB "3enrTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/6300/01/02
no 10 Tabnetok y ABeHTiC YkpaiHa" Pecny6nika marepianis:3miHu | Tuny: 3miHu 3

6nicTepi; no 1 6nictepy
B KapTOHHIi kopo6L; Ne
30 (15x2): no 15
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopobui

sKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/
3aKynoproBasibHUIA 3aci6. 3MiHa
chopmm abo po3Mipy KoHTelHepa
4u 3aKynoproBasibHOro 3acoby
(NepBMHHOI ynakoBKu)
(HecTepunbHi Nikapcbki 3acobm) -
BBEJIEeHHSI HOBOrO BUAY NEPBUHHOT
ynakoBku, a came 6nictepa no 15
TabneTtok, a came A5 30KCOH® 2
Ta 30KCOH® 4: 3amiHa Ne30 (10x3)
Ha Ne30 (15x2), 3 BignosigHUMmn
3MiHaMK o p. «YnakoBka»
(BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCALIB MiCNSA 3aTBEPLKEHHS);
3MiHKM | TUNY: 3MiHW 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cuctema koHTeHep/
3aKyrnoproBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauili Ta/a6o
[ONYCTUMUX MEX NEePBUHHOT
yNakoBKM rOTOBOTO /liKapCbKOro
3aco6y (iHLUi 3MiHW) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWi
3aci6, a caMe OHOBJ/IEHHS
cneuudikauii gna NBX/MNBAX
hosnbru (oHoBNeHo Ha PNO
10653/16-01); 3miHM napameTpa
cneuudikavii 419 TOBLUHM
donbry y BigNoBiAHOCTI 40 BUMOr
noctavansbHuka MBX/NBAX
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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

donbru Klockner Pentaplast Ta
Bilcare; 3miHu | Tuny: 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/
3aKyrnoproBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikaLii Ta/abo
[ONYCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO NliKapCbKOro
3acoby (BUNYYEHHS HE3HAYHOTO
nokasHuka (Hanpviknag
3acTapisioro NokasHuka)) - -
BHECEHHS 3MiH o p. 3.2.P.7.
Cuctema KoHTelHep/
3aKynoproBasibHWiA 3acib, a came
OHOBJ/IEHHS cneuudikauii 4ns
MBX/MBAX chonbru (OHOBEHO Ha
PNO 10653/16-01); BUNyYEHHS i3
cneumdikauii napameTpa WMpuHU
MBX/NBAX chonbru (Foil width);
3MiHK | TUNYy: 3MiHW 3 SKOCTI.
FOTOBWIA niKkapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX NepBUHHOI YNaKoBKu
roTOBOrO NikapCbKOro 3acoby
(BMlyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3acTapisioro NokasHuka)) -
BHECEHHS 3MiH o p. 3.2.P.7.
Cuctema KoHTelHep/
3aKynoproBasibHUiA 3acib, a came
OHOBJIEHHS cneuudikauil ans
/1IOMIHIEBOT pO/brn (OHOBNEHO
Ha PNO 10620/10-02); Buny4yeHHs
i3 cneumdpikauii napameTpa
LUMPUHKX antoMiHieBoi chonbru (Foil
width)

74.

30KCOH® 4

Tabnetku no 4 mr Ne 30
(15x2): no 15 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:3MiHu | Tuny: 3miHum 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Cuctema KoHTelHep/
3aKyrnoproBasibHWii 3aci6. 3MiHa
dhopmMmn abo po3mipy KOHTelHepa
4u 3aKynoproBasibHOro 3acoby
(NepBUHHOI ynakoBKK)
(HecTepunbHi Nikapcbki 3acobm) -

BBE/IEHHS| HOBOrO BUAY NEPBUHHOT

3a peyernmom

UA/6300/01/03
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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
yrnakoBku, a came 6nictepa no 15

Tabnetok, a came A1 30KCOH® 2
Ta 30KCOH® 4: 3amiHa Ne30 (10x3)
Ha Ne30 (15x2), 3 BignosigHUMM
3MiHaMK [0 p. «YnakoBka»
(BBefeHHs 3MiH NpoTsArom 6-tv
MiICALIB MIiC/1A 3aTBEPLKEHHS);
3MiHM | TUNY: 3MiHW 3 SKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
Cuctema KoHTeliHep/
3aKynoproBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikaLii Ta/abo
[ONMYCTUMUX MEX NEPBUHHOIT
yNakoBKM rOTOBOTO NliKapCbKoro
3ac06y (iHLi 3MiHW) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWi
3aci6, a came OHOBJ/IEHHS
cneuudikauii gna NBX/MNBAX
honbru (oHoBNEHO Ha PNO
10653/16-01); 3miHM napameTpa
cneuudikayii 4719 TOBLUHM
donbry y BigNoBigHOCTI 40 BUMOr
noctavyanbHuika MBX/MBAX
donbru Klockner Pentaplast Ta
Bilcare; 3miHu | Tuny: 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/
3aKynoproBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikaLii Ta/abo
[ONYCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO NliKapCbKoro
3acoby (BUNYYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3acTapisioro NokasHuka)) - -
BHECEHHS 3MiH o p. 3.2.P.7.
Cuctema KoHTeliHep/
3aKynoproBasibHWiA 3acib, a came
OHOBJ/IEHHS cneuwudikauii 4ns
MBX/MBAX chonbru (OHOBEHO Ha
PNO 10653/16-01); BUNyYEHHS i3
cneumdikaLii napameTpa WmMpuHU
MBX/NBAX conbru (Foil width);
3MiHM | TUNY: 3MiHW 3 SKOCTI.
FOTOBWIA niKkapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis

crneundikauii Ta/abo AoNyCTUMMX
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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
MeX NEepBUHHOI YNakoBKu
roTOBOrO JliKapCbKOro 3acoby
(BUYYEHHSI HE3HAYHOTO
nokasHuka (Hanpviknag
3acTapifioro NokasHuka)) -
BHECEHHS 3MiH o p. 3.2.P.7.
Cuctema KoHTelHep/
3aKynoproBasibHWiA 3acib, a came
OHOBJ/IEHHS cneuwudikauii 4ns
antoMiHieBOT 00sIbIM (OHOBIEHO
Ha PNO 10620/10-02); Buny4eHHs
i3 cneyudpikauii napameTpa
LUIMPUHW asTloMiHieBOI dponbru (Foil
width)
75. IBAHIPOHOBA KOHLeHTpaT Ans Akkoppg, Xenckea Benuka Akkoppg, Xenckea Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/16515/01/01
KNCNOTA AKKOPJ, | po3unHy ans iHdysiid, Nimiten BpuTaHis Niviten , Benuka BpuTanis/ Marepianis: 3miHu | Tuny -
1mr/mn no 2 mn Ta no 6 BpuTaHis YropumHa/ BHECEHHS He3HaYHWUX 3MiH 40
My dhnakoHax, no 1 (BignoBiganbHuii 3a IHAis npouecy BupobHuytea M3 ans
h/1aKoHy Y KapTOHHIl BUMYCK cepii); 3aTBEPKEHOI Ta 3anponoHOBaHOI
Kopobui Akkoppg, Xenckea BMPOGHWYUX NiHIll, a came
Nimitea, Benuka 3anpornoHoBaHO BMKOPUCTOBYBATH
BpuTaHis (BTOpuHHE NpPOMMWTI 'yMOBI NPo6KW roToBi A0
nakyBaHHs); cTepwisauii 3aMiCTb NPOMUTUX
BeccniHr XaHrepi ryMOBUVX NPOBOK, SiKi
KobT., YropuwmHa 3aKynosyBasv Ta nicns Lboro
(KOHTpPOSIb AKOCTI); cTepunisyBann. 3aTBepaxXeHuii
IHTac BMPOBHNYMI NpoLEeC 3a/IMLLAETLCA
dapmMacbloTUKesnc HE3MiHHUM
Nimitep, IHAiA
(BPO6GHMLTBO
rotosoro /13,
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI)
76. IMMYHAN® Tabnetku no 80 mr no 10 CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/2837/02/01
Tabnetok y 6nictepi; no dapmacbloTikans dapmaueBTUYHA marepianis: 3MiHW | TUMY - 3MiHK
2 6nicTepu y KapTOHHIN 0.4 KOMNaHis a.4. METOAMKM 3a NOKa3HUKOM

Kopobui

«lpeHTudikauis. JlinoginbHi
peyoBuHm» metog TLUX
(npo6oniaroToBka eKCTpakTy
[AerigpaToBaHoro BifxaToro coky
exiHauji nyprnypHoi, 6e3 3miHu
KOHUEHTpaL,i, 3aCToCyBaHHs
cepTndiKoBaHUX peareHTiB
Pe30pLUMHY | MEHTONY 3aMiCTb
pobounx cTaHaapTiB Ta
BUNPAaB/IEHHSA pefaKLiiHOl
NOMWIIKW); 3MiHW | TURY - 3MiHK
METOAVMKM 38 MOKa3HUKOM
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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

«lgeHTudikauis. MgpodinbHi
peyvoBuHM» MeTog, TLLUX
(3acTocyBaHHs cepTUdikoBaHNX
peareHTiB KaBOBOT KUC/IOTH i
X/I0POreHoBOI K1C0TU 3aMiCTb
pob6ounx cTaHAapTie Ta
BMMNpaB/IEHHS pefakuinHnX
NOMMIIOK); 3MiHU | TUMY - 3MiHK
METOAMKM 3a NOKA3HNKOM
«KinbkicHe BU3HaAYeHHs» MeTof
BEPX (3acTocyBaHHSA
cepTUIiKOBaHOro peareHTy
6eTaiHy MoHorigpaTy 3amicTb
po60oyoro cTaHAapTy Ta OHOB/IEHO
TUNOBI Xpomaropramu); 3miHu |
™My - 3 NoKasHyKa «Onuc»
cneuundikauii N3 BuganeHo Tect
Ha 3anax. 3mMiHW BHECEHO B
IHCTPYKLilO ANS MeanyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y p. "OCHOBHI (i31KO-XiMiYHi
BNacTMBOCTI". BBeAEHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

717.

IHAAM®

TabneTkun no 1,25 mr no
10 Tabnetok y 6nictepi;
no 3 abo 6 6nictepis y
KapTOHHIA KopoobLi

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.ME/A.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
OHOB/IEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOGHUKA,
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChbKili
thapmakonei Ne R1-CEP 2007-
138-Rev 01 gna A®l iHganamigy
Bif, BXXE 3aTBEPAKEHOro
BMpo6HMka PHARMAZELL GMBH,
Germany. FK HacnifgoK 3MiHW Y
Ha3Bi Ta agpeci BUpPOOHNYOT
OinbHUL

3a peyenmom

UA/4237/02/02

78.

IHAAN®

Tabnetku no 2,5 mMr no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepis y
KapTOHHI KopoobLi

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
OHOBJ/IEHUIA cepTUdiKaT Bif yxe
3aTBEPKEHOr0 BUPOOHNIKa,
noAaHHA OHOBNEHOTO cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2007-
138-Rev 01 gna A®l iHganamigy
Bif] BXE 3aTBEPXXEHOIO
BMpo6Hnka PHARMAZELL GMBH,

3a peyernmom

UA/4237/02/03
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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
Germany. K HacnigoK 3MiHU y
Ha3Bi Ta agpeci BUPOOHNYOT
AinbHUL
79. IHPAHPUKC™ INB | cycneHsia (DTPa-IPV) nakcoCmiTKnsiAH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15832/01/01
XIB | INFANRIX™ Ans iv'ekuin no 0,5 mn (1 Ekcnopt flimiteq BpuTanis Bionomxikans C.A. marepianis: 3miHu Il Tuny -
IPV HIB [03a) Ta niodinisar BBEAEHHS 40AATKOBOI AiNbHML
KOMBIHOBAHA (Hib); cycneHsia (DTPa- WN48 (GlaxoSmithKline S.A.,
BAKUUHA And IPV) pns iH'ekuiin no 0,5 Parc de la Noire Epine, Rue
MAPO®ITAKTUKN mn (1 gosa) y Fleming 20, 1300 Wavre, Belgium)
DUNOTEPII, nonepegHsL0 3 (hyHKLjED BUPOBHULITBA
NPABLA, HanoBHeHOMY OfHOBAJIEHTHNX aHTUTEHIB
KALUMOKY 0HOPa30BOMY LUMPUL iHaKTMBOBaHOr0 NONIOBIpycy
(ALEMIONAPHNIA Nel y kOMMekTi 3 (monovalent bulk antigens
KOMMOHEHT), [ABOMa rosikamu Ta (serotypes 1,2 and 3)). Pegaxuiiiti
NONIOMIENITY TA | niodpinizart (Hib) y 3MiHM o po3ginis S.2.2
3AXBOPHOBAHDb, donakoHi Nel, wo Manufacturing Process and
36YAHUNKOM 3MILLYHOTECA Nepes, Controls, S.2.3 Control of
AKX € BMKOpPUCTaHHAM: no 1 Materials Ta S.2.6 Manufacturing
HAEMOPHILUS nonepegHL0 Process Development
INFLUENZAE TUMY | HanoBHeHOMY
B 0fIHOPa30BOMY LLMPULLY
y KOMMNeKTi 3 ABOMa
ronkamu Ta 1 dpnakoHom
3 niodpinizatom (Hib) y
BaKyyMHill CTEpUNbHIl
ynakosui; no 1
BaKyyMHill CTepUbHIl
yNaKoBLi Y KAPTOHHIi
Kopobui
80. IHOPTYBAK® CycneHsist ANns iH'ekuiii AGOGOTT HigepnaHgu A66OTT HigepnaHvgn BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom UA/18498/01/01
TETPA BAKUVHA no 0,5 mn cycneHsii gns Bionoaxikans b.B. Bionoaxikans b.B., MaTepianis: 3MiHu | Tuny -
Aana iH'EKUil y nonepeaHbo HigepnaHgm BU/TYYEHHS 3 MPorpamy BUBYEHHSA
MPO®ITAKTUKN HanoBHEHOMY (Bpo6HMUTBO “final cTabinbHocTi N3
reuny 0[HOPA30BOMY LUMPULL 3 bulk"; KOHTpoNb HE060B’A3KOBOr0 AOC/iAXEHHS
YOTUPbLOXBA/EH | ronkoto abo 6e3 rosnku,; "final bulk" (kpim «time out of refrigerator»:
THA, no 1 a6o 10 wnpwuyis B TecTy Ha cTabinbHicTb 13 nicna
NOBEPXHEBWIA KapTOHHIlA KopooLi CTEepPW/bHICTB); nonepegHLOro 36epiraHHsA
AHTUIEH, KOHTpOnb cepii MN3 nNpoTArom 3 TUXHIB Npu
IHAKTUBOBAHA | (ipeHTundbikauito Ta Temneparypi 21+2°C/AH (absolute
INFLUVAC® KinbKicHe humidity); 3miHun | TURy - 3mMiHK A0
TETRA INFLUENZA BU3HAYEHHA 3aTBepaXeHoro nNpoToKony
VACCINE remarnioTuHiny (FA), CTabiNIbHOCTI LL0A0 3a3HaYeHHs
QUADRIVALENT, 6akTepiasibHi iHchopmawii npo TepMiH
SURFACE €HO0TOKCUHW)); nNpUAATHOCTI rOTOBOrO MiKapCbKOro
ANTIGEN, AGGOTT 3acoby
INACTIVATED Bionoaxikans b.B.,
Higepnangm
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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
(koHTpOsb "final
bulk" (cTepuneHicTb
Ta bakTepiasbHi
€HL,0TOKCUHMW);
nepBuHHe Ta
BTOPWHHE
nakysaHHs 13;
KOHTpoOnNb cepii M3
(kpim igeHTUdIKaLT
Ta KifIbKicCHOro
BU3HAYEHHS
remariloTuHiHy (FA);
TECT CTabiNbHIiCTb);
BMnNyck cepii 'N13)
81. IPUHOTEKAHY KOHUEeHTpaT ans MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/15576/01/01
riaPoxnorPupa, po34nHy Ans iHdysii, 20 akujioHepHe akujioHepHe Marepianis: 3miHu | Tuny -
Mr/mn no 2 ma abo no 5 TOBapuCTBO TOBapuCTBO AOMiHICTPaTUBHI 3MiHW. 3MiHa
My dhnakoHax; no 1 "Nlekxim-Xapkis" "lekxim-Xapkis", Kogy ATX (A.6. IA)
ch1akoHy y 3anobixHii YkpaiHa 3MiHM BHeCeHi A0 iHCTpyKLUii ans
N1acTuKoBIli kopobLi Ta (BUPOBHMLTBO 3 MeAUYHOro 3acToCyBaHHS
y nayLi 3 KapToHY npoaykuii in bulk nNikapcbKoro 3acoby 4o po3ainy
ipMK1-BMPOGHMKa "bapmakoTepaneBTUyHa rpyna.
Ksiny Kog ATX" (3aTBEpKEHO -
dapmaveyTikan AHTUHeonnacTuyHi 3acobu. Kog
(XaiiHaHb) Ko., 1114, ATX LO1X X19; 3anponoHoBaHo -
Kutaii) AHTUHeonnacTuyHi 3acobu. Kog
ATX LO1C E02) BignosigHo Ao
KnacudpikaTopa hapmMaleBTUYHNX
rpyn Ta kogis ATX BOOS3.
BBefeHHs 3MiH npoTarom 3-x
MicsILiB Mmicnsi 3aTBEpPAKEHHS
82. IPIHO CNA/ 100 KOHUeHTpaT ans PP ®apmacbioTikans IHais Cn Akyp la6e M.T. IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18150/01/02

po3unHy Ans iHdysii, 20
mr/mn; no 5 mn (100 mr)
y thnakoHi; no 1
pNakoHy Y KapTOHHIN
Kopoobui

MpaiseT JimiTeq,

nrta

marepianis: 3MiHW | TUMY - 3MiHK
BHECEHI [0 iHCTPYKUii ans
MeIM4YHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHWMMU NiKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogii", "OcobnmBocCTi
3acTocyBaHHA" (Y T. Y.
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”), "Cnocié 3actocyBaHHs
Ta [03K1" BignoBigHO L0 OHOB/IEHOT
iHchopmawii Lwopo 6esnekmn giroyor
peyoBuHN.
BBefeHHS 3MiH NpOTArom 6-1u
MiCALIB MiCNSA 3aTBEPL)KEHHS
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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

83.

IPIHO CMAn 40

KOHLieHTparT Ans
po3unHy ans iHgysil, 20
Mmr/m; no 2 mn (40 wmr) y
chnakoHi; no 1 donakoHy
Y KapTOHHili kopobLi

PP ®apmacbloTikans
MpaiiBeT flimiTeq,

IHais

CMN Akyp Na6c MNBT.

nra.

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECeHI [0 iHCTPYKUiT Ans
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMK NliKapCbKumu
3acob6amu Ta iHWi Buan
B3aemogiin”, "OcobmBocTi
3actocyBaHHa" (y T. u.
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”), "Cnocié 3actocyBaHHs
Ta [03K1" BignoBigHO 40 OHOB/IEHOT
iHbopmauii woao 6esnekun airoyoi
pPeyoBUHN.

BBegeHHs 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepoKEHHS

3a peyenmom

UA/18150/01/01

84.

KANBLIIO
FMIOKOHAT

Tabnetkn no 0,5 r, no 10
TabneTok y cTpunax; rno
10 TabneTok y
6nictepax; no 10
Tabnetok y 6nictepi, no
10 6nicTepiB y nauui 3
KapToHyY

MAT "MoHdapm"

Ykpaina

MAT "MoHcpapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
ofo 6e3snekun/edpekTMBHOCTI Ta

hapmakoHarnsgy - 3aTBepaKeHHs

a/IbTEPHATNBHOIO TEKCTY

MapKyBaHHS YNakoBKW Nikapcbkoro

3acoby

6e3 peyenma

UA/1933/01/01

85.

KAPBOMNATUH
"EBEBE"

KOHLieHTpaT Ans
pO34nHy ans iHgysil, 10
mr/mn no 5 mn (50 wmr),
a6o no 15 mn (150 mr),
a60 no 45 mn (450 wmr),
a6o no 60 mn (600 mr) y
donakoHi

EBEBE ®apma
Fec.m.6.X. Hopr.KI

ABCTpIs

EBEBE ®apma
lec.m.6.X. Hdpr. KT,
AscTpist; labop /1IC

CE & Ko. KT,
HimeuyunHa
(koHTpOnb cepii
(mopatkosi
LinbHUUi); MMM
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpIst (KOHTPO/b
cepii (aopaTkoBi
OinbHUL)

AscTpisi/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2000-
375-Rev 03 gns fjitoyoi pevyoBnHN
Carboplatin Big Bxe
3aTBEpXEeHOro BUpo6HuKa Sicor
de Mexico, SA DE CV, Mexico

3a peyernmom

UA/4960/01/01

86.

KAPBOM/TATUH
"EBEBE"

KOHLleHTparT Ans
po3uunHy ans iHdysin, 10
mr/mn no 5 mn (50 wr),
a60 no 15 mn (150 wmr),
a60 no 45 mn (450 mr),
a6o no 60 mn (600 mr) y
donakoHi

EGEBE dapma
Fec.m.6.X. Hor.KI

ABCTpis

EBEBE ®apma
lec.m.6.X. Hdr. KT,
ABcTpist; labop J1IC
CE & Ko. KT,
HimeuyunHa
(koHTpO/Ib cepii
(nopaTtkosi
LinbHUj); MM
Mikpo6ionoriwiec

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH 10 peecTpavuiiHnx
MaTepianis: 3MiHu | Tuny -
BHECEeHHS 3MiH 10 MeTogis

KOHTpONO AKkocTi /13, a came:
BHECEHHS He3HaYHNX 3MiH B
MeTOAVKY BU3HAYEHHS BMICTY
KapbonnatuHy Ta BU3HaAYEeHHS
XpomarorpadivHoi unctotn MN13.
B oHOB/EHI MeToaNLj

3a peyenmom

UA/4960/01/01
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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
Mptochnabop Mm6X, NPOMOHYETHLCA A0AATKOBE
ABCTpIst (KOHTPO/Ib BUKOPUCTAHHS NOPIBHA/ILHOTO
cepii (gogatkosi CcTaH4apTHOro po3ymHy
AinbHUL) uuknobyTaH-1,1-ankap60oHOBOI
KMCNOTU ANs 6inbll TOYHOT
ineHTuikauii Liei gomiwkn y M3,
HaBiTb Y BMNagKax NOTEHLiNHNX
3MilLEeHb Yacy yTpUMaHHS, ki
MOXYTb BUHWUKHYTN NpU
BMKOPMCTaHHI HOBOT KOJTOHKW. B
onnc MeToAy BK/IOUEHA TakoX
6inblU AeTasibHA OLjiHKa YMCTOTH
n3
87. KAPAIMYHH rpaHynn abo NopoLLokK YxaHb paHg Xoiio Kutaii YxaHb 'paHg Xoiio Kutaii BHECEHHS 3MiH [10 peecTpaviliHnx - UA/15472/01/01
(cy6eTaHuin) y Ko., N14. Ko., ITg,. MaTepianis: 3MiHu | Tuny -
NoABINHMX AAMiHICTpaTUBHI 3MiHW. 3MiHa
nonieTUNEHOBUX MilLKax HalilMeHyBaHHs Ta/abo agpecu
ans dhapmaleBTUYHOIO 3asBHMKa (BNacHvka
3acTocyBaHHSA peecTpaLiiHOro NocBigYeHHS) -
3MiHa aApecu 3asBHUKA
88. KMNIMOHOPM TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka [enbthapm Ninnb dpaHuis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/3008/01/01
N1iBKOBOK 060/I0HKOMD, Pecny6nika CAC mMartepianis: 3mMiHa 3asaBHUKa

no 2 Mr + TabneTku,
BKPUTI NNiBKOBOO
060/10HKOI0, N0 2
mr/0,15 mr; Ne 21: 9
Tab1eToK XOBTOro
Konbopy (ectpagiony
Basiepaty 2 Mr) Ta 12
Tab1eToK KOPUYHEBOTO
Konbopy (ectpagiony
Basiepaty 2 mr,
nesoHoprectpeny 0,15
Mr) y 6nictepi; mo 1
6nicTepy B KapTOHHiIl
nauuj

(BnacHvika peecTpadiiHoro
noceigyeHHs): BBegeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -

3MiHM Wwoao
6e3nekn/edeKTBHOCTI 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
hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asIBHYKA,
BiANOBIAa/IbHOI 3a
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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

thapmakoHarnag. [ivoya pegakuis:
CopiHa Jliana Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefaxLis:
NMogmuna @ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBAaXEHOI 0co6M,
BignoBigasibHOI 3a
thapmakoHarnsag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxopKeHHs1 MacTep-
(paiina Ta iioro Homepa. 3miHa
MiCLS 3AiACHEHHSI OCHOBHOT
LisNbHOCTI 3 chapmakoHarnsgy

89.

KOLEIHY ®OCDhAT
FEMIMIAPAT

NopoLUoK (cybeTaHuis) y
nonieTnIeHoBMX
nakeTtax Ans
chapmaL,eBTUYHOro
3acToCyBaHHs

TOB "®apma Crapt”

YKpaiHa

MakdcapnaH Cmit
Nimiteq

CnonyyeHe
KoponiscTeo

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBJ/IEHOTO cepTudikaTy
BiANOBiAHOCTI E€BpONECbKOI
hapmakonei ana A®| Kogeiny
dhocdpaty remirigpaty CEP RO-
CEP 2016-295-Rev 03(nonepefHs
Bepcisas CEP Ne RO-CEP 2016-295-
Rev 02). 3miHu noB'A3aHi 3i
36i/1bLUEHHS TEePMiIHY
NEePEKOHTPOSII0 cybCTaHUIT 3 (2X
pokiB Ha 3 poku). [JogaTkoBo 6ynu
BHECEHi 3MiHN Y pO3paxyHKOBY
dopMyny y MeToAi KOHTPO/THO
«3a/IMLLIKOBI KifIbKOCTi OpraHiuyHux
PO3UMHHVKIB>» Y 3B'AI3KY 3
NpYBEAEHHS [0 OPUTriHANIbHUX
mMarepianis BUPOGHMKa

UA/18383/01/01

90.

KOMBICMA3M®

Tabnetkn, no 10
TabneTtok y 6nictepi 3
hobrv antoMiHieBOT Ta
nniBkn
nosliXNopBiHIN0BOI; No 1
abo 10 6nicTepis B
KapTOHHIA nayyi; no 10
TabneTok B
anoMiHieBomy 6riicTepi;
no 1 6nictepy B
KapTOHHIN nauyj; no 10
KapTOHHMX Ma4oK y
rYpPTOBI KAPTOHHIi
nadui; no 10 TabneTok B

OPTAHOCWH
NANDCAEHCH3
(E® 3ET )

OAE

NOBHUIA LMK
BMPOGHMLTBA:
EBepTomxeH flaiid
CaeHcus flimites,
IHAis;
NOBHWIA LUMKN
BUpPOGHMLTBA:
TOB "MAPI®APM",
CroseHis

IHais/
CnoBeHis

BHECEHHS 3MiH [10 peecTpaviliHnx
martepianis: 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BMPOGHMLTBI. 3amiHa abo
BBEJEHHS A0AaTKOBOI AifbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(minbHMUSA, Ha AKil TPOBOASATLCSA
6yab-siki BUpO6HMUI cTagji, 3a
BVHATKOM BWMNYCKY Cepid,
KOHTPO/IO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HEeCTepWIbHUX JTIKaPCbKMX

Nel10; Ne20 -
6e3 peyenma;
Nel100 - 3a
peyenmom

UA/3088/01/01
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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

anomiHieBomy 6rictepi;
no 1 6nictepy B
KapTOHHI nauyi; no 10
TabneTok B
antomiHieBoMy bnictepi;
no 2 6nictepu B
KapTOHHIW navw,;

no 10 Ta6neTok B
antoMiHiesomy bnictepi;
no 10 6nictepis B
KapTOHHI navwi

3aco06iB) - CynyTHS 3MiHa: 3MiHW 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YaCTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - CynyTHs 3miHa:
3MiHu 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHu y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHWLA AN NEPBUHHOIO
nakyBaHHs) - BBeeHHsA
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA
N3 - TOB "MAPI®APM",
CnoBeHis. BBeieHHs 3MiH
npoTsArom 3-x MicAuiB micas
3aTBepKeHHSA. 3MiHU 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHUKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNyCK cepil) -
Bitoyatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
[JlogasaHHA BUPOOHMKA
BiANOBIAA/ILHOIO 3a KOHTPO/1b
AKOCTI Ta BUNyck cepii /13 - TOB
"MAPID®APM", CnoseHis. 3miHu
BHECEHO B IHCTPYKLit0 4715
MeAMYHOro 3aCTOCYBaHHS LLLOAO
HaliMeHyBaHHA Ta
MicLLe3HaxXoMKEHHSI BUPOOHMKa 3
BIANOBIAHUMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakOBKW NiKapCbkoro
3aco6y (fofaBaHHs BUPOOHUKA).
BBefeHHs 3MiH npoTarom 3-x
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHa pPo3Mipy cepii
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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

(BKIHOYaOUM diana3oH po3mipy
cepil) roToBOro Nikapcbkoro
3ac06y (3mMeHweHHs fo 10 pasis) -
3MeHLUeHHs1 po3mipy cepii ans
roTOBOrO /liKapCbKoro 3acoby.
[itoya pepakuis - 3.2.P.3.2. Cknag
Ha cepito. Po3mip cepii: 1 200 000
Tabnetok (774,00 kr).
MponoHoBaHa pefakuis -
3.2.P.3.2. Cknap Ha cepito. Po3mip
cepii: 1 200 000 TabneTok (774,00
kr). Po3mip cepii: 465 100
Tabnetok (300 kr). 3miHu Il Trny:
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOr0/MPOMIXXHOr0
npoAayKTy/peareHTy, WWo
BUKOPWCTOBYHOTHCS Y
BMPO6HMYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYatouu, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTponito skocTi) APl (3a
BifiICYTHOCTI cepTudikaTta
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei y 3aTBepAKeHOMY
[0cbe)(BBEAEHHA HOBOrO
BMPO6HUKa APl 3 HaAAHHAM
MacTtep-caiina Ha Adl) -
BBegeHHs 40AaTKOBOro
BMPOGHMKaA AP| [NULMKIOMIHY
rigpoxnopug - Olon S.p.A., ltaly.

91.

KOMBICMA3M®

Tabnetku, in bulk: no
1200 Tabnetok y
naketax y naykax 3
KapToHY

OPTAHOCVIH
NANDCAEHCU3
(E® 3ET )

OAE

NOBHUIA LMK
BMPOGHMLTBA:
EBepTomxeH flaiid
CaeHcuns Jlimites,
IHAis;
NOBHWIA LMK
BUpPOGHMLTBA:
TOB "MAPI®APM",
CnoseHis

IHais/
CnoBeHis

BHECEHHS 3MiH [10 peecTpaviliHnx
martepianis: 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS A0AaTKOBOT AifbHULL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(minbHMUSA, Ha AKiI TPOBOASATHLCSA
6y ab-siKi BUpOGHMUI cTajji, 3a
BVHATKOM BWMNYCKY Cepiid,
KOHTPO/IO SKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUsIbHUX NiKapCbKmnx
3aco06iB) - CynyTHS 3MiHa: 3MiHu 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS A0AATKOBOI AiNbHUL

UA/3089/01/01
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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

BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby

(ZinbHULSA ON18 BTOPUHHOMO
nakyBaHHsl) - CynyTHs 3MiHa:
3MiHK 3 iKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo

BBEJEHHS 40AAaTKOBOT AiNIbHULL

BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby

(BinbHULA ON18 NEPBUHHOIO
nakyBaHHs) - BBefeHHA
[04aTKOBOI [i/IbHUL BUPOBGHMLTBA
N3 - TOB "MAPI®APM",
CnoBeHis. BBeieHHA 3MiH
npotArom 3-x MicauiB nicns
3aTBEPMKEHHS. 3MiHM 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMpPOGHMKa, Lo BiAMNOBiAaE 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
Btouaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
[ofaBaHHs BUpOOHMKa

BiANOBIAA/ILHOIO 3a KOHTPO/Ib

AKOCTI Ta BuUnyck cepii 13 - TOB

"MAPI®APM", CnoseHis. 3MiHn

BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3aCTOCyBaHHSA LLOAO
HaliMeHyBaHHA Ta
MiCLLe3HaXOKEHHS BUPOOHUKA 3
Bi4NOBIAHVMUN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby (gofaBaHHs BUPOOHUKA).
BBefeHHS 3MiH NpoTArom 3-x
MicsLiB NiCNsA 3aTBEPAYKEHHS.
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULITBI. 3MiHa po3mipy cepii

(BK/IHOYaOUM diana3oH po3mipy

cepil) roToBOro Nnikapcbkoro
3ac06y (3mMeHweHHs fo 10 pasis) -
3MeHLLEeHHs po3mipy cepii 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

rOTOBOrO /TiKaPCbKOro 3acoby.
[Oitova pepakuis - 3.2.P.3.2. Cknag
Ha cepito. Po3mip cepii: 1 200 000
Tabnetok (774,00 kr).
MponoHoBaHa peaakuis -
3.2.P.3.2. Cknap Ha cepito. Po3mip
cepii: 1 200 000 Tabnetok (774,00
Kkr). Po3mip cepii: 465 100
Tabnetok (300 kr). 3miHu Il Tvny:
3MiHu 3 siKoCTi. AdI.
Buvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOro/NMPOMiXHOr0
npoayKTy/pearenTy, Wo
BUKOPVCTOBYHOTbCS Y
BMPOGHUYOMY npoveci AdPl, abo
3MiHa BUpPO6HUKa (BKIOYatoun, ae
Heo6XifHo, MicLue NpoBefeHHs
KOHTPO/t0 sIKOCTi) AdI (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei y 3aTBepiKeHoOMy
[ocbe)(BBEAEHHA HOBOMO
BUpo6HUKa ADI 3 HafaHHAM
MacTtep-chaiina Ha Adl) -
BBegeHHs foaaTkoBoro
BMpOGHMKa AP| AnUMKIOMIHY
rigpoxnopug - Olon S.p.A., Italy.

92,

KOP CYIC
KOMMO3UTYM H

PO34MH A4 iH'EKUIA, MO
2,2 Mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
1 a6o no 2, abo no 20
KOHTYPHUX YapyHKOBUX
yMakoBOK y KOpoo6Li 3
KapToOHyY

Bionoriwe
Xannbmitresnb
Xeenb M'm6X

HimeuunHa

Bionoriwe
XanbMitTTenb
Xeenb M'm6X

HimeuunHa

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

thapmakoHarnsgy - BHECeHHs
iHbopmawii npo chnyopecueHuito
eTukeTkn y n. 6 IHLWE Tekcty

MapKyBaHHs1 NEPBUHHOI YNaKkoBKK

nNiKapcbKoro 3acoby

3a peyenmom

UA/4277/01/01

93.

KCE®OKAM®
PANIA,

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 8 mr; no 6 TabneTok y
6nictepi; no 1 6nictepy
B KapTOHHIi kKopo6ui

AciHo dapma Al

LLisefuapis

Takega 'm6X, Micue

BMPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
OHOBJIEHHS BXE 3aTBEPIKEHNX
MeTOoZiB KOHTPOSIO AKOCTI
nikapcbKkoro 3acoby, a came
BUKNAEHHS TEKCTY [iepXXaBHO0
MOBOIO 3TiiHO Cy4aCHUX BUMOT

3a peyernmom

UA/2593/03/01

94,

KCUBYNAH

NOPOLLOK A/151 PO3UUHY
AN iH'eKUin abo iHdy3ili
no 1,2 r (1000 mr/200
mr), no 1 a6o no 10

AHTUBIOTUKN CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
noJaHHA OHOBJ/IEHOTO cepTudikaTy
BignosigHocTi €E® R1-CEP 2013-

3a peyenmom

UA/18686/01/01
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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
h/1aKOHIB y KapTOHHIi 125-Rev 01 Ha A®I AmokecnuuniHy
nauui HaTpito
95. NEBOMIUETUH NMOPOLLOK 418 PO3UNHY NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/2952/02/01
ans iH'ekuii no 0,5, "KvniBmegnpenapat” "KviBmegnpenapat” matepianis: 3miHu Il Tuny -
dh1aKkoHM 3 NOPOLLIKOM BHECEHHS 3MiH y 3B'A3KY 3
oHoB/ieHHaM M® (Version UAO3
June 2021) Bnupo6HrKom AdI
XnopamdeHikon HaTpito CykumHaT
cTepunbHuii, Bioguim S.A.,
Icnanis. BBeAeHHS 3MiH NPOTAromM
6-TN MicALIB Nic/a 3aTBEPAKEHHS
96. NEBOMIUETUH NMOPOLUOK A/18 PO3UNHY NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/2952/02/02
ans iH'ekuii no 1,0, "KviBmegnpenapat” "KuiBmegnpenapar" martepianis: 3mMiHu Il Tuny -
dh1aKkoHM 3 NOPOLLIKOM BHECEHHS 3MiH y 3B'A3KY 3
oHoBrieHHaM IM® (Version UAO3
June 2021) Bupo6HrKom AdI
XnopamdeHikon HaTpito CykumHaT
cTepunbHuii, Bioguim S.A.,
IcnaHisfi. BBefeHHA 3MiH NPOTArom
6-TN MiCALIB NicNsA 3aTBEPAKEHHS
97. NEKAALON NOHI TabneTkn, BKPUTI CaHpos CnoseHis Nex CnoseHisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/18643/01/01
N1iBKOBOK 060/I0HKOMD, dapmacbioTikan3 PapmaueBTUYHA Ipeuis marepianis: 3mMiHW | TUNY - 3MiHK
200 mr/500 mr no 8 a.a. KomnaHia g. 4., BHECEHO [10 IHCTPYKLi ANns
TabneTtok y 6nictepi, No CnoBeHis (8o3Bin Ha MeAUYHOro 3aCTOCyBaHHs
2 6nicTepu y KapTOHHIN BWMYCK Cepiit); nikapcbKoro 3acoby y po3ain
Kopo6ui; no 10 TabneTok PoHTic Xennac "Mo6iuHi peakuii" BigNoBigHO A0
y 6nicTepi, no 1 abo 2 Megikan eHp, OHOBJIEHOT iH(hopMaLii 3 6e3nekn
6nicTepy y KapTOHHIl dapmacbioTikan 4ito4oi pevoBuHU. BBeeHHA 3MiH
KopooLi Mpogaktc C.A,, npoTArom 6-Tn MicALiB nicns
Ipeuis 3aTBEPAKEHHS
(BUpPOGHMLTBO 3a
NMOBHWUM LIMKIOM)
98. NIBA30 TabneTku, BKpUTI Pekopgarti AineHg, Ipnaxgis BMPOBGHUK PpaHuis/ BHECEHHS 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/11963/01/01
NNiBKOBOK 060/IOHKOHO, nrp, Hepo3hacoBaHoOro ITanis marepianis: 3MiHW | TUNY - 3MiHK

no 1 mr, no 7 Tabnetok y
6nicTepi; no 1 6nictepy
B KapTOHHI Kopo6L; no
14 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHIA KopobLi; no
15 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHilA KopooLi

npoaykry: M'ep
dabpe MegikamaH
MpoAtoKCoH,
®paHLis; BUPOBHWK,
KNI 34iACHI0E
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
Bignosigae 3a
KOHTPO/b AKOCTi Ta
BMNYCK cepil:

BHECEHO [10 IHCTPYKLi ANnA
MeJMYHOr0o 3acTOCYBaHHS
niKapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWMMK NliKapCbKumu
3acob6amu Ta iHWi Buan
B3a€eMOgiin" 3rigHo 3
pekomeHpgauismm CMDh.
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepoKEHHS
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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
Pekopgarti IngacTpia
Ximika e
dapmacesTika
C.n.A,, Itanis
99. NIBA30 TabneTku, BKPUTI Pekopparti AineHg, IpnaHgis BUPOBHUK PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/11963/01/02
N1iBKOBOK 060/IOHKOIO, nrp, Hepo3acosaHoro ITanisa marepianis: 3MiHW | TUMY - 3MiHW
no 2 mr; no 7 TabneTtok y npoaykty: MN'ep BHECEHO [0 iHCTPYKLi Ans
6nictepi; no 1 6nictepy $abpe MegikamaH MeAUYHOro 3acToCyBaHHS
B KQPTOHHI KOpO6Lj; No MpoAOKCOH, nNikapcbKoro 3acoby 4o po3ainy
14 TabneTok y 6nicTepi; ®paHLisi; BUPOGHWK, "B3aemogis 3 iHWMMW SliKapCbKUMu
no 2 6nictepu B KNI 3jACHI0E 3acob6amu Ta iHLWi Buan
KapTOHHI Kopo6Li; no nepBuHHE Ta B3aEMOAIN" 3rigHo 3
15 TabneTok y 6nicTepi; BTOpPUHHE pekomeHgauismu CMDh.
no 2 6nictepu B nakyBaHHs, BBegeHHS 3MiH NpoTArom 6-tu
KapTOHHI Kopo6Li; no Bignosigae 3a MiCALIB MiCNSA 3aTBEPLKEHHSN
20 TabneTok y 6nicTepi; KOHTPO/Ib AKOCTi Ta
no 5 6nictepis y BUNYCK cepil:
KapTOHHI KOpoobLyi Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A., lTania
100. | NIBA3O TabneTku, BKpUTI Pekopparti AineHg, IpnaHgis BMPOGHUK PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/11963/01/03
NAiBKOBOK 0O0/IOHKOHO, ntp, Hepo3hacoBaHOro ITanis marepianis: 3mMiHu | TURY - 3MiHK
no 4 mr, no 7 TabneTtok y npoaykry: M'ep BHECEHO [0 IHCTPYKLi Ans
6nicTepi; no 1 6nictepy dabpe MegikamaH Me[MYHOro 3acToCyBaHHS
B KapTOHHIi Kopo6L; no MpOoAOKCOH, niKapcbkoro 3acoby A0 po3ainy
14 TabneTok y 6nicTepi; ®paHLis; BUPOBHWK, "B3aemogis 3 iHWMMW fliKapCbKUMu
no 2 6nictepu B SKWIA 3AiCHI0E 3aco6amu Ta iHLWi Buan
KapTOHHIA KopobLii; no nepBuHHE Ta B3aeMogiit" 3rigHo 3
15 TabneTok y 6nicTepi; BTOPWHHE pekomeHgauismm CMDh.
no 2 6nictepu B nakyBaHHs, BBefeHHA 3MiH NPOTArom 6-1n
KapTOHHIlA KopooLi Bignosigae 3a MicsILiB nmicns 3aTBepoKEHHS
KOHTPO/b AKOCTi Ta
BUNYCK cepil:
Pekopparti IHgacTpia
Ximika e
$apmaceBTika
C.n.A., ltania
101. | MHE3O0NIA NMOpOLLOK (CybCcTaHuis) y MAT "Tannudhapm™ YkpaiHa HeynaHg IHais BHECEHHS 3MiH 40 peecTpauiiHnx - UA/11933/01/01
noABiliHMX nakeTax 3 Na6opaTopi3 mMartepianis: 3MiHu | TUMY - 3MiHU 3
nonieTuaeHy BUCOKOI Nimiten akocTi. A®l. KoHTposnb A®L. 3miHa

LWiNbHOCTI Ans
BMPOGHULITBA
CTEPUIbHUX NIKAPCbKNX
dopm

y napameTpax cneymdikayin
Ta/abo fonyCTUMMUX MEX,
BM3HAYEHUX Y cneuudikaLisx Ha
Adl, a60 BUXiAHWA/MPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYHOTLCS Y NPOLEC
BUPO6HMUTBa ADI; cynyTHS 3MiHa
- 3MiHM 3 AKoCTi. ADI. KOHTposb
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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

102.

A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoayKTy/pearenTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AP (iHLWI 3MiHN Y
mMeToAax BUNPoGyBaHHSA
(BKTHOYatOUM 3aMiHy abo
[0noBHEHH:A) Ad®| abo
BVIXiZLHOro/MpOMKHOro MpoAyKTY) -
3MiHa JONYyCTUMUX MeX
cneuudikaLii Ta MeToais
KOHTpoON0 A®| - npuBeaeHHs A0
OM® 3aTBepKeHoro BUpobHUKa
Neuland Laboratories Limited,
IHais

NOryoEH®

TabneTku, BKPUTI
M/1iBKOBOK 060/10HKOIO
no 250 mr no 10
Tabnetok y 6nictepi, no
3 abo no 6 bnictepis y
KapTOHHIA ynakoBL,i

KYCYM XENTXKEP
NBT ATA

IHais

KYCYM XE/ITXKEP
NBT NTA4

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHeCeHi [0 iHCTPYKUil Ans
MeAUYHOr0o 3aCTOCYBaHHs
NiKapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHWMMW SliKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHS", "3acTocyBaHHA Y
nepiog BaritTHoOCTi abo rofyBaHHs
rpyaar”, "Cnoci6 3actocyBaHHs
Ta gosu", "[iTn" (pegaryBaHHs),
"Mo6ivHi peakuii™ 3rigHo 3
iHchopmauieto Woa0 MegnyHoro
3aCTOCYBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (KEMMPA®,
TabneTtkn, BKPUTI 060SIOHKOD, MO
250 wr, 500 mr, 1000 mr).
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB MiCNSA 3aTBEPAYKEHHS;
CynyTHS 3MiHa - 3MiHM Woa0
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) A0 3060B'A3aHb Ta yMOB
BMAaui peecTpaujiinHoro
noceigyeHHs, Bkaoyaroun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOroOKEHNM 3 KOMNETEHTHUM
opraHom). 3asaBHUKOM HaAaHo
OHOB/IEHUIA NNaH ynpaeBiHHA
pu3svkamm Bepcis 2.0.

3a peyenmom

UA/17411/01/01
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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

3MiHM BHECEHO [0 YacTuH V
«3axoam 3 MiHiMi3aLii pusukis», VI
«Pestome nnaHy ynpasniHHA
pu3nkammn», y 3B'3Ky i3
OHOB/IEHHUMY pekoMeHAaLisMu
PRAC. Pestome MYP Bepcisa 2.0
popaetbes. MpeacrasneHi 3MiHN B
iHchopmalii 3 6e3neku LWoao
BHECEHHS 3MiH Ta JOMNOBHEHb Y
posginax: «[o6iyHi peakuii» Ta
«Oc061BOCTI 3aCTOCYBaHHS»
NPOEKTY IHCTPYKLIT 418 MeguyHoro
3aCTOCyBaHHA Ha MigcTasi
pilweHHA KoMIiTeTy 3 OujiHKM
pu3vkiB y hapmakoHarnagi
(PRAC) EBponeiicbkoro areHTcTea
3 nikapcbkux 3acobis (EMA).
BBefeHHs 3MiH NpoTArom 6-Tu
MICALIB MiC/1SA 3aTBEPLKEHHS

103.

NOryoEH®

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 250 wmr; in bulk: no 10
Tabnetok y 6nictepi, no
240 6nicTepiB y
KapTOHHIA Kopoo6Li

KYCYM XENTXKEP
NBT ATA

IHais

KYCYM XE/TXKEP
NBT NTA4

IHais

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHeCeHi [0 iHCTPYKUil Ans
MeAUYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHWMMW SliKkapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHS", "3acTocyBaHHA Y
nepiog BaritTHoOCTi abo royBaHHs
rpyaar”, "Cnoci6 3actocyBaHHs
Ta gosu", "[iTn" (pegaryBaHHs),
"Mo6ivHi peakuii™ 3rigHo 3
iHchopmauieto Woa0 MegnyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (KEMMPA®,
TabneTtkn, BKPUTI 060SIOHKOD, MO
250 wr, 500 mr, 1000 mr).
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB MiCNSA 3aTBEPAYKEHHS;
CynyTHS 3MiHa - 3MiHN Woa0
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAaui peecTpauiinHoro
noceigyeHHs, Bkaoyaroun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOroPKEHNIN 3 KOMNETEHTHUM

UA/17412/01/01
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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

opraHom). 3asaBHUKOM HafaHo
OHOB/IEHUIA MNaH ynpaeiHHA
pu3nkamm Bepcisa 2.0.
3MiHM BHECEHO [0 YacTuH V
«3axoay 3 MiHiMi3aLii pusukis», VI
«Pestome nnaHy ynpasniHHA
pu3nkammn», y 3B’3Ky i3
OHOB/IEHHUMY pekoMeHAalisMu
PRAC. Pestome MYP Bepcisa 2.0
popaetbes. MpeacrasneHi 3MiHN B
iHchopmalii 3 6e3neku LWoao
BHECEHHS 3MiH Ta JOMNOBHEHb Y
posginax: «[o6iyHi peakuii» Ta
«OCc061BOCTI 3aCTOCYBaHHSA»
NPOEKTY IHCTPYKLIT 418 MeguyHoro
3aCTOCyBaHHA Ha MigcTasi
pilweHHA KoMIiTeTy 3 OujiHKM
pu3vkiB y hapmakoHarnagi
(PRAC) EBponeiicbkoro areHTcTea
3 nikapcbkux 3acobis (EMA).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHSI

104.

NOryoEH®

TabneTtku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 500 mr no 10
Tabnetok y 6nictepi, no
3 abo no 6 bnictepis y
KapTOHHIA ynakoBL,i

KYCYM XENTXKEP
NBT ATA

IHais

KYCYM XE/TXKEP
NBT NTA4

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHW
BHeCeHi [0 iHCTPYKUil Ans
MeAUYHOr0o 3aCTOCYBaHHs
NiKapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHWMMM SliKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHoOCTi abo royBaHHs
rpyaar”, "Cnocib 3actocyBaHHs
Ta gosu", "[iTn" (pegaryBaHHs),
"Mo6ivHi peakuii™ 3rigHo 3
iHthopmauieto Woa0 MegnyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (KEMMPA®,
TabneTtkn, BKPUTI 060SIOHKOD, MO
250 wr, 500 mr, 1000 mr).
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB MiCNSA 3aTBEPAYKEHHS;
CynyTHS 3MiHa - 3MiHM Woa0
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) A0 3060B'A3aHb Ta yMOB
BMAaui peecTpauiinHoro
noceigyeHHs, Bkaoyaroun Mnax
ynpasAiHHA pUsnkamu

3a peyenmom

UA/17411/01/02

72




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
opraHom). 3asiBHUKOM HafaHo
OHOBJ/IEHWIA NaH ynpaBs/liHHA

pusmkamm Bepcis 2.0.

3MiHM BHECEHO [0 YacTuH V

«3axoay 3 MiHimisauii pusukie», VI
«Pe3tome nnaHy ynpasiHHA
pu3nkamMmu», y 3B’3Ky i3
OHOB/IEHHUMY pekoMeHAaLisMu
PRAC. Pestome MYP Bepcisa 2.0
pofaetbes. NpeactasieHi 3MiHM B
iHchopmawii 3 6e3nekun Wwoao
BHECEHHS 3MiH Ta AOMNOBHEHb Y
posginax: «Mo6ivHi peakuii» Ta
«OCO06NMNBOCTI 3aCTOCYBaHHS»
NPOEKTY iIHCTPYKLiT ANA MeAUYHOro
3aCTOCyBaHHA Ha nigcTasi
pilweHHs KomiTeTy 3 ouiHKM
pu3nkiB y hapmakoHarnsgi
(PRAC) EBponeiicbkoro areHTcTa
3 flikapcbkux 3acobis (EMA).
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNSA 3aTBEPL)KEHHS

105.

NOry®EH®

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 500 wr; in bulk: no 10
Tabnetok y 6nictepi, no
180 6nicTepiB y
KapTOHHI Kopobui

KYCYM XE/ITXKEP
nBT NT4,

IHais

KYCYM XE/TTXKEP
NBT NTL,

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeANYHOro 3acTOCYBaHHS
niKapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHWMMU fliKapCbKUMu
3aco6amu Ta iHwWi Buan
B3aemogiit”, "OcobmBocTi
3acTocyBaHHS", "3acTocyBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta gosu", "[iTn" (pegaryBaHHs),
"Mo6iuHi peakuyji" 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (KEMMNPA®,
TabneTtku, BKPUTI 060/1I0HKOHD, MO
250 wmr, 500 wmr, 1000 mr).
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS;
CynyTHS 3MiHa - 3MiHM Woa0
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) A0 3060B'A3aHb Ta YMOB

UA/17412/01/02
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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

BMAaui peectpauiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBnAiHHA pu3nKamu
(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHWI 3 KOMMETEHTHUM
opraHom). 3asiBHUKOM HafaHo
OHOBJ/IEHWIA NaH ynpas/liHHA
pusmkamu Bepcis 2.0.
3MiHM BHECEHO [0 YacTuH V
«3axoay 3 MiHimizauii pusukie», VI
«Pe3tome nnaHy ynpasiHHA
pu3nkamMmu», y 3B’3Ky i3
OHOB/IEHHUMY pekoMeHAaLisMu
PRAC. Pestome MYP Bepcisa 2.0
pofaetbesn. Npeactas/ieHi 3MiHW B
iHchopmawii 3 6e3nekun Wwoao
BHECEHHS 3MiH Ta AOMNOBHEHb Y
posginax: «Mo6ivHi peakuii» Ta
«OCOo6NNBOCTI 3aCTOCYBaHHS»
NPOEKTY iIHCTPYKLiT ANA MeAUYHOro
3aCTOCyBaHHA Ha nigcTasi
pileHHs KomiTeTy 3 ouiHKM
pusmnkiB y hapmakoHarnsgi
(PRAC) EBponeiicbkoro areHTcTa
3 flikapcbkux 3acobis (EMA).
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNSA 3aTBEPL)KEHHS

106.

NOPHAJLO

TabneTky BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 4 mr no 10 TabneTtok
y bnictepi; mo 1, 2,5
a6o 10 6nicTepiB y
KapTOHHI Kopobui

YOPA, MEAVLMH
nTh

Ipysis

YOPNA MEAVLMH
INIAY CAH. BE
TIDK. A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”
BiANOBIAHO 0 OHOB/IEHOT
iHchopmauii 3 6e3nekn gitouoi
peyoBMHW. BBEAEHHA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS

3a peyernmom

UA/18717/01/01

107.

NOPHALO

TabneTky BKpUTI
N/1iBKOBOK 060/IOHKOIO,
no 8 mr no 10 TabneTok
y bnictepi; no 1, 2,5
ab6o 10 6nicTepiB y
KapTOHHI KopoobLi

YOP/A, MEAVLH
nTL

Ipysia

YOPA, MEAVLMH
INIAY CAH. BE
TIDK. A.LL.

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeAMYHOr0o 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaat”
BifNOBIAHO A0 OHOB/IEHOT

3a peyenmom

UA/18717/01/02
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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
iHchopmauii 3 6e3nekn gitovoi
peyoBMHW. BBEAEHHA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAXKEHHS
108. | MABEHK/IAA® Tabnetkn no 10 mr; no 1, | Apec TpeiigiHr C.A. LLiBeiiuapis €spodguiHc bionab ITania BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17515/01/01
4 abo 6 TabneTok B C.P.N., Itanis marepianis: 3miHu | Tuny -
antoMiHieBomy 6riictepi (Bupo6Huk noAaHHsA HOBOro cepTudikata
(MapKyBaHHs (KOHTPO/Ib AKOCTI: BiANOBIAHOCTI EBpONeiichkili
aHrNiNCbKOI MOBOID), BU3HAYEHHSA thapmakonei Ne RO-CEP 2016-
3anevataHomy y €/IEMEHTHUX 315-Rev 02 gns fjtoyoi peyoBuHU
KapTOHHY 06KNafNHKY, [OOMILLOK)); Cladribine Big HOBOro BUPO6HMKa
AKY BMILLYIOTb Y Hep®apMa C.P./1., SCINOPHARM TAIWAN, LTD.
KOHTYPHY YapyHKOBY ITanis (BupobHuk
ynakoBKy Ta BKNa4alTb (BMPOBHMLTBO
Y KapTOHHY KOpPOOKY Hepo3thacoBaHOro
npenapary,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMYCK Cepii))
109. | MEAPON Tabnetku no 4 mr; no 30 MOAN3EP IHK. CWA Mdpaiizep ITanis ITanis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/2047/02/01
TabneTok y hNakoHi; no C.p.n. MaTepianis: 3MiHuM | TUNy - 3amMiHa
1 chnakoHy B KapTOHHIl pKepena oTpMMaHHS KasbLito
KOpo6Li CTeapaTy 3 CUPOBWHW TBApPUHHOTO
MOXOXXEHHS Ha POC/TIMHHE
NoXoAKeHHs. 3anpornoHosaHa
CTeapvHOBa KV1CNOTa POC/IMHHOTO
NOXOXXEHHS BUTOTOB/ISIETLCA 3
POC/VIHHKX Ol | HE MICTUTb
PeyoBWH TBApPMHHOIO
noxomkeHHs. Cknag, AONOMKHUX
PEeyYoBUH, FOTOBOTO /iKapCbKOro
3acoby Ta TepMiH NpUAATHOCTI
3a/MLATLCA HE3MIHHUMN
110. | MEAPON TabneTkn no 16 mr; no N®ANSEP [HK. CLA Mdcpatizep ITania ITanisa BHECEHHS 3MiH 10 peecTpaliiHnx | 3a peyenmom UA/2047/02/02

10 TabneTok y 6nicTepi;
no 5 6nictepis y
KapTOHHI KOpoOLyi

C.p.n.

MaTtepianis: 3MiHu | TUNy - 3amMiHa
[Kkepena oTpyMaHHs KaubLiito
CTeapaTy 3 CUPOBWHW TBAPUHHOTO
MOXOMAXXEHHS Ha POC/IMHHE
NOXOPKEHHS. 3anponoHoBaHa
CTeapvHOBa K1CNOTa POC/IMHHOTO
NOXOAXXEHHS BUrOTOBNSETLCA 3
POCNHHKX ONilA | HE MICTUTb
PeyoBWH TBAPUHHOIO
noxXoKeHHs. Cknaf AONOMIKHUX
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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
PEYOoBMH, FOTOBOTO NiKaPCLKOro
3acoby Ta TepMiH NpuaaTHoCTI
3a/IMLLATLCA HE3MIHHUMUN
111. | MEAPON Tabnetku no 32 wmr; no MN®ANIEP IHK. CLIA Mdpaiizep ITanis ITania BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/2047/02/03
10 Tabnetok y 6nictepi; C.p.n. MaTepianis: 3MiHu | TUNy - 3amMiHa
no 2 6nictepn y [Kepena OTpMMaHHS KasbLito
KapTOHHIA Kopoo6Li CTeapaTy 3 CPOBVHU TBAPUHHOIO
MOXOXXEHHS Ha POC/TIMHHE
NMoXoAKeHHs. 3anpornoHosaHa
CTeapvHOBa K1CNOTa POC/IMHHOTO
NOXOAXXEHHS BUrOTOB/SETLCA 3
POC/VIHHKX Ol | HE MICTUTb
PeyoBWH TBAPMHHOIO
noxomkeHHs. Cknag, AONOMKHUX
PEYOBUH, FOTOBOTO /iKAPCLKOro
3acoby Ta TepMiH NpUAATHOCTI
3a/MLWATLCA HE3MIHHUMN
112. | MEPIOHAN NMOPOLLOK IBCA IHCTUTYT LLIseliyapis IBCA IHCTUTYT LLIseliapis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/10964/01/01
niocpinizoBaHuin ons Bioximik C.A. Bioximik C.A. marepianis: 3MiHW | TUNY - 3MiHK
NPUrOTYBaHHSA PO3UMHY ofo 6e3nekn/edekTMBHOCTI Ta
ANns iv'exuii no 75 MO, 1 hapMakoHarnsay - 3mMiHM BHECEHO
CKMSAHWI (h/TaKOH 3 B TEKCT MapKyBaHHS yNakoBKv/
nopotukom Ta 1 amnyna nikapcbKoro 3acoby. BeeaeHHs
3 PO3YMHHMKOM (PO3YMH 3MiH NPOTAroM 6-Tn MicAuiB nicas
xnopugy Hatpito 0,9%) 3aTBepKEHHS
no 1 My KapTOHHiiA
Kopobui, no 10 KOpo6oK
Y KapTOHHIlA nayui
113. | MEPIOHAN MOPOLLIOK IBCA IHCTUTYT LBeliuapis IBCA IHCTUTYT LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHnx | 3a peyenmom UA/10964/01/02
niocpinisoBaHnii gns Bioximik C.A. Bioximik C.A. marepianis: 3MiHW | TUMY - 3MiHK
NPUroTyBaHHS PO3YNHY wono 6e3nekv/edekTMBHOCTI Ta
Ans iH'ekuii no 150 MO; hapMakoHarnsay - 3MiH1 BHeECEHO
1 cKkNAHWIA chnakoH 3 B TEKCT MapKyBaHHS YNakoBKv/
nopotukom Ta 1 amnyna nikapcbKoro 3acoby. BeegeHHs
3 PO3UYMHHUKOM (PO34nH 3MiH NPOTArom 6-Tu MicsiLiB nicns
xnopugy Hatpito 0,9%) 3aTBEPAKEHHS
no 1 MN y KapTOHHii
Kopobui, no 10 KOpo6oK
Y KapTOHHIl nayui
114. | METONPONONY Tabnetku no 0,1 r; no 10 AT "®dapmak” YKpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/6755/01/02
TAPTPAT Tabnetok y 6nictepi; no marepianis: 3miHu | Tuny -

2 abo 5 6rictepiB y
naJi 3 KapToHy

BW/TyYeHHS 3i cneyudikauii M3
nokasHuka «Aepocusn» BiAnNoBigHO
[0 BMMOT 3arasibHOl cTatTi 4dY
«Tabnetkn»; 3miHu | Tuny - 3mMiHa
y MeToauui BUnpobyBaHHs ans
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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
N3 3a nokasHVKom
«MikpobionoriyHa uncrota», a
came BWyYEHO OMUC NPOBEAEHHS
METOAMKM, OCKiNIbKN MeToMuKa
KOHTPO/O 3@ JaHUM MOKa3HUKOM
NpoBOAMTLCSA BifNOBIAHO [0 BUMOT
EP, fonoBHeHo nocunaHHAM Ha
LOoY* (*- pitoye BUAAHHSA)
115. | METONPONONY Tabnetkun no 0,05 r; no AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/6755/01/01
TAPTPAT 10 TabneTok y 6nicTepi; Marepianis: 3miHu | Tuny -
no 2 abo 5 6nictepis y BUYYEHHS 3i cnevumdikayii MN3
nauuj 3 KapToHy nokasHuka «Aepocus» BifnoBigHO
[0 BUMOT 3arasibHOi cTatTi AdY
«Tabnetku»; 3miHu | TUNY - 3MiHa
y mMeToauLi BunpobyBaHHsA Ans
"3 3a nokasHKoM
«Mikpob6iosnoriyHa uncrota», a
came BWyYEHO OMUC MPOBEAEHHS
METOAMKM, OCKINIbKN MeToMKa
KOHTPO/IO 3@ JaHUM MOKa3HUKOM
NpoBOAMTLCS BiANOBIAHO [0 BUMOT
EP, fonoBHeHo nocunaHHAM Ha
LOoY* (*- pitove BUAAHHS)
116. | METPO-AAHEKC- PO34MH A8 iH'EKUIR; NO Bionoriwe HimeuunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/2055/01/01
IH'€ENb 1,1 mn B amnyni; no 5 XalinbmiTrens XalinbMmiTTens marepianis: 3MiHW | TUNY - 3MiHK
amnysn y KOHTYpHIiA Xeenb Mvb6X Xeenb M'm6X ofo 6esnekn/edpekTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; no hapmakoHarnsgy - BHeCeHHs
1, no 2 a6o 20 iHdbopmauii npo dhnyopecueHu;ito
KOHTYPHUX YapyHKOBUX eTukeTkn y n. 6 IHWE Tekcty
yMakoBOK y KOpoo6Lii 3 MapKyBaHHS! NEPBUHHOI YNakoBKW
KapTOHY nikapcbKoro 3acoby
117. | MIKAMIH nopoLUoK AN Actennac ®apma HigepnaHan AcTtennac lpnaHg Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/12073/01/01
NPUroTyBaHHA PO34nNHY tOpon B.B. Ko., NTa, IpnaHgis AnoHis MaTtepianis: BUNpaBieHHs

Ans iHdysiii no 50 mr; 1
h/1aKOH 3 NOPOLLKOM Y
KapTOHHI KOpoOLyi

(nakyBasibHVK
(BTOPUHHA
ynakoBka),

BMNYyCKatoumii
KOHTPO/b);

Actennac ®apma
Tex Ko., /lITg. Toama
TexHonoaxi LieHTp,

ANoHis (BUPOGHWMK

roTOBOT NiKapCbKoi
chopmu (Bci cTagii

BUPOOHMUTBA,

TEXHIYHOT MOMWSIKK, 3rigHO nn.4
n.2.4. posginy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426
(y pepakuii Hakazy MO3 Ykpainu
Big 23.07.2015p. Ne 460) —
nomuskn y MKS, nos's3aHi 3
nepeknagom abo nepeHeceHHsMm
iHchbopmawii, ski 6yu fgonyLueHi
npwv Npoueaypi BHECEHHS 3MiH Ha
N3 (Haka3 Ne1957 Big, 25.08.2020
p.), a came: BUMNpaB/IEHHA
TEXHIYHOI MOMW/IKN Ha TUTY/bHI

77




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thacyBaHHS y CTOPIHLi NpoekTiB 3MiH A0 MKA /13
NepBUHHY NS A03yBaHHsA Mo 50 Mr, ocKinbku
yNakoBKy)) BCTaHOB/IEHA HEBIANOBIAHICTb
HOMepY peecTpauiiHoro
NnocBiAYEHHS.
3anponoHoBaHo: PeecTpadiiiHe
noceigyeHHs Ne UA/12073/01/01
118. | MIIGPOHAT® Kancynu Teepai no 500 AT "T'piHgekc" Natsis AT "T'piHgekc" Nartsis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/3419/02/02

mr; no 10 kancyny
6nicTepi; no 2, 6 abo 9
6nicTepiB B nauuj i3
KapToHy

marepianis: 3miHu | Tuny -
oHoBrieHHs E-cepTudikata
BiANOBiAHOCTI €BpONECbKOI
thapmakonei a8 fOoNOMDKHOI
PEYOBUHN — XenaTuH Big,
BMpo6Huka STERLING BIOTECH
LIMITED. Ne R1-CEP 2001-211-
Rev 01 (g1 3aTBEpAXEHOr0O
BMPOGHMKA Karncyn XenaTnHoBux —
Capsugel); 3mitm | Tuny -
AopasaHHs E-cepTudpikaty
BiANOBiAHOCTI E€BpONECbKOI
hapmakonei 4nsa xenaTuny Big,
BMpo6HUuKa Rousselot: Ne R1-CEP
2000-027-Rev 02 (8151 HOBOro
BMPOGHMKA Kancyn XenaTnHOBUX —
ACG Worldwide group); 3MiHu |
TUny - pofaBaHHsa ME-cepTudikary
BiANOBIAHOCTI E€BPONENCHKOI
thapmakonei Ans xenaTuHy Big
BMpo6Huka Rousselot: Ne R1-CEP
2000-029-Rev 05 (4151 HOBOro
BMPOGHMKA Karcy/ XenaTnHoBux —
ACG Worldwide group); 3miHu |
Tuny - gogasaHHs ME-ceptudpikaty
BiANOBIAHOCTI EBPONECLKOI
thapmakonei Ans xenaTuHy Big
BMpo6HUKa Rousselot: Ne R1-CEP
2001-332-Rev 02 (ans HoBOro
BMPOGHMKA Karcyn XenaTnHoBux —
ACG Worldwide group); 3miHu |
Tuny - gogasaHHs E-ceptudikaty
BiANOBiAHOCTI €BpONECbKOI
hapmakonei 4nsa xenaTuny Big,
BMpo6HUuKa Rousselot: Ne R1-CEP
2010-043-Rev 00 (4151 HOBOro
BMPOGHMKA Kancyn XenaTnHOBUX —
ACG Worldwide group); 3MiHu |
TUny - pofaBaHHsa E-cepTudikary
BiANOBIAHOCTI E€BPONENCHKOI
dhapmakonei ans xenatuHy Bif
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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

BMpo6Huka Rousselot: Ne R1-CEP
2002-115-Rev 02 (4151 HOBOro
BMPOGHMKA Karcy XenaTnHoBUX —
ACG Worldwide group); 3MiHu |
TMny - pofaBaHHs E-cepTudikary
BiZJNOBIAHOCTI €BPONENCHKOI
thapmakonei 4ns xenaTuHy Big
BMpo6HUKka STERLING BIOTECH
LIMITED.: Ne R1-CEP 2001-211-
Rev 01 (g15 HOBOro BUPOGHMKa
Kancyn xxenatuHosux — ACG
Worldwide group); 3MiHu | Tuny -
AopasaHHs ME-cepTudikaty
BiANOBiAHOCTI €BpONEecbKoi
hapmakonei 4nsa xenaTuny Big,
BMpo6HuKa PB Gelatins: Ne R1-
CEP 2002-110-Rev 00 (gns
HOBOrO BMPOGHMKA Kancyn
xenatnHosux — ACG Worldwide
group); 3miHu | TUny - foaaBaHHSA
IE-cepTudikaTy BifnoBigHOCTI
€Bponelicbkoi hapmakonei ans
XXenaTuHy Bif, BUPO6H/Ka
TESSENDERLO GROUP N.V.: Ne
R1-CEP 2000-045-Rev 04 (ans
HOBOro BUPOGHMKA Kancyn
xenaTtnHosux — ACG Worldwide
group); 3miHu | TMny - foAaBaHHSA
[E-cepTuchikaty BignosigHoCTi
€sponelicbkoi thapmakonei ans
enaTtuHy Big BupobHuka GELITA
Group: Ne R1-CEP 2003-172-Rev
02 (419 HOBOro BUPOGHYWKa Kancy/s
xenatnHosux — ACG Worldwide
group); 3miHu | TUny - foaaBaHHsA
IE-cepTuddikaTy BifnoBigHOCTI
€Bponelicbkoi hapmakonei ass
XenaTuHy Bifg BUpo6Huka GELITA
Group: Ne R1-CEP 2001-424-Rev
03 (4719 HOBOro BUPOGHKKA Kancys
xenartnHosux — ACG Worldwide
group); 3minu | Tuny - fogasaHHA
IE-cepTudikaTy BignoBigHOCTI
€Bponelicbkoi hapmakonei ans
Xenatuny Big, BupobHuka GELITA
Group: Ne R1-CEP 2000-050-Rev
02(a19 HOBOrO BUPOGHMKA Kancys
xenaTtnHosux — ACG Worldwide
group); 3miHu | TMny - AoAaBaHHS
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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

IE-cepTudikaTy BignoBigHOCTI
€Bponelicbkoi hapmakonei ans
XenatuHy Bif, BupobHuka NITTA

GELATIN INDIA LTD.: Ne R1-CEP
2000-344-Rev 03 (4151 HOBOro
BMPOGHMKA Kancyn XenaTnHOBUX —
ACG Worldwide group); 3MiHu |
TMny - pofaBaHHs E-cepTudikary
BiZJNOBIAHOCTI €BPONENCHKOI
hapmakonei 4ns xenaTuHy Big,
BMpo6HMKa Gelco S.A.S.: Ne R1-
CEP 2006-086-Rev 00 (g5
HOBOro BMPOGHMKA Kancyn
xenartnHosux — ACG Worldwide
group); 3miuu | TMny - fogasaHHA

IE-cepTudikaTy BignoBigHOCTI
€Bponelicbkoi hapmakonei ans

XenaTuHy Bif, BUPOOHUKa
PIONEER JELLICE INDIA
PRIVATE LIMITED.: Ne R1-CEP
2008-048-Rev 00 (4151 HOBOro
BMPOOGHMKA Karncy XenaTnHoBuxX —
ACG Worldwide group)

119.

MIPAMICTUH®

PO34MH AN
30BHILLUHLOTO
3actocyBaHHs, 0,1
mr/mn, no 50 mny
chnakoHi, no 1 donakoHy
3 ypeTpasibHO
HacafKow B nauli

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

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

thapmakoHarnsgy - 3MiH1M BHECEHO

B TEKCT MapKyBaHHS YNakoBKv/
niKapcbKoro 3acoby

6e3 peyenma

UA/1804/02/01

120.

MIDPETOH

Tabnetku no 200 mr, no
1 tabnetui a6o no 3
Tabnetkn y 6nictepi, no
10 6nictepiB (1x10) abo
no 1 6nictepy (3x1) y
KapTOHHIlA KopooLi

M.BioTek flimiTeq

Benuvka
BpuTtaHis

AKME _
POPMYJIELLIH
NBT.ATA,

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: BUNpaBneHHs
TEXHIYHUX MOMUIIOK, 3rigHO N.2.4.
po3giny VI Hakasy MO3 YkpaiHu
Bif, 26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3 YkpaiHu Big
23.07.2015 p Ne 460) -
BUMpPaBIEHHA TEXHIYHUX MOMUMIOK
B Cneuudpikauii MKA M3,
O0NYLEHNX NpU NepeHEeCceHHI
iHhopMaLiT 3 opuriHaIbHNX
mMarepianis peecTpadiiHoro
[0CbE, NPy NPOBEAEHHI
npoueaypuw peectpadii /13 (Hakas
MO3 Y«kpaiuu Big 13.04.2021
Ne721 PN UA/18689/01/01) B
po3ginax: «TBepaicTb» Ta
«KinbKicHe BU3Ha4YeHHs» (B

3a peyernmom

UA/18689/01/01
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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
cneuudikayii Ha BUNyck), B po3aini
«TBepaicTb» (B cneyudikauii
NPOTAroM TEPMiHY NPUAATHOCTI).
Cnevuudikauist Ha BUMYCK.
3asHayeHi BUNpaBeHHs
BiAnoBigalTL Marepiaiam
peecTpauiiHoro Aochbe
(p.3.2.P.5.1.), Aki 3HaxoaATbLCA B
apxisi
121. | MOMOPAUKA PO34MH A4 iH'EKUIA, MO Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpaliiiHix | 3a peyenmom UA/8257/01/01
KOMMNO3UTYM 2,2 Mn B amnyni; no 5 XalinbMmiTTens XainbmitTens marepianis: 3mMiHW | TUNY - 3MiHK
amnyn y KOHTYpPHIi Xeenb M'mM6X Xeenb Mv6X LoAo 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; Mo hapmakoHarnsgy - BHeCEeHHs
1 KOHTYpHIlA YapyHKOBIli iHbopmawii npo chnyopecueHuito
ynakosLi B kopobu,i 3 eTukeTkn y n. 6 IHLE Tekcty
KapTOHy; Mo 2,2 MN B MapKyBaHHs1 NEPBUHHOI YNaKkoBKK
amnyni; no 5 amnyn y niKapcbKoro 3acoby
KOHTYPHIli YapyHKOBIi
YMaKoBLi; MO 2 KOHTYpHI
YapyHKOBi YNakoBKu B
KOpOO6Lii 3 KAPTOHY; Mo
2,2 mn B amnyni; no 5
amnyn y KOHTYPHIiA
YapyHKOBIli ynakoBLyj; no
20 KOHTYPHUX
YapyHKOBUX YNaKkoBOK Y
KOpo6L,i 3 KApTOHY
122. | MYKO3A PO34MH A4 iH'eKUIA; No Bionoriwe HimevunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/2946/01/01
KOMMNO3UTYM 2,2 Mn B amnyni; no 5 XalinbMmiTTens XalinbMiTTens marepianis: 3mMiHW | TURY - 3MiHK
amnyn y KOHTYpPHIi Xeenb M'm6X Xeenb M'v6X LoAo 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakosLii; No thapmakoHarnsgy - BHECeHHsS
1 a6o no 2, a6o no 20 iHdbopmauii npo chnyopecueHuito
KOHTYPHUX YapyHKOBUX eTukeTkn y n. 6 IHLE Tekcty
yNnakoBOK Y KOpo6Lii 3 MapKyBaHHS1 NEPBUHHOI YNaKkoBKK
KapToHy niKkapcbKoro 3acoby
123. | MY/IbTAK® TabneTkn, BKPUTI TOB "CaHogi- YkpaiHa CaHocpi BiHTpon dpaHuin BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/10412/01/01

060n0HkKot0, No 400 wmr,
Ne 60 (10x6): no 10
TabneTtok y 6rictepi; no
6 6nicTepiB y KapTOHHIi
KopooLi

ABeHTIC YKpaiHa"

IHaacTpia

marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO [10 IHCTPYKLi ANns
MeJMYHOro 3acTOCYBaHHs
nikapcbkoro 3acoby A0 po3ainy
"B3aemogisa 3 iHWMUM
NiKapcbknMy 3acobamm Ta iHLWi
BMAW B3aeMOgjin" BianoBigHo Ao
pekomeHaaLii PRAC. BBefeHHs
3MiH NPOTAroM 6-TM MicALiB nic/as
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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
3aTBEPAKEHHS
124. | HA3UBIH® cnpeii HasaslbHUiA, Mi eHp Oxi Xenc HimeuyunHa Codhapimekc - Moptyranis BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/18086/01/01
fo3oBaHuii 0,05 % no [xepmani M'm6X IHgycTpia Kivika e marepianis: 3mMiHu | TMny - 3MiHK 3
10 mn y dorakoHi 3 dapmaueyTika, C.A. SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
[103YH04MM NPUCTPOEM KOHTpO/b roTOBOrO MiKapcbKoro
no 1 chnakoHy B 3aco0by - OHOBJ/IEHHS BXe
KapTOHHIA Kopoo6Li 3aTBEPIKEHUX METOAIB KOHTPO/IHO
SAKOCTI NikapcbKoro 3acoby, a
came: BUKIaeHHs TEKCTY
[epXaBHOI MOBOIO 3TifHO
Cy4aCHWUX BUMOT
125. | HEMPOBIOH PO34MH A8 iH'EKUIN; No Mi eng Oxi Xenc HimeuunHa CEHEKCI HSC, dpaHuis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/5409/02/01
3 mn B amnyni; no 3 xepmani M'm6X ®paHuia (MoBHWI mMaTtepianis: 3MiHu | Tuny -
amny/n B KAPTOHHIi LMK BUPOBHULTB) BW/IYYEHHSI BUPOOHMYOT AiNbHULL
Kopobui ans A®l nippgokcuHa
rippoxnopugy: DSM Nutritional
Products GmbH, Germany,
BiANOBIA&/TbHOrO 3a NOBHUIA LKA
BMPOGHMLTBA. 3aNpONOHOBAHO:
Jiangxi Tianxin Pharmaceutical
Co., Ltd., China
126. | HEOIABIH 150 kancynu no 150 mr no TOB "ACIHO YKpaiHa TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyenmom UA/13702/01/01
10 kancyn y 6nictepi; no YKPAIHA" MaTepianis: 3MiHu | Tuny -

1, no 3 abono 6
6nicTepiB B KAPTOHHIA
nauuj

BHECEHHS 3MiH 40 MaTepiasniB
peecTpavuiiHoro Aockbe Ha
nikapcbkuii 3aci6 Heora6iH 150 wmr,
Kancynun no 150 mry 3B'A3Ky 3
OTPUMAaHHSIM OHOBJ/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkoi thapmakonei Big,
nitoyoro BMpo6Huka Ad|
(nperabanin) Hikal Limited, IHais
(NeRO-CEP 2016-181-Rev 04).
Hapasi 3apeectpoBaHuii CEP
NeRO-CEP 2016-181-Rev 03;
3MiHM | TUMY - OHOB/EHHS BXE
3aTBEPAXEHUX METOAIB KOHTPOJIH
SAKOCTi NTiKapCbKOro 3acoby
HeorabiH 150 wmr, kancysm no 150
Mr, & caMe BUKaAEeHHS TEKCTY
[lepxaBHOI0 MOBOIO 3riiHO
Cy4acHVX BMMOT; 3MiHM | Tuny -
BHECEHHS 3MiH 10 MaTepianis
peecTpawiiHoro Aockbe Ha
nikapcbkuii 3acié HeorabiH 150 wr,
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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

Kancynu no 150 mry 3B'A3ky 3
OTPMMaHHSIM OHOBJIEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkoi dhapmakonei Big,
nitovoro BupobHuka Ad|
(nperabanin) Hikal Limited, IHais
(NeRO-CEP 2016-181-Rev 05).
TepMiH NOBTOPHOrO
BMNPO6YBaHHSA 36iNbLUEHO 3 36
MicsliB Ao 48 micsuis

127.

HEOI'ABIH 75

Kancynu no 75 mr no 10
Kancyn y 6nictepi; no 1,
no 3 abo no 6 6nictepis
B KapTOHHI navui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 0 MaTepiasiB
peecTpaLiiHoro Aocbe Ha
nikapcbkuii 3acib6 HeorabiH 75 wr,
Kancynu no 75 mry 3B'a3ky 3
OTPVMMaHHSIM OHOBJIEHOTO
cepTucpikata BiANOBIAHOCTI
€Bponelicbkoi hapmakonei Big,
nito4oro BupobHuka Adl
(nperabanin) Hikal Limited, IHgjs
(NeRO-CEP 2016-181-Rev 04).
Hapasi 3apeectpoBaHuii CEP
NeRO-CEP 2016-181-Rev 03;
3MiHW | TUNY - OHOB/IEHHA BXe
3aTBEPMAKEHNX METOZAIB KOHTPOSIO
SIKOCTi JTiKapCbKOro 3acoby
Heora6iH 75 mr, kancynv no 75 wr,
a came BUKTaf€HHA TEKCTY
OepXXaBHOK MOBOIO 3rifgHO
CY4aCHWUX BUMOT; 3MiHuM | TRy -
BHECEHHS 3MiH 10 MaTepianis
peecTpavuinHoOro AoCbe Ha
nikapcbkuii 3aci6 HeorabiH 75 wmr,
Kancynu no 75 mry 3B'a3ky 3
OTPYMaHHSAM OHOBJ/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkoi thapmakonei Big,
Aitoyoro Bnpo6Huka AdI
(nperabanin) Hikal Limited, IHgjs
(NeRO-CEP 2016-181-Rev 05).
TepMmiH NOBTOPHOrO
BMNpo6YyBaHHSA 36inbLueHo 3 36
MicauiB fo 48 micsuis

3a peyenmom

UA/13702/01/02

128.

HYBIK /| NUWIQ®

MOPOLLIOK Ta PO3YUNHHUK
[ONs po34nHy Ans

iH ekuild, 250 MO y
donakoHi; 1 onakoH 3
nopowikom, 1

OkTaghapma
dPapmaueBTmKa
MpopykTioHcrec.
M.6.X.

ABCTpis

BetTtep dapma-
®epTiryHr F'm6X Ta
Ko. KI, HimeuunHa

(Bupo6HuuTBO,

BMNPOGYBaHHS

Himeuuunna/
LBewis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO A0 IHCTPYKLUiT AN
MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainy

3a peyernmom

UA/17140/01/01
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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
nonepegHbL0 AKOCTI, BisyasnbHa "Oco6nMBOCTI 3aCTOCYBaHHS"

3arnoBHEHWI Wnpuy, 3
PO3YUHHMKOM MO 2,5 MmN
(BOAa ANA iH'EKLA)
pa3oM 3 KOMIMJ/IEKTOM
0151 PO3UMHEHHS i
BHYTPILLHbOBEHHOTO
BBeAeHHs (1 aganTep
ANA BigKpUTTA hNakoHy,
1 ronka-meTenuk, 2
npocoYeHi cnMpToM
TaMMoHK) B KAPTOHHIl
Kopobui

iHCnekuis
PO3UYMHHNIKA);
BetTtep ®apma-
®epTiryHr FTM6X Ta
Ko. KI', HimeuunHa
(BisyasibHa
iHCnekuis,
BMNPOGYBaHHSA
CTabiNbHOCTI
PO3UMHHUKA);
BetTep ®apma-
®epTiryHr F'M6X Ta
Ko. KI', Himewyunxa
(BisyasibHa
iHCnekuis,
BMNPOGYBaHHSA
AKOCTI, MapKyBaHHS
Ta BTOPVIHHE
nakyBaHHs
PO3UYMHHNIKA);
BetTep-®apma
®epTiryHr FTM6X Ta
Ko. KT, HimeuunHa
(BnpobyBaHHs
SIKOCTI, BidyasibHa
iHCMekuis
PO3YUHHKKA);
Okrtaghapma AB,
Lsewis (BUpOBHYK,
BiANOBiAA/IbHWIA 32
BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHs,
Bi3yasibHy
iHCnekuijto,
BUNPOOYBaHHSA Ha
LiNiCHICTb,
BMNPOGYBaHHSA
SKOCTI, BUNYyCK cepii
KiHLLeBOro NpoayKTy
(nopowka ans
pO34nHy AnA
iH eKUii Ta
PO3UYNHHKKA));
OkTadapma [eccay
'mM6X, HimeuunHa
(BUPOGHUK,
BiANoBiAa/IbHWIA 32

BiANOBIAHO 0 MaTepianis
peecTpauiiHoro focheE.
MpepcTaBneHi 3mMiHK B iHchopmawi
3 6e3neku WoA0 BHECEHHS 3MiH Ta
[OMNOBHEHb Ha MifcTasi
pekomeHgauii CHMP y posgini
NPOEKTY iIHCTPYKLT ANA MeAUYHOro
3acTocyBaHHsi «Oco6/MBOCTi
3aCTOCYBaHHSA» MOXYTb 6yTK
pekoMeHA0BaHiI A0 3aTBepaKeHHS
Ta BHECEHHS B iHCTPYKLiO AnA
MeJMYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby.
TepMiH BBELEHHS 3MiH - NPOTArOM
6 micauiB nicns 3aTBepmAkKeHHS
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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
Bi3yasibHY iHCMEKLiit0
Ta BUNPO6yBaHHS Ha
yinicHicTb Ans
nopoLuka Ans
pO34nHy Ans
iH EKLiA,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs
KiHLLeBOro npogykTa
(nopolwka ans
pO34nHy Ans
iH ekl Ta
PO3YMHHKKA))
129. | HYBIK/ NUWIQ® MOPOLLOK Ta PO3UYUHHWUK OkTadapma ABCTpis BetTtep ®apma- Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/17140/01/02
ONs pO34nHY Ans dapmaueBTMKa ®epTiryHr F'M6X & LLisewjs marepianis: 3MiHN | TUMY - 3MiHK
iH ekuiii, 500 MO; 1 MpopykTioHcrec. Ko. KI, HimeuunHa BHECEHO A0 IHCTPYKUiT AN
chnakoH 3 nopotukom, 1 M.6.X. (BisyasibHa MeANYHOro 3aCToCyBaHHSA
nonepegHbL0 iHCnekuis, nikapcbkoro 3acoby A0 po3ainy
3anoBHEHW Wnpuy, 3 BMNPO6YBaHHsA "Oco611BOCTi 3acTOCyBaHHA"
PO3YMHHMKOM MO 2,5 MmN cTabinbHoCTI BiANOBIAHO A0 MaTepiasniB
(BOAa ANA iH'EKL) PO3YUHHKKA); peecTpauiiHoro J0ChE.

pa3oM 3 KOMMIEKTOM
0151 PO3YMHEHHS i
BHYTPILLHLOBEHHOTO
BBefeHHs (1 agantep
ANA BigKpUTTA hNakory,
1 ronka-meTesnuk, 2
NPOCOYEeHi CNMPTOM
TamrnoHW) B KAPTOHHI
Kopobui

BetTep ®apma-
®epTiryHr F'M6X Ta
Ko. KI, HimeyunHa

(Bnpo6HULTBO,

BMNPOGYBaHHSA
AKOCTI, BisyasnibHa

iHCnekuis
PO3YMHHNIKA);

Bettep ®apma-
®epTiryHr FTM6X Ta
Ko. KI', HimeuunHa

(BisyasibHa
iHCnekuis,

BMNPOGYBaHHSA
AKOCTi, MapKyBaHHS

Ta BTOPVHHE
nakyBaHHs
PO3YUHHKKA);

BetTep-®apma
®epTiryHr F'M6X Ta
Ko. KI, HimeyunHa

(BunpobyBaHHs

SIKOCTI, BidyasibHa
iHCnekKuis
PO3UMHHNKKA);

OkTachapma AB,

LLIBeuist (BUPOGHUK,

MpeacTtasneHi 3miHn B iHchopmali
3 6e3neku WoA0 BHECEHHS 3MiH Ta
[LOMOBHEHDb Ha MigcTaBi
pekomeHpauii CHMP y po3sgini
NPOEKTY IHCTPYKLIT 418 MeauyHoro
3acTocyBaHHs «OcobMBOCTi
3aCTOCYBaHHSI» MOXYTb 6yTK
pekoMeHA0BaHi A0 3aTBEPAKEHHS
Ta BHECEHHS B iHCTPYKLi0 Ans
MeAMUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby.
TepMiH BBEEHHS 3MiH - NPOTArOM
6 MicALiB nicna 3aTBepAKEHHSA
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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

BiANOBiAA/IbHWIA 32
BMPOGHULITBO in
bulk, nepsuHHe

nakyBaHHS,
Bi3yasibHy
iHCnekuijto,

BUMNPOOYBaHHSA Ha

LiNiCHICTb,
BMNPOGYBaHHSA

SKOCTI, BUNYyCK cepii

KiHLLeBOro NpoaykTy
(nopowka ans

pO34nHy AnA
iH eKUii Ta
PO3UYNHHKKA));
Oktadhapma [eccay
'mM6X, HimeuunHa
(BUPOGHUK,
BiANOBiAA/IbHWIA 32
Bi3yasibHy iHCNeKLit0
Ta BUNPOBYyBaHHSA Ha
yinicHicTb ans
nopoLuka Ans
pO34nHYy Ans
iH eKLin,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS

KiHLLeBOro npogykTa

(nopowka ans
pO34nHy AnA
iH eKUii Ta
PO3YMHHKKA))

130.

HYBIK | NUWIQ®

MOPOLLIOK Ta PO3UYUNHHUK
NS po34nHy Ans

iH ekui, 1000 MO; 1
dhnakoH 3 nopoLukom, 1
nonepegHLo
3anoBHEHWIA Wnpu, 3
PO3YMHHMKOM N0 2,5 M1
(BOAa ANA iH'EKLN)
pa3oM 3 KOMMIEKTOM
NS PO3YNHEHHSA |
BHYTPILLHLOBEHHOTO

OxTadapma
dapmaueBTmKa
MpogaykTioHcrec.
M.6.X.

ABCTpIs

Bettep ®apma-
PepTiryHr MTM6X &
Ko. KI', HimeuunHa

(BisyasibHa
iHCnekuis,

BMNPOGYBaHHSA

CTabiNbHOCTI
PO3UMHHUKA);

BetTtep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

HimeuunHa/
LiBeuis

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEHO [0 IHCTPYKLi Ans
MeANYHOro 3acTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCYBaHHS"
BiANOBIAHO A0 MaTepiasnisB
peecTpauiiHoro Aocbe.
MpepcTaBneHi 3miHK B iHchopmawii
3 6esneku WoA0 BHECEHHS 3MiH Ta
[OMOBHEHb Ha nifcTasi

BBeAeHHs (1 aganTep (Bupo6HuuTBO, pekomengauii CHMP y posgini
ONA BigKpUTTA oNakoHy, BMNPOGYBaHHSA NPOEKTY IHCTPYKLii 415 MeguyHOro
1 ronka-meTenuk, 2 AKOCTI, BidyasibHa 3acTocyBaHHsA «OCOo6/MBOCTI
MPOCOYEHi CNNPTOM iHCrekuis 3aCTOCYBaHHS» MOXYTb OyTU
TaMMOHW) B KAPTOHHI PO3YMHHMKA); PEKOMEHA0BaHI A0 3aTBEPAKEHHS

3a peyernmom

UA/17140/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui BetTep ®apma-

®epTiryHr FTM6X Ta
Ko. KI', HimeuunHa
(BisyasibHa
iHCnekuis,
BMNPOGYBaHHSA
AKOCTI, MapKyBaHHS
Ta BTOPVHHE
nakyBaHHs
PO3YMHHKKA);
BeTtTep-dapma
®epTiryHr F'M6X Ta
Ko. KI, HimeyunHa
(BunpobyBaHHs
SIKOCTI, BidyasibHa
iHCnekKuis
PO3UMHHUKA);
OkTachapma Ab,
LLsewjst (BUpOGHWK,
BiANOBigabHUIA 3a
BMPOGHULITBO in
bulk, nepBuHHe
nakyBaHHS,
Bi3yaslbHy
iHCneku;jto,
BMNPOBYBaHHS Ha
LiNiCHICTb,
BMNPOGYBaHHSA
SAKOCTI, BUMYCK cepil
KIHLLEBOro NPoAyKTy
(nopowka ans
pO34nHy Ans
iH ek Ta
PO34YMNHHKKA));
OkTtadapma [eccay
'm6X, HimeyunHa
(BMPOGHNK,
BiANOBigabHUIA 3a
Bi3yasibHY iHCMEKLIit0
Ta BUNPO6YBaHHS Ha
LinicHicTb ans
nopoLuka ans
pO34nHy AnA
iH eKUil,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro NpoaykTa
(nopoluka ans

Ta BHECEHHS B iHCTPYKLi0 AnA
MeAUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby.
TepMiH BBEEHHS 3MiH - NPOTArOM
6 MicAuiB nicna 3aTBepAKEHHS
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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
pO34nHy AnA
iH eKUii Ta
PO3YMHHKKA))
131. | HYBIK/ NUWIQ® MOPOLLIOK Ta PO3YMHHUK OxkTadapma ABCTpIs BetTep ®apma- Himeuunna/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/17140/01/04
0151 pO34MHY oNnst dapmaueBTUKa PepTiryHr FTM6X Ta LLiBeuis marepianis: 3mMiHW | TUNY - 3MiHK
iH eKuiii, 2000 MO; 1 MpogaykTioHcrec. Ko. KI', HimeuunHa BHECEHO [0 IHCTPYKLi Ans
chnakoH 3 nopowukom, 1 M.6.X. (BupobHuuTBO, MeJNYHOro 3aCTOCYBaHHS
nonepegHsL0 BMNPO6YBaHHsA nNiKapcbKoro 3acoby A0 po3ainy
3anoBHEHWIA LWnpu, 3 AKOCTI, BisyasibHa "Oco6nMBOCTI 3acTOCyBaHHA"
PO34YMHHMKOM MO 2,5 M iHCnekKuis BiANOBIAHO A0 MaTepiasniB
(BOAa ANs iH'EKLN) PO3UMHHNKKA); peecTpavuiiHoro 0ChE.

pa3oM 3 KOMMIEKTOM
NS PO3YNHEHHSA |
BHYTPILLHLOBEHHOTO
BBeAeHHs (1 agantep
ONA BigKpUTTS oNakoHy,
1 ronka-meTenuk, 2
MPOCOYEHi CNNPTOM
TamrMoHW) B KAPTOHHIA
Kopobui

Bettep ®apma-
®epTiryHr F'm6X T2
Ko. KI', HimeyunHa

(BisyasibHa
iHCnekuis,

BMNPO6YBaHHsA

CTabifIbHOCTI
PO3YUHHNKA);

BetTep ®apma-
®epTiryHr F'M6X Ta
Ko. KI, HimeyunHa

(BizyasibHa
iHCnekuis,

BMNPOGYBaHHSA
AKOCTi, MapKyBaHHA

Ta BTOPUHHE
nakyBaHHS
PO3UMHHNKKA);

BetTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

(BnpobyBaHHs
AKOCTI, BisyasnibHa

iHCnekuis
PO3YNHHNIKA);

OkTachapma AB,
LLiBeuist (BUPOGHUK,
BiANOBIAa/IbHNIA 3a

BMPOGHMLTBO in

bulk, nepBuHHe

nakyBaHHS,
BisyaslbHy
iHCnekuijto,
BMNpobyBaHHA Ha
LiNiCHICTb,
BMNPO6YBaHHsA
AKOCTI, BUMYCK cepii
KiHLIeBOro NpoayKTy

MpepcTaBneHi 3miHK B iHchopmawi
3 6esneku WoA0 BHECEHHS 3MiH Ta
[OMOBHEHDb Ha nifcTasi
pekomengauii CHMP y posgini
NPOEKTY IHCTPYKLT AN MeANYHOro
3acTocyBaHHsi «Oco61MBOCTi
3aCTOCYBaHHS» MOXYTb OyTU
pekoMeHA0BaHI A0 3aTBepayKeHHS
Ta BHECEHHS B iHCTPYKLUit0 Ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acooby.
TepMiH BBEEHHS 3MiH - NPOTArOM
6 micauis nicns 3aTBepmkeHHs
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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

(nopowka ans
pO34nHy Ans
iH ek Ta
PO34YMNHHKKA));
OkTtadapma [eccay
'm6X, HimeyunHa
(BUPOGHUK,
BiANoOBigabHUIA 3a
Bi3yasibHY iHCMEKLIit0
Ta BUNPOOYBaHHSA Ha
LinicHicTb ans
nopoLuka ans
pO34nHy AnA
iH eKUil,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro NpoaykTa
(nopowka ans
pO34nHy Ans
iH ek Ta
PO34MHHKKA))

132.

HYMETA G19E

emynbCist ans iHdy3ild;
no 1000 mn (50 %
PO3YMH roKo3n — 383
MA; 5,9 % po3yunH
amiHoKMCNoT 3
enekTponitamm — 392
m; 12,5 % ninigHa
emynbCif — 225 mn) y
TpMKamMepHoOMy
NNacTyKOBOMY MakeTi.
TpukamepHuii
nNacTVKoBUI nakeTt
ynakoBaHWil y 3aXvCHY
nniBkoBY 060/IOHKY, LLLO
MICTUTb MOFNINHAY KUCHIO
Ta iHAMKaTOP KWNCHIO; N0
6 MakeTiB y KApTOHHIi
Kopobui

Bakctep C.A.

Benbris

BMNPO6YBaHHsA
KOMMOHEHTIB
cknagy;
BMNPO6YBaHHsA
NPOMIXXHOrO
npoaykTy (CymiLl
aMiHOKMCOT);
BMPOGHMLTBO
cuctemu
KOHTelHep/3akynop
toBaU1bHUIA 3aCi0;
BMPOGHMLTBO
niKkapcbKoro 3acoby,
HarnoBHEHHS,
NOKPUTTS 3aXVCHOO
060/10HKOI0
(overpouching);
cTepunisauis Ta
yNakoBKa;
BMNPOGYBaHHSA
nikapcbKoro 3acoby;
BUNYCK cepil:
Bakctep C.A.,
Benbrisa

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMDKHUX PEHOBUH.
3MiHa y meTodax BMNpobyBaHHSA
[OMOMDKHOT peYOBMHY (iHLLI 3MiHK
y MeTogax BMnpobyBaHHA
(Bkntovaroum 3amiHy abo
[04aBaHHs)) - BHECEHHS 3MiH Y
Cneuudpikavito/ MeToanky
BMNPOGYBaHHA Ha AOMOMIXKHY
peyoBuHy drocchaTung seuHmin
ouuLLIeHWIA, @ came JONOBHEHHS
TECTOM A5 3a/IMLLKOBOro
PO3YMHHVIKA eTaHosy; 3MiHu | Tuny
- 3MiHK 3 AkocTi. 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
cneuudikavii HedbapmakonenHoro
A®| ansa npusefieHHs y

3a peyenmom

UA/17606/01/01

89




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BigMNoBiAHICTb A0 BUMOr AdY a6o
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
aepxasu €C) - JlonomixHa
peyoBuHa/BUXiAHWIA MaTepian ans
BMPOGHULTBA AP - NprBEAEHHSA
cneumdikauii Ta aHaniTUYHNX
MeTOAMK ANs [OMNOMDKHOT
peyoBVHK chocthaTng, SEHHNI
OUMLLEHNIA Y BiANOBIAHICTb A0
MoHorpadii EP. Takox 3miHu
BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3aCTOCYBaHHA Yy p.
"Cknaf" (4ONOMiXHI peyoBUHM) 3
BiANOBIAHUMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakOBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6 micauis nicns 3aTBepAkeHHs

133.

OBAPIYM
KOMMO3NTYM

PO34MH A1 iH'EKUI; No
2,2 Mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
1 a6o 2, abo 20
KOHTYPHUX YapyHKOBUX
yMakoBOK y KOpoo6Li 3
KapToOHyY

Bionoriwe
Xannbmitresnb
Xeenb M'm6X

HimeuunHa

Bionoriwe
XalnbMitTTenb
Xeenb M'm6X

HimeuunHa

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

thapmakoHarnsgy - BHECeHHs
iHbopmawii npo chnyopecueHuito
eTukeTkn y n. 6 IHLWE Tekcty

MapKyBaHHsS1 NEPBUHHOI YNaKkoBKK

nNiKapcbKoro 3acoby

3a peyernmom

UA/3973/01/01

134.

onia XMEnNo

piguHa (cybcTaHuis) y
h1akoHax CKISHUX Ans
hapmaueBTUYHOrO
3acTocyBaHHs

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 0 MeToziB

KOHTponto /13, a came n.
«l'ycTnHa»: BpaxoBytoun Te, L0
rycTVHy npenapary BU3Ha4yawTb

meTogom 1 abo Ha
cepTudhikoBaHOMY
aBTOMaTMYHOMY LidpoBOMY
rYCTUHOMIpI (3 TOYHICTIO
BUMiptoBaHHsA 0,0001 r/cm3), B
[aHOMy TecTi 3a/IMLLAETLCS
nocunaHHsa Ha Y, 2.2.5. 6e3
KOHKPETHOrO 3a3HauYeHHs meToay
BUNPoByBaHHA. 3anponoHOBaHO:

n. lN'yctuHa (A4®Y, 2.2.5) Big 0,810

r/cm3 po 0,890 r/cm3; 3MiHu | TUny
- BHECEHHS 3MiH 10 TePMiHY

npugatHocTi Adl; 3anponoHoBaHo:
12 micauis

UA/14245/01/01
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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
135. | OMENPA30N kancynv no 20 mr; no 10 TOB "AcTpadapm” YkpaiHa TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/9067/01/01
Kancyn y 6nictepi; no 1 mMartepianis: 3MiHU | TUNY - 3MiHU 3
abo 3 6nictepu B AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOpOO6Li 3 KApTOHY 3MiHn y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKHoYaoUn
fianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPLKEHUM PO3MIPOM) -
BBBE/EHHS 04ATKOBOrO PO3Mipy
cepii roToBOro NikapcbKoro
3acoby. 3anponoHoBaHo: 500 000
oavHnups (50 000 NelO (10x1); 16
666 Ne30 (10x3); 618 000
OAVHULb
136. | OPTAKBIKC® Kpansi ou4Hi, 5 mr/mn; no CaHTteH AT diHNAHAIA Hekctdapma AT, diHNsAHAIA BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyernmom UA/11401/01/01
0,3 MmNy TIo6UK- DiHNAHAiA Marepianis: BUNPaBAEHO TEXHIUHY
KpanenbHuui; no 10 (BUPOBHWK NOMU/IKY B TEKCTI MapKyBaHHS
THOOMK-KpanenbHNLpb y BiANOBIAa/IbHNIA 3a ynakoBku J13, 3aTBepaykeHomy
naketi 3 ponbru; no 1 BMPOGHMLITBO in Hakazom MO3 Ykpainu Big
nakeTy B KapTOHHii bulk, nepsuHHe Ta 16.06.21 p. Ne 1225, a came:
Kopobui BTOPVIHHE BWJ/TyYEHO Ay6/10BAHHSI TEKCTY
nakyBaHHS, MapKyBaHHS POCICLKOI0 MOBOIO,
KOHTPO/Ib SIKOCTI); siKe He By/10 3aTBEpPAKEHO
CaHTeH AT, Hakazom MO3 YkpaiHu Big
DiHNAHAiA 13.04.21 p. Ne 721. 3a3HaueHe
(BUPOBHYK BUNpaB/ieHHs Bignosigae
BiANOBIAa/IbHNIA 3a apxiBHUM marepianam
BWMYCK cepil) peecTpauiiiHoro Aochbe
137. | NNALEHTA PO34MH ANA iH'eKUili, o Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2465/01/01
KOMMNO3UTYM 2,2 Mn B amnyni; no 5 Xanbmittenb Xahinbmittenb marepianis: 3MiHW | TURY - 3MiHK
ammnyn y KOHTYpHIiA Xeenb M'M6X Xeenb M'M6X Lwoao 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLii; No thapmakoHarnsgy - BHECeHHs
1 a6o no 2, a6o no 20 iHchopmauii npo chnyopecueHu;ito
KOHTYPHUX YapyHKOBUX eTukeTkn y n. 6 IHLWE Tekcty
ynakoBOK B KOpobLi 3 MapKyBaHHs1 NePBUHHOI YNakoBKy
KapTOoHYy NiKkapcbKoro 3acoby
138. | NONIAEKCA Kpanni ByLUHi, PO34MH, Na6opaTopii ®paHuin dapmacTep ®paHuis BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/2699/01/01

no 10,5 mn 'y dhnakoHi;
no 1 cprakoHy 3
NiNeTKo B KAPTOHHIN
KopooLi

Bywapa Pekopgaarti

marepianis: 3miHu | Tuny -
nofaHHA OHOBIEHOTO
CepTudikaty BianoBiAHOCTI
€sponeiicbkiii hapmakonei R1-
CEP 1999-184 Rev 03 ansa Adl
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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
HeomiuunHy cynbdaty Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
Pharmacia & Upjohn Company
LLC, USA sKunii 3MiHVB
HaliMeHyBaHHS;
3MiHM | TURY - NOAAHHSA
oHoBsieHoro CepTudikarty
BiANOBIAHOCTI EBpONechbkili
apmakonei R1-CEP 2011-029
Rev 01 ana A®l HeomiumHy
cynbaTy Bif BXe 3aTBep)KEeHOr0
BMpO6HUMKa Yichang Sanxia
Pharmaceutical Co. LTD, CHINA,
3anponoHosaHo: R1-CEP 2011-
029 Rev 01
139. | MPOCMAH® cvpon no 100 mn, 200 EHrenbrapp, HimeuyunHa BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 peyenma UA/0672/02/01
cupPon Big M1y pnakoHi; no 1 ApuHaiimiTTens nakyBaHHs, MaTepianis: 3MiHu | Tuny -
KALUTHO chnakoHy pasom 3 Mv6X & Ko.KI KOHTPO/b AKOCTI, OHOB/EHHSA p. 3.2.S.5 CtaHgapTHI
MiPHOIO YalLLKO B BUMYyCK cepii: 3pasku abo npenaparu, a came:
KapTOHHIA KOpO6L EHrenbrapg BBeaeHHA pe3tome BUKOPUCTaHNUX
ApuHarimitTTens eTaloOHHMX cTaHgapTis. a-Hederin:
Mv6X & Ko.KT, BK/TIOUYEHHS] HOBUX AaHNX aHanisy
HimeuuunHa; napTii pasom i3 BignoBigHOO
nepBuHHE TEeXHIYHO iHthopMmaLieto Big,
nakyBaHHs, PhytoLab Po6ounii ctaHgapT
BTOPVIHHE nponin-4-rigpokcnbeHsoary:

nakysaHHs: MepL,
dapma 'm6X i Ko.
KlraA, HimeuunHa;
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs:
NixTeHxenbaT TM6X
dPapmaueBTMyHa
habpuka,
HimeuyunHa

3amiHa crneymiyHnx gaHux ans
napTii Ha 6inbLU 3arasibHWA onuc
KBanichikauii pobo4voro ctaHaapTy,
[ofaBaHHA 3paska cepTucpikary
niaTBEpAXEHHSI po60oyoro
€TaJIOHHOro cTaHaapTy (BMIiCT
po6oyoro ctaHaapTy
BU3HAYa€TbCA 3a [OMNOMOror
BEPX BignosigHo no EP
MoHorpadist Ha nponin-4-
rigpokcnbeHsoar). Hederacoside
C: MepBUHHWIA eTaNOHHWI
CTaHZapT 3MIHEHO i3 CyX0ro
eKkcTpakTy nncta nawwa HRS Ha
KiNIbKiCHWIA NEPBUHHWNIA €TaNIOHHWIA
cTtaHaapT Hederacoside C Big
PhytoLab. BkntoyeHHs fo
MaTepianis NOBHOI AOKyMeHTaLl
NEePBUHHOTO €Ta/IOHHOIO
cTaHaapTy. (AnbTepHaTUBHWMIA)
pob6ounii cTaHgapT: kBanidikayis
po6oyoro ctaHaapTy, agantoBaHa
0,0 HOBMX cneumdikawlin
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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

BMNpo6yBaHb pobo4oro
cTaHfapTy, BuganeHHs crapux
xpomatorpam Khellin Ta Aescin;

3MiHW | TUNY — OHOBJIEHHSA p.
3.2.P.6 CtaHgapTHi 3pa3ku abo
npenaparu, a came: 1. BuganeHo
iHhopMaLito LL0A0 eTafIoOHHUX
peyoBuH Aescin Ta Khellin,
OCKi/TIbKW BOHY Gifblue He
onucyloTbesa B moayni 3.2.S.5. 2.
MeTtun-4-rigpokcnbeH3oar:
BK/1IIO4YEHO OMNUC OCHOBHOTO
eTa/IOHHOTo CTaHAapTy Ta onuc

KBaUtigoikauii po6oyoro
€Ta/IOHHOTO CTaHAapTy pas3om 3i

3paskom cepTudikaTy SKOCTi
po6oyoro cTaHaapTy; BUAAIEHO
3pas3ok cepTmdikaTy SKOCTI
BUXiHOT CMPOBWH; A04AHO YMOBU
36epiraHHsa Ta nepiog, NOBTOPHOIO
BMNPOGYBaHHA [/19 pO6040ro
eTaioHHoro ctaHgapTy. 3. Copbar
Kanito: BKIOYEHHS onucy Ta
[OKyMeHTaL,ii OCHOBHOTO
eTa/IOHHOTo CTaHAapTy
(noctavanbHuk: HWI rpyn).
CepTucpikaT SKOCTi CUPOBUHYM
(cneumdpikauis: Eur. Ph.) 3amiHeHo
3paskoM cepTuduikaTy AKoCTi
po6040ro eTasIOHHOro CTaHapTy;
3MiHu | TNy - oHoBNeHHs CE
cepTudikaTy Ha MipHUIA CTakaH Ta
BiNOBIHE OHOBMEHHA MaTepianis
peecTpauiiHoro gocke (po3gin
3.2.R Regional Information)

140.

PE3NOA,

Kpanni O4Hi, po3unH 2
%; no 5 My doriakoHi-
KpanenbHuyj; no 1
th1akoHy-KpanenbHuL,i y
KapTOHHIA KopoobLi

®APMATEH C.A.

pevis

BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWNYCK Cepiit:
dapmateH C.A.,
Ipeuis;
BMPOGHMLTBO
Hepo3dacoBaHOro
npenapary,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI:

Ipeuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
AMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAYyKTYy abo
roTOBOro NikapCcbKOro 3acooby,
OiNbHULI ANA NpoBeAeHHs
nakyBaHHsl, BAPOGHUKa,
BiANOBIA&/IbHOIO 3a BUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo noctayasibHUKa
BUXiQHOTO MaTepiasty, peareHty

3a peyenmom

UA/14430/01/01
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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

dPamap A.B.E.
(3aBog, Animoc),
Ipeuis

ab0 AONOMIXHOT PevOBMHU (IKLLO
3a3HayeHo y [0CbE) - BunyyeHHs
anbTepPHATUBHOIO BUPOBHMKA,
BiAMOBIA&/ILHOIO 3a BUMNYCK Cepiii
roToBOro fikapcbKoro 3acoby, a
came BUNy4YeHHs KomnaHii ®amap
A.B.E. (3aBog Animoc), Ipewjsi.
PeluTa BUPOGHMUUX QOYHKUIN, SIKi
BWKOHYE Lieli BUPOOHUK
3a/IMWAETLCA 63 3MiH. Takox
3MiHM BHECEHI B IHCTPYKLUit0 AN
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"BupobHuK" Ta
"Micue3HaxoKeHHs BUPOGHMKa
Ta afpeca MicLs NPoBaKEHHS
oro gisnbHocTi" 3 BiANOBIAHUMMU
3MiHaMKn B TEKCTi MapKyBaHHS
ynakoBOK. BBefjeHHA 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

141.

PECTPYKTA NPO
IH'EKUIOHE C

pO34MH A1 iH'eEKUI No
2,0 mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
1 a6o no 2, a6o no 10
KOHTYPHUX YapyHKOBUX
yMakoBOK y KOpoo6Li 3
KapTOHY

Bionoriwe
Xannbmitresnb
Xeenb M'm6X

HimeuunHa

Bionoriwe
XanbMitTTenb
Xeenb M'm6X

HimeuunHa

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

thapmakoHarnsgy - BHECeHHs
iHbopmawii npo chnyopecueHuito
eTukeTkn y n. 6 IHLWE Tekcty

MapKyBaHHs1 NEPBUHHOI YNaKkoBKK

niKapcbKoro 3acoby

3a peyernmom

UA/4245/01/01

142.

PULUMHOBA OniA

onis opanbHa no 30 1
abono100ry
hnakoHax

MPAT "®ITO®APM"

Ykpaina

MPAT "®ITO®PAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3MiHu | TUNY - 3MiHU 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3ac00y - BHECEHHS 3MiH A0
Cneuumdpikauii/meToaiB KOHTPOIO
AkocTi /13, a came 3MiHa KifIbKOCTi
dnakoHiB y p. «Maca BMiCTy
YNaKoBKM»; B P. «PO3UYNHHICTb»
BMMpaB/ieHO NOMW/IKY NepeBoja 3
pocilicbKoi MOBY; 3a3Ha4YeHO
NOCWaHHA Ha Ajlo4y pejakLiio
LdY B p. «MikpobionoriuHa
ymcroTa»

6e3 peyenma

UA/9198/01/01

143.

PIANTPIC

cnpeii HasaslbHUiA,
[,030BaHWii, CycneHsis,
no 56 a6o 240 po3y
nonieTnieHoBomy
donakoHi; no 1 dpiakoHy

FneHmapk
dapmacboTrKan3
nra.,

IHais

neHmapk
dapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH 10 peecTpavyinHnx
mMartepianis: 3MiH | TUMY - 3MiHK 3
AKocTi. CepTudikar
BignosigHocTi/TE-cepTudikar
BiANOBIAHOCTI €BpONeichbkil

3a peyenmom

UA/18235/01/01
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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 A03Y0UMM HACOCOM- thapmakonei/moHorpadii. 3miHu,
posnuaBayeM, noB'A3aHi 3 HeO6XiAHICTIO
3aKpUTUM KOBMa4vKoM, y npuBeLEeHHs Y BiANOBIAHICTb A0
KapTOHHI KopobLi 3 MoHorpadii 4PY abo
MapKyBaHHAM €Bponeiicbkoi thapmakonei, abo
YKpaiHCLKOK MOBOIO iHLIOT HaLuioHas1bHOI dhapmakonel
aepxasu EC - 3MiHN BHOCATbCS 3
METOH Y3ropKeHHs crneumaikaw,i
Ad| MomeTa3oHy dhypoarty 3
BMMOramu moHorpadii €E®
144. | POAKKYTAH® Kancynu no 20 mr; no 10 ®.XodpdpmaHH-/15 LLiBeiiuapis KeTeneHt JxepMaHi HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/2865/01/01
Kancyn y 6nictepi; no 3 Pow Ntg, E6epbax Mmo6X, LLiseiuapis marepianis: 3miHu | Tuny -

6nicTepy B KOpPOOL

Himeyunna
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoaykuii); ®.
XothdpmaHH-/1a PoLu
Nta, Weenuapis
(BnpobyBaHHs
KOHTPOJIO SIKOCTI);
®.XodhpmarH-/15
Pow NTA,
LBeiiLapis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYyCK cepii)

BHECEHHS 3MiH 0 MaTepiasiB
peecTpauiiiHoro Aocbe, a came
3amMiHa 3aTBepKeHOI npoLeaypu
TecTyBaHHs iHAeHTudikauil ans
rNiLeprHy KONbOPOBOI peakLii Ha

IY-cnekTpockonito 4718 [OMOMKHOI

PeYOBUHM 3ani3a OKCUJ, YEPBOHWIA
3anponoHosaHo: Glycerol
identification: IR spectroscopy.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB MiCNA 3aTBEPLXKEHHS;
3MiHW | TUNY - BHECEHHSA 3MiH [0
mMarepianis peecTpauiiHoro
[OCbE, a came BUMNpaB/EHHA Ta
OHOBJ/IEHHSI METOAY aTOMHO-
abcopbuiliHa cnekTpomeTpis Ans
BU3HAYEHHS HeOopraHi4YHMX
[OOMILLIOK CBUHLO A1 AONOMIXKHOT
PEeYOBMHM 3as1i3a OKCUA YepPBOHUIA.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHM | TUNY - BHECEHHS 3MiH 10
mMarepianis peecTpadiiHoro
[0CbE, a came BMMNpaB/IEHHS Ta
OHOBJIEHHA MeTOAy aTOMHO-
abcop6builiHa cnekTpomeTpist Ans
BU3HAYEHHS! HEOPraHi4YHMX
[OOMILLOK PTYTi AN [OMOMDKHOI
PeyYoBMHM 3asi3a OKCUA, YePBOHWIA.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS;
3MiHW | TUNY - BHECEHHS 3MiH A0
marepianis peecTpauiiHoro
[0CbE, a came 3aMiHa
3aTBEPAKEHOIO METOAY KOHTPOJIIO
aToMHO-abcop6buiiHoT
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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

cnekTpomeTpii (AAS) ans
[LOMOMDKHOT peYoBMHM 3as1i3a
OKCWJ, YEPBOHWIA Ha Mac-
CMEKTPOMETPIIO 3 iIHAYKTUBHO
3B’A3aH010 nnasmoto (ICP-MS).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHUW | TUNY - BHECEHHS 3MiH A0
maTepianiB peecTpauiiHoro
[10CbE, a CaMe OHOBJIEHHS
cneuudikauii Ana AONOMiIXKHOT
PeYOoBMHM 3as1i3a OKCKg, YePBOHUIA
(mopaBaHHSA JOMYCTUMOT MeXi
cneumadikauii gns Hikento (Nickel —
NMT 200 ppm)). BBeAeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
BHECEHHS 3MiH [0 MaTepianis
peecTpauiiHoro Aocke, a came
OHOBJEHHSA creundikauii ans
[0NOMDKHOT peYOBUHY 3aUTi3a
OKCUA, YEePBOHWIA (J0AaBaHHS
[onycTUMOI Mexi cnevudikauii
ana xpomy (Chromium — NMT 100
ppm)). BBeaeHHs 3MiH NpoTArom
6-Tn MicAUIB NicNA 3aTBEPKEHHS;
3MiHW | TUNY - BHECEHHSA 3MiH O
marepianis peecTpauiiHoro
[0CbE, & CaMe OHOBJIEHHS
cneumdikauii 418 [ONOMDKHOI
PEYOBUHM 3ai3a OKCUJ, YEPBOHWIA
(BuganeHHs n. CeneH (Selenium —
NMT 1 ppm)). BBefeHHA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA

145.

POAKKYTAH®

kancynu no 10 mr; no 10
kancyn y 6nictepi; no 3
6nictepu B KOPO6L

®.XothdpmaHH-/15
Pow N1,

LLsefuapis

KeTeneHT [hxepmai
E6epbax Mm6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3dacoBaHoi
npoaykuii); .
XohhbmaHH-/15 Pow
Nta, Weenuapis
(BunpobyBaHHs
KOHTPO/HO SIKOCTI);
®.XodhcpmaHH-/15
Pow NTpA,
Llseiiuapis
(nepBuHHe Ta

Himeuunna/
LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 10 MaTepianis
peecTpauinHoOro Aocbe, a came
3aMiHa 3aTBepApKeHoi npoleaypu
TeCTyBaHHS iHAeHTudikauii ans
rniLepyiHy KobOPOBOI peakLii Ha
IY-cnekTpockonito 4518 A0MOMDKHOI
PeyoBMHM 3as1i3a OKCuA, YepBOHUIA
3anponoHosaHo: Glycerol
identification: IR spectroscopy.
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB MiCNSA 3aTBEPAYKEHHS;
3MiHM | TUNY - BHECEHHS 3MiH A0

3a peyenmom

UA/2865/01/02
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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
BTOPUHHE marepianis peecTpauiiHoro
nakyBaHHS, [OCbE, a caMe BUNpPaB/IeHHs Ta
BUNPOOYBaHHS OHOBJIEHHA METOZly aTOMHO-

KOHTPO/IO AKOCTI,
BUNYyCK cepii)

abcopbuiiiHa cnekTpomeTpis Ans
BU3HAYEHHSI HEOPraHiuHUX

[OMILLIOK CBUHLO A1 AONOMIXKHOT
PEYOBUMHM 3as1i3a OKCUA YePBOHUIA.

BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHM | TUNY - BHECEHHS 3MiH 10
mMarepianis peecTpadiiHoro
[0CbE, a came BUNpaB/IEHHA Ta
OHOBJIEHHA MeTOAy aTOMHO-
abcop6builiHa cnekTpomeTpis Ans
BU3HAYEHHS HEOPraHi4YHNX
[OOMILLOK PTYTi A7 fOMOMDKHOI
PeyoBMHM 3as1i3a OKCUA, YEPBOHWIA.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHUW | TUMNY - BHECEHHS 3MiH A0
maTepianiB peecTpauiiHoro
[0CbE, a came 3aMiHa
3aTBEPAKEHOrO METOAY KOHTPOJIIO
aTOMHO-a6cop6LiiHOT
cnekTpomeTpii (AAS) ans
[LOMOMDKHOT peYoBMHM 3as1i3a
OKCWJ, YEPBOHWIA Ha Mac-
CMEKTPOMETPIIO 3 iHAYKTUBHO
3B’A3aH010 nnasmoto (ICP-MS).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHW | TUNY - BHECEHHS 3MiH A0
maTepianiB peecTpauiiHoro
[10CbE, a CaMe OHOBJIEHHS
cneuudikauii Ana AONOMiIXKHOT
PeYOoBMHM 3as1i3a OKCKA, YePBOHUIA
(mopaBaHHSA JOMYCTUMOT Mexi
cneumdikauii gns Hikento (Nickel —
NMT 200 ppm)). BBeAeHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
BHECEHHS 3MiH [0 MaTepianis
peecTpauiiHoro Aocke, a came
OHOBJEHHSA creundikauii ans
[0NOMDKHOT peYOBUHY 3aUTi3a
OKCUA, YEePBOHWIA (A0AaBaHHS
[oMyCcTUMOI Mexi cnevudikauii
ana xpomy (Chromium — NMT 100
ppm)). BBeAEHHS 3MiH NPOTArom
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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
6-TV MicALIB NiC/1A 3aTBEPLKEHHS;
3MiHUW | TUMNY - BHECEHHS 3MiH A0
maTepianiB peecTpauiiHoro
[10CbE, a CaMe OHOBJIEHHS
cneuudikauii 4na AONOMiIXHOT
PeYOoBMHM 3as1i3a OKCKA, YePBOHUIA
(BuganenHs n. Cenex (Selenium —
NMT 1 ppm)). BBegeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
146. | POTATEK PO34UH OpasibHUIA, N0 Mepk Wapn i Joym LLiBeiiuapis Mepk Wapn i Joym HigepnaHnamn BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/18589/01/01
BAKUUHA And oAHIl A03i (2 mn) y IOEA Tm6X B.B., Higepnanau / CLLA marepianis: 3miHu Il Tuny -
MAPO®ITAKTUKN rnonepeAHbO 3anoBHEHIN (mo3Bin Ha BUMyckK 3as5BHUKOM HaJaHO OHOB/IEHWI
POTABIPYCHOI Ty6i Nel B 3aX1CHOMY cepii); Mepk Wapn i MnaH ynpasniHHA prsmkamun
IHOEKLJI, XXUBA, nakeTi B KAPTOHHil [Joym Kopn., CLLUA Bepcin 8.0. 3MiHN BHECEHO A0
MEPOPA/IbHA, Kopobui (BUpOGHMLTBO, yacTuH: Il «Cneuyndpikauis 3
MEHTABAJIEHTHA nepBuHHE Ta 6e3nekn» (Mogyni CVII
| ROTATEQ™ BTOPVHHE «laeHTucbikoBaHi Ta NOTEHLNHI
ROTAVIRUS nakyBaHHs, pu3ukn», CVIII «Pe3tome npobnem
VACCINE, LIVE, KOHTPO/b SIKOCTI) 6e3nekn»), Il «MnaH 3
ORAL, thapmakoHarnagy», V «3axogu 3
PENTAVALENT MiHimi3aLii pusukie», VI «Pestome
naaHy ynpas/iHHA pusnkamm», VI
«JjoaaTkn» y 3B’A3KY 3
BUOASIEHHAM YCiX PU3NKIB Ta
BiACYTHbLOI iHhopMmaLii 3 nepeniky
nuTaHb 3 6e3nekn Ha nigcTasi
pekomeHaauii PRACwoao
npuBefeHHs cTpykTypu MYPa o
sBumor GVP Module V Risk
Management Systems Rev.2.
Pestome MnaHy ynpaBniHHA
pv3vnkamu Bepcisa 8.0 gogaeTbcs
147. | CAPOTEH TabneTku, BKpUTI Nynp6ek Exkcnopt [Janis EypodiHc Biothapma [aHia BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/2207/01/02
NAiBKOBOK 0O0/IOHKOHO, A/IC MpoaakT TecTiHr mMartepianis: 3mMiHu Il TMRy - 3MiHK
no 25 mr, no 100 [Jenmapk A/C, faHis BHECEHO A0 IHCTPYKUiT Ans
TabnNeTokK y KOHTeliHepi; (BvnNpobyBaHHsA 3a MeAMYHOr0o 3acTOCYBaHHS
no 1 KoHTeliHepy B NOKa3HNKOM niKkapcbKoro 3acoby A0 po3ainis
KapTOHHI KOpooLyi "MikpobionoriyHa "®apmakonoriyHi BnactnsocTi”,
yucrorta"); X. "B3aemogis 3 iHWMMU NiKapCbKUMu
Nynp6ek A/IC, faHis 3acob6amu Ta iHLWi Buan
(BMPOGHMLTBO B3aemogijin", "Cnoci6
Hepo3dacoBaHOro 3acTocyBaHHA Ta 4o3un"
NpPOAYKTY, NepBUHHE (peparoBaHo TeEKCT)
Ta BTOPVHHE
nakyBaHHs1, BUNYCK
cepii)
148. | CENTE®PUN Tabnetkn no 0,2 Mr no My6nivuHe YKpaiHa [y6aiyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx 6e3 peyenma UA/7930/01/01
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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
10 TabneTok y akujioHepHe akujioHepHe marepianis: 3MiHN | TUMY - 3MiHK
6nictepax; no 10 TOBapuCTBO TOBapuCTBO Lwoao 6e3nekn/edeKTUBHOCTI Ta
TabneTtok y 6nictepi, no "HaykoBo- "HaykoBo- hapmakoHarnsigy - BBeeHHs
1 6nicTepy B mauui BVMPOGHNYMNIA LEHTP BMPOGHUYNIA LEHTP anbTepHaTUBHOIO TEKCTY
"BopLyariBcbkuii "BopLyariBcbKuii MapKyBaHHS YNakoBKMW JiKapCbKOro
XimiKO- XimiKO- 3ac006y i3 3a3Ha4YeHHsAM noroTuny
hapmaLeBTUYHNI hapmaueBTUYHWI AncTpub'toTopa Ha A0AaToK Ao
3asof” 3aBof", YKpaiHa, BXe 3aTBEPA)KEHOro TeKCTY
TOB "Arpochapm” MapKyBaHHsA
149. | CENTE®PUN®- Tabnetku no 0,2 mr; no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/6210/01/01
AAPHULSA 10 TabNeToK y KOHTYpHIl "PapmaLeBThYHA "PapMaueBTNYHA MaTepianis: 3MiHu | Tuny -

YapyHKOBIli ynakoBLyj, no
1 a6o no 2, abo no 4
KOHTYPHI YapyHKOBI
ynakoBku B maui; no 10
TabNeToK Y KOHTYPHUX
YapyHKOBUX ynaKoBKax

ipma "OapHuus"

ipma "AapHuug"

BUYYEHHS 3i cneyndikauii A®I
nokasHuka «Baxki meTann».
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHW | TUny: 3MiHK 3 AKocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyeaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoOLeCi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPXEHNX MeTodax
BMNPOBYBaHHSA); CynyTHA 3MiHa:
3MiHu 3 aKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
crneundikauiii Ta/abo gonycTuMmx
MeX, BU3HaueHux y crnewmdikayisax
Ha A®I, abo BMXigHWA/NPOMIKHWIA
npoaykT/peareHT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpOGHMLTBa ADI, 3MiHM A0
cneuudikaLii Ta MeTogis
KOHTpOto A®I 3a noKasHUKaMu:
-«PO34MHHICTb», «laeHTudikawis»,
«pH po3unHy», «[MUTOME ONTUYHE
obepTaHHs», «BTpaTa B Maci npu
BUCYLLYBaHHi», «3a/INLLKOBI
KifIbKOCTi OpraHivyHmnx
PO3UMHHUKIB», «KinbKicHe
BW3HAUYEHHS» BHECEHO peaakuiliHi
npasku, siki ohopmeHi BigNOBIAHO
[0 pekomeHaLiil Ta CTUAICTUKK
[OdY; -«CynpoBigHi fOMILLKN» B
MeTOoZi KOHTPO/IK0 3anpPONOHOBAHO
fofaTKkoBe BUKOPUCTaHHSA
CTaHfapTHKX 3paskiB, a came:
[eKaMeTOKCUHY AOMILLKN
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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

(meHTUNOBWIA echip
MOHOX/10pOLTOBOI kucnotu) ®C3
[PY Ta fekaMeTOKCUHY [OMILLKN

(N,N,N",N' TetpameTnn-1,10-
OnamiHogekaHy) ®C3 [oY.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS

150.

CENTO/NETE®
TOTAN EBKANINT

nboasHukM 3 Mr/1 mr, no
8 nbogsAHuKiB y 6icTepi,
no 1 a6o no 2, a6o no 3,
abo no 4, abo no 5
6nicTepiB y KAPTOHHIN
Kopobui

KPKA, a.4., Hoso
MecCTo

CnoseHisa

KOHTPO/b Ta BUMYCK
cepiii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
BMPOGHMLTBO "in
bulk", nepBuHHa Ta

BTOPMHHA yrnaKoBKa:

KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTpPO/b cepili
(di3nyHi Ta XimiuHi
MeTOAW KOHTPO/IO):
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
HN30X
(HaujioHanbHi
nabopaTtopis 3a
34paB'e, OKONE iH
xpaHo), CnoBeHis

CnoBeHisi

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3Bu APl abo [OMNOMDKHOT
PEYOBUHM - NPUBELEHHS HA3BU
[0MOMIKHOT peYOBVHY BiANOBIAHO
[0 MoHorpadoii EP. 3MiHM BHeceHi
B IHCTPYKLO 4718 MeANYHOro
3acTocyBaHHA 13y p. "Cknag”
(4ONOMDXHI pe4OBUHN); 3MiHK |
TMny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichbkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignNoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
chapmakonei: ana Adl; ons
BUXigHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkin hapmakonel) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOBHMKA -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2001-
265-Rev 02 (3aTBEpaKeHo: R1-
CEP 2001-265-Rev 01) ans
aitoyoi pevosuHu Cetylpyridinium
Chloride Big BXe 3aTBEpAXEHOTO
BMPOGHKMKA, SIK HAC/iLOK 3MiHa
Ha3Bu BnacHuka CEP Ta
BMPOGHWYOI AinbHNL ADI
(3atBepaxeHo: VERTELLUS
HEALTH& SPECIALITY
PRODUCTS LLC;
3anponoHoBaHo: VERTELLUS

6e3 peyenma

UA/15458/02/01
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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

ZEELAND LLC); 3MiHu | Tumny -
3MiHu 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
noAaHHA OHOBEHOTO cepTudikara
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 2007-
029-Rev 04 ans [jito4oi pevyoBuHU
Cetylpyridinium Chloride Big, Bxe
3aTBEPAKEHOTO BUPOOHMKA
DISHMAN CARBOGEN AMCIS
LIMITED, IHgjs; 3miHW | Tuny -
3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHu y
BMPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOThCA
BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo goAaBaHHSA AiTbHUL,
Ha SKil 34jiicCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHSA cepii) -
[0AaBaHHA AiflbHUL BUPOGHMLTBA
Ha SIKill 3QjiACHIETLCA KOHTPOSb
cepii (hi3nyHi Ta XiMi4Hi meTogm
koHTponto) KPKA, a.a., HoBo
MecTo, CnoseHis (Yniua Paga
MyweHsaka 10, 9240 JlioTomep,
CnoBeHif). Ta 3a3Ha4YeHHs
BMPOGHMUNX QOYHKUI onst
3aTBEpPAXEHOro BUpo6HuKa M3
KPKA, a.4., HoBo mecTo,
CnoBeHis (KOHTpoNb cepil (hi3nyHi
Ta XiMiYHi METOAN KOHTPOJIIO);
3MiHM | TMNY - 3MiHK 3 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

[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BWMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo goAaBaHHs AifibHUL,
Ha sKili 34jCHIOETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
[oAaBaHHA AiNbHUL BUPOBHULTBA
Ha SIKii 3MjICHIOETLCS KOHTPOSb
cepii (isnyHi Ta XiMivHi MeToau
KOHTponto) HN30X (HauioHanbHi
nabopartopis 3a 34paB'e, OKOJIE iH
XpaHo), CnoseHist; 3miHu | Tvny -
3MiHn 3 aKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIKXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2007-
029-Rev 03 (3aTBEpAKEHO: R1-
CEP 2007-029-Rev 02) ans
aitoyoi pevosuHu Cetylpyridinium
Chloride Big BXe 3aTBEpAXEHOTO
BMPOGHMKA, SIK HAC/iLOK 3MiHa
Ha3Bu BnacHuka CEP Ta
BMPOGHWYOI finbHuLi Adl, 6e3
3MiHM MiCLSi MPOBaKEHHS
LifNbHOCTI BUpoOHUKa ADI; 3MiHK
Il Tvny - 3MiHKn 3 AkocTi. API. (iHLWi
3MiHW) - OHOB/ieHHSs ASMF Ha AdI
6eH3naaminy rigpoxniopuz Ans
BMpO6HMKa Centaur
Pharmaceuticals Private Limited,
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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
India
151. | CENTONETE® nboAsHukM 3 Mr/1 mr; no KPKA, a.4., Hoso CnoseHisa KRKA, d.d., Novo CnoBeHis BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/15458/02/01
TOTAN EBKANINT 8 NbogsAHNKIB y 6nicTepi, MecTo mesto, CnoBeHis MaTepianis: 3MiHu | Tuny -
no 1 a6o no 2, a6o no 3, (koHTpONb cepiii BHECEHHS 3MiH O METOAUKN
abo no 4, abo no 5 (thiznyHi Ta XimiyHi BUNPo6yBaHHsA 13 3a
6nicTepiB y KAPTOHHIN METOAMN KOHTPOIO)); nokasHukom «MikpobiosioriyHa
Kopobui KPKA, a.4a., Hoso YMCTOTa», a came: BHECEHHSA
mecTo, CnoBeHist YTOYHEHHS B po34ia «[OXUBHI
(BUpOBGHMLTBO "in cepefoByLLA | PO3UNHU» Ta
bulk", nepBuHHa Ta «MpuroTyBaHHS 3paska», a Takox
BTOPWHHA BHECEHHS pefaKLiiiHOT npaBku 3a
ynakoBka); KPKA, nokasHukom "CynyTHi AOMILLKW" B
A.4a., HoBo mecTo, po3aini "PO34uHHMKY | peakTuBu"
CnoBeHis (KOHTpONb
cepiii (isnuHi Ta
XiMiyHi meToan
KOHTpONI0)); KPKA,
n.40., HoBo mecTo,
CnoBeHis (KOHTPONb
Ta BUNyCK cepiit);
HN30X
(HaujioHanbHi
nabopaTtopis 3a
34paB'e, OKONE iH
xpaHo), CnoBeHis
(KOHTpONb cepiii
(di3nyHi Ta XimiuHi
MEeTOAM KOHTPO/II0))
152. | CIO®OP® 1000 TabneTtku, BKPUTI Nab6opaTtopi MNgoTTi ITania Bupo6bHmuTBo "in HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/3734/01/01
NAiBKOBOK 060/IOHKOHO, C.n.A. bulk", nepBuHHe Ta Yecbka mMartepianis: 3MiHu | Tuny - 3MiHK 3
no 1000 mr; no 15 BTOPVHHE Pecny6nika akocTi. A®l. CTabinbHiCTb. 3MiHa
Tabnetok y 6nictepi; no nakyBaHHs, nepiogy NOBTOPHMX

2 abo 4 6nictepu B
KapTOHHIA KopoobLi

KOHTPO/b Ta BUMYCK
cepii: MeHapiHi-®oH
XeligeH MvbX,
HimeuumnHa;
MNepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: BEP/NIH-XEMI
AT, HimeuunHa;
Brpo6HMUTBO "in
bulk", nepsrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b cepil:
[pareHochapm
AnoTtekep Mown

BMNpo6yBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHs Ad®l (3a
BiACYTHOCTI y 3aTBEpPIKEHOMY

[ocbe cepTudiikaTa BignoBigHOCTI

€Bponeiicbkili hapmakonei, LWwo
BK/TIOHAE Mepiog, MOBTOPHOTO
BMNpobyBaHHs) (nepiog
NOBTOPHOTO BUNPOGYBaHHA/Nepios
36epiraHHs) - 3MEHLLUEHHS -
3MEHLLUEHHS nepiody NOBTOPHOro
BMNpoGyBaHHS 3 5 pokiB Ao 3
POKiB A4/151 Ait040T PeYOBUHU
MeTOopMiHY rigpoxnopug,
BMpo6HMLTBaA Harman Finochem
Ltd., India (Chikalthana); 3miHu |
TMny - 3MiHK 3 aKocTi. AdI.
CT1abinbHicTb. 3MiHa nepiogy
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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

v6X, HimeuunHa;
Bupo6bHnuTBO "in
bulk" Ta KOHTpOsb
cepii: BEP/IIH-XEMI
Al', HimeuunHa;
MepBuHHE Ta
BTOPUHHE
nakysaHHs: CBICC
KAMC Mv6X,
HimeuumnHa;
KoHTponb cepii: KAIN
Nab6opaTtopieH A-p
Ppeiitar M'm6X,
HimeuuuHa; ANIC
Yecbka Pecny6nika,
C.p.0., YecbKka
Pecny6nika

NMOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHA abo YMOB 36epiraHHs
A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [OCbE
cepTudikarta BiANoOBIAHOCTI
€Bponeiicbkiii hapmakonei, Lo
BK/TIOHAE Mepiog, MOBTOPHOTO
BMNpo6yBaHHs) (nepios
NMOBTOPHOrO BUNpOo6yBaHHs/Nepios,
36epiraHHs) - 36iNbLUEHHS abo
BBe/leHHs nepiofy NOBTOPHOrO
BunNpobyBaHHsA/nepiogy
36epiraHHsa Ha OCHOBI pe3y/bTaTiB
[ocnimkeHb y peasibHOMY 4aci -
BBE/leHHS nepiofy NOBTOPHOrO
BMNPo6OBYBaHHA 5 pokiB An1s
Lito40T peqyoBUHN MeT(OPMIHY
rigpoxnopug Bupo6HuLTBa
Farmhispania, S.A., Spain; 3miHu |
MYy - 3MiHU 3 AKOCTI. ADI.
CrabinbHicTb. 3miHa nepiogy
NMOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHa abo YMOB 36epiraHHs
A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [OCbE
cepTudikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei, Lo
BK/TIOHAE Mepiog, MOBTOPHOTO
BMNpo6yBaHHs) (nepiof
NMOBTOPHOrO BUNpOo6yBaHHs/Nepios,
36epiraHHs) - 36inbLUEHHS abo
BBe/leHHs nepiofy NOBTOPHOrO
BMNpobyBaHHsA/nepiogy
36epiraHHsa Ha OCHOBI pe3y/ibTaTiB
JocnimkeHb y peasibHOMY 4aci -
BBEEHHA TepMiHy 36epiraHHs 5
pOKIB A4/151 4it0U0T peYOBUHN
MeTopMIHY rigpoxnopug,
BMpo6HUMLTBA Harman Finochem
Ltd., India gns 060x BUPOGHMNUMX
pinbHUUb (Chikalthana, Shendra),
3 BiNOBIAHNMMN 3MiHAMK Y P.
3.2.S.7. CtabinbHicTb; 3MiHu |
TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOrO JIiKapCbKOro 3acoby
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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

(3amiHa abo goAaBaHHSA AiTbHUL,
Ha SIKii 34jiCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
[0JaBaHHs AiNbHUL Ha SKilA
3[jICHI0ETLCSt KOHTPOL cepii AJIC
Yecbka Pecny6nika, c.p.o., Ha
Xapdre 336/9 190 00 lMpara 9-
BucouaHu, Yecbka Pecny6nika /
ALS Czech Republic, s.r.o., Na
Harfe 336/9, 190 00 Praha 9 -
Vysocany, Czech Republic; 3miHu
| TNy - 3miHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo goAaBaHHs AifibHUL,
Ha sAKili 34iCHI0ETbCSA
KOHTPO/b/BUNPOGYBaHHSA cepii) -
[ofaBaHHA [iNbHULI Ha SKild
3[jICHIOETbCS KOHTPOb cepii AJIC
Yecbka Pecny6bnika, c.p.o.,
Mopebpaacbka 540/26 190 00
Mpara 9 — Bucoyaxu, Yecbka
Pecny6nika / ALS Czech Republic,
s.r.o., Podebradska 540/26, 190
00 Praha 9 - Vysocany, Czech
Republic; 3miHu | TUnNY - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
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 BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
HoBwii cepTudikar Big, HOBOrO
BMpo6HUKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOTO
cepTuduikarta BignoBigHOCTI
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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

€sponelicbkiin dhapmakonei Ne R1-
CEP 1999-183-Rev 04 ans gitoyoi
peyoBUHN MeT(OPMIHY
rigpoxnopwvy, Bif, HOBOTO
BMpoGHMKa Farmhispania, S.A;
3MiHW | TURY - 3MiHK 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/mMoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2000-
059-Rev 11 (3atBepmxeHo: R1-
CEP 2000-059-Rev 10) ans
AitoY0T pevoBUHN MeTAOPMIHY
rigpoxnopug Big Bxe
3aTBEPAKEHOrO BUPOOHMKA
Harman Finochem Limited, India;
3MiHN | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudoikaT BiAMNOBIAHOCTI
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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

€Bponelicbkin hapmakoner) -
OHoOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 1997-
049-Rev 08 (3atBepmxeHo: R1-
CEP 1997-049-Rev 07) ans
Aito40T pevoBUHN MeTAOPMIHY
rigpoxnopug Big Bxe
3aTBepAKeHOro BMpo6Huka USV
PRIVATE LIMITED, India; 3MiHu |
TNy - 3miHu 3 sikocTi. CepTudikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoOCTI abo
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
€Bponelicbkin hapmakone) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 1999-
030-Rev 08 (3aTtBepmxeHo: R1-
CEP 1999-030-Rev 07) gns
Aito40T pevoBUHN MeTAOPMIHY
rigpoxnopug Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
VISTIN PHARMA AS, Norway

153.

CONIJAro
KOMMO3UTYM C

PO34MH A1 iH'EKUI; No
2,2 Mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
1 a6o 2, a6o no 20
KOHTYPHUX YapyHKOBUX
yMakoBOK y KOpoo6Li 3
KapTOHyY

Bionoriwe
Xannbmitresnb
Xeenb M'm6X

HimeuunHa

Bionoriwe
XalnbMitTTenb
Xeenb M'm6X

HimeuunHa

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

thapmakoHarnsgy - BHECeHHs
iHbopmawii npo chnyopecueHuito
eTukeTkn y n. 6 IHLE Tekcty

MapKyBaHHs1 NEPBUHHOI YNaKkoBKK

niKkapcbKoro 3acoby.

3a peyernmom

UA/4374/01/01

154.

CONIJATO
KOMMO3UTYM C

PO34MH A1 iH'EKUI; NO
2,2 M1 B amnyni; no 5

Bionoriwe
Xannbmitresb

HimeyunHa

Bionoriwe
XanbMitTenb

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTepianis: 3MiHK | TUNY - 3MiHK

3a peyernmom

UA/4374/01/01
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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
ammnyn y KOHTYpPHIiA Xeenb M'm6X Xeenb M'm6X BHOCATBCS 3 METO Y3rO[KEeHHS
YapyHKOBIli ynakoBLyj; no crneuundikauii «Baptisia tinctorial
1 a6o 2, a6o no 20 RM» 3 BUMOoramu HauioHasIbHOT
KOHTYPHUX YapyHKOBYX MoHorpadii HAB Ta EP; 3miHu |
ynakoBOK Y KOpo6Lii 3 TUMY - 3MiHW BHOCATBLCH 3 METOIO
KapToHy Y3rofpKeHHs creumdikavii
«Baptisia tinctorial MT» 3
BYMOraMu HauioHasIbHOT
MoHorpadii HAB 1a EP
155. | CONyY-MEQPON MOPOLLIOK Ta PO3YMHHUK MN®ANIEP IHK. CLIA EcOxiEc lab Benebris BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/2047/01/01
0151 pO34MHY oNnst CaiimoH CA, mMartepianis: 3mMiHu Il TURy - 3MiHK
iH’exuin no 40 mr/mn; 1 Benbria (kOHTposb BHECEHO [10 IHCTPYKLi Ans
chnakoH Tny Act-O-Vial AKOCTi NpY BUMYCKY MeJNYHOro 3aCTOCYBaHHS
(ABOEMHiCHWI dhnakoH) 3 Ta nig vac nikapcbKoro 3acoby Ao po3ainis
NMOPOLLUKOM Ta cTabinbHoCTI); "MpoTmnokasaHHA", "OcobamMBOCTI
pO34MHHMKOM (BOAA A5 Mdpaiizep 3acTocyBaHHA", "3acTocyBaHHA Y
iH'ekUiil) no 1 mny MeHtodhekUypuHr nepog, BaritTHocTi abo rogyBaHHs
KapTOHHI Kopoobui Benbria HB, benbris rpyaar” (BHECEHHS [0AAaTKOBUX
(BUpOGHMLTBO, 3acTepexeHb), "IMobivHi peakuii”
nakyBaHHs, BiANOBIAHO 0 MaTepianis
KOHTPO/b AKOCTI, peecTpaujiiHoro Aocke. BBeaeHHs
BWMYCK cepil) 3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPMAKEHHS;
3MiHM |l TRy - 3MiHW BHECEHO [0
IHCTPYKUii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
BNacTMBOCTI", "B3aemogisi 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHWi BMAW B3aemogiin", "Cnoci6
3acTocyBaHHsa Ta gosu", "ditn"
(BHECEHHA [0AAaTKOBUX
3acTepexeHb), "MepeagosyBaHHs",
"3paTHiCTb BNMBaATU Ha
LWIBMUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMNOPTOM ab0 iHWKMK
mexaHizmamu”, "YMoBum
36epiraHHA" (NepeHeceHHHs Bxe
3aTBepKeHOI iHchopmawii 3
po3gainy "Cnoci6 3acTocyBaHHS Ta
[03u") BiANOBIAHO A0 MaTepianis
peecTpavuiiiHoro gocbe. BBeaeHHs
3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPAXKEHHS
156. | CcOny-MEAPoOn MOPOLLOK Ta PO3UYUHHUK MPANIEP IHK. CWA Ec[xiEc lab Benbris BHECEHHS 3MiH [0 peecTpavliiiHnX 3a peyenmom UA/2047/01/02
0151 pO3UMHY oNns CaiimoH CA, mMartepianis: 3MiHu Il TMNy - 3MiHK

iH'exuii no 125 mr/2 mn;
1 donakoH Tvny Act-O-

Benbrist (KOHTPOsb
AKOCTi Npn BUMYCKY

BHECEHO A0 IHCTPYKLUiT AN
MeANYHOro 3aCTOCyBaHHS
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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

Vial (ABOEMHiCHWI
hN1akoH) 3 NOPOLLKOM Ta
PO34MHHMKOM (BOAA ANA
iH'eKUiin) Mo 2 MmNy
KapTOHHIlA KopooLi

Ta nig vac
cTabinbHoCTi);
Mdpaiizep
MeHtochekuypuHr
Benbrist HB, benbris
(B1pOGHMLTBO,
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMNYCK cepil)

nikapcbkoro 3acoby A0 po3gainis
"MpoTmnokasaHHA", "OcobnnBOCTI
3acTocyBaHHSA", "3acTocyBaHHSA Y
nepog, BariTHOCTi abo roAyBaHHs
rpyaaro” (BHeCeHHs 00AaTKOBUX
3acTepexeHb), "MobivHi peakuii”
BiANOBIAHO A0 MaTepiasiB
peecTpaLljiiiHoro gocbe. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS;
3MiHu |l TUNYy - 3MiHW BHECEHO A0
IHCTPYKUii 4na MeguyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
00 po3ginis "®apmakonoriyHi
BNacTMBOCTI", "B3aemogis 3
iHWKMKW NikapcbkMKM 3acobamu Ta
iHWi BMAy B3aemogijin”, "Cnoci6
3acTocysaHHsa Ta gosu", "ditn"
(BHECEHHSA [OAAaTKOBUX
3acTepexeHb), "Mepeno3yBaHHs",
"3aaTHIiCTb BNAVBaTY Ha
LBMAKICTb peakuii Npy KepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWKMKU
MexaHiamamun', "YMoBu
36epiraHHA" (NepeHeceHHHs BXe
3aTBepMKeHOI iHdhopmauii 3
po3ainy "Cnocib 3acTocyBaHHA Ta
[031") BiANOBIAHO A0 MaTepiasiB
peecTpaLljiiiHoro gocbe. BBefeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

157.

cony-MegpPon

MOPOLLIOK Ta PO3UYUHHUK
[N PO34nHY Ans
iH’ekujin no 1000 mr; 1
dhnakoH 3 NOpoLLKOM Ta
1 donakoH 3
PO3YMHHMKOM (CnnpT
6eH3unnoBuii (9 mr/mn),
BOAA ANS iH'EKLin) no
15,6 M/1y KapTOHHIl
Kopobui

MN®ANIEP IHK.

CWA

EcOxiEc a6
CaiimoH CA,
Benbrisl (koHTponb
AKOCTI PN BUNYCKY
Ta nig vac
cTabinbHOCTI);
Mdpaiizep
MeHtochekuypuHr
Benbria HB, bBenbris
(BMPOGHULTBO,
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYyCK cepii)

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu |l TURY - 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAUYHOr0o 3aCTOCYBaHHs
NiKapcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHsa", "OcobaMBOCTi
3aCcToCyBaHHSA", "3acTocyBaHHsA Y
nepog, BariTHOCTi abo rofyBaHHs
rpyAAai0” (BHECEHHS [OAATKOBUX
3acTepexeHb), "Mob6iuHI peakuii”
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiHoro Aocke. BBeaeHHS
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPIKEHHS;
3MiHM Il TUMy - 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyuHoro
3acTOCyBaHHS NikapCcbKoro 3acoby

3a peyenmom

UA/2047/01/03
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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

[0 po3ainis "®apmakosnoriyHi
BNacTuBocCTi", "B3aemogis 3
iHWKMKN NikapcbkrMKn 3acobamu Ta
iHWi BuAy B3aemogiii", "Cnocio
3acTocyBaHHA Ta gosun”, "ditn"
(BHECEHHA AOAATKOBUX
3acTepexeHb), "lMepeno3yBaHHs",
"3paTHICTb BNAMBATU Ha
LWBMAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMHK
MexaHismamu', "YMoBU
36epiraHHA" (NepeHeceHHHs BXe
3aTBepKeHOI iHchopmauii 3
po3gainy "Cnoci6 3acTocyBaHHs Ta
[031") BiANOBIAHO A0 MaTepiasiB
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS

158.

cony-megpPon

MOPOLLIOK Ta PO3UYUNHHUK
NS po34nHy Ans
iH’exuin no 500 mr; 1
dhakoH 3 NOpoLUKOM Ta
1 chnakoH 3
PO3YMHHMKOM (CnnpT
6eH3nnoBuii (9 mr/mn),
BOAA A5 iH'EKLA) o
7,8 My KapTOHHIi
Kopobui

N®ANIEP IHK.

CLUA

EcxiEc lab
CaiimoH CA,
Benbria (kOHTposb
AKOCTI PN BUNYCKY
Ta nig vac
cTabinbHoCTi);
Mdpaiizep
MeHtoghekUypuHr
Benbris HB, Benbris
(BUpOGHMLTBO,
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMYCK cepil)

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3mMiHu Il TUNy - 3MiHK
BHECEHO [0 IHCTPYKLi ANns
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"MpoTmnokasaHHA", "OcobamMBOCTI
3acTocyBaHHS", "3acTocyBaHHA Y
nepog, BaritTHocTi abo rogyBaHHs
rpyaar” (BHECEHHS [0AATKOBUX
3acTepexeHb), "IMobivHi peakuii”
BiANOBIAHO 0 MaTepianis
peecTpavuiiiHoro gocbe. BBeaeHHs
3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPMAKEHHS;
3MiHM |l TRy - 3MiHW BHECEHO [0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
BNacTMBOCTI", "B3aemogisi 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHWi BMAW B3aemogiin", "Cnoci6
3acTocyBaHHsa Ta gosu", "ditn"
(BHECEHHA [0AAaTKOBUX
3acTepexeHb), "MepeaosyBaHHs",
"3paTHiCTb BNMBaATU Ha
LWIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMNOPTOM a60 iHWKMK
mexaHizmamu”, "YMoBum
36epiraHHA" (NepeHeceHHHs Bxe
3aTBEpKEHOI iHthopmaii 3

3a peyernmom

UA/2047/01/04
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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

po3gainy "Cnoci6 3acTocyBaHHs Ta
[03u") BiANOBIAHO A0 MaTepianis
peecTpaujiiHoro Aocke. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAXKEHHS

159.

COHOBAH

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLO,
no 7,5 mr no 10
Tabnetok y 6nictepi; no
1 a6o no 2 6nictepu B
KapTOHHIlA KOpooLi

dapmacaiHc IHk.

KaHaga

dapmacaiHc IHk.

KaHaga

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: BUNPaBAEHO TEXHIUHY
MOMUJIKY B TEKCTi MapKyBaHHS
BTOPVHHOI YNaKOBKU.
3AMNPOMNOHOBAHO: 3. MEPENIK
AOMNOMDPKHUX PEHOBW/H
OOMNOMDKHI PEYOBMHW: LieNto1o3a
MiKpOKpUCTaniyHa, nakrosa
6e3BogHa, Kpoxmasb
npexenaTunHi3oBaHui, KasbLito
chocdpat, HaTpilo Kpockapmenosa,
MarHito cTeapar; nsiskosa
060/10HKa: rinpomeniosa, TuTaHy
niokeng, (E 171),
nonieTUNeHrnikosnb, nonicopbar
80, 6apsHWK x0BTUiA 3axig FCF (E
110), 6apBHUK BPUNLSHTOBUIA
cuHii FCF (E 133). 3a3HaueHe
BUMNpaB/IEHHS BigNoBifae
apxiBHVMM marepianam
peecTpaLjiiiHoro Aockbe

3a peyenmom

UA/6089/01/01

160.

CNAPK®

Kancynm nposioHroBaHoi
4ii TBepai no 200 mr; no
10 kancyn y 6nictepi; no
3 abo 5 6nictepiB y
naJui 3 KapToHy

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
BHECEeHHS 3MiH 0 cneyudikauii Ta
aHaniTMYHUX MeTOofjiB BXiAHOrO
KOHTPOJIIO Ha Kancynm Teepai
)XENaTUHOBI, a caMe BUYHYEeHHS
TecTy «Baxki MmeTanin»; 3miHu |
TUNY - BHECEHHS 3MiH A0
cneumaikauii Ta aHasliTUYHNX
MeTOoZIB BXifHOrO KOHTPO/O Ha
Kancynu TBepai xenaTtuHoBi, a
came BWNyYEHHS NOKa3HUKa
«eoMeTpuyYHI PO3MipK»; 3MiHK |
TUNY - BHECEHHS 3MiH A0
cneumaikalii Ta aHasliTUYHNX
MeTOZIB BXifHOr0 KOHTPO/O Ha
Kancynu TBepa xxenaTtuHoBi, a
came hOpMy/oBaHHA Ta YMC/IoBe
BVIP&XEHHS KPUTEPIto
NPUAHATHOCTI 38 NOKa3HVKOM
«MikpobiofioriyHa ymctoTa»

3a peyernmom

UA/15443/01/01
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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
npueegeHo Ao sumor AdY, pitove
BuAaHHsa (po3gin 5.1.4.)
161. | CNACKYNPE/Nb PO34MH ANs iH'EKUIN; NO Bionoriwe HimeuyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/11194/01/01
1,1 mn B amnyni; no 5 Xalinbmitrens XaiinbmiTrens marepianis: 3MiHW | TUMY - 3MiHK
amnyn y KOHTYpHIiA Xeenb Mv6X Xeenb M'v6X Lofo 6e3nekn/edekTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; no hapmakoHarnsgy - BHeCeHHs
1, abo no 2, a6o no 20 iHchopmawii npo dhnyopecueHLito
KOHTYPHUX YapyHKOBUX eTukeTkn y n. 6 IHWE Tekcty
yMakoBOK y KOpo6Lii 3 MapKyBaHHS! NEPBUHHOI YNaKkoBKW
KapToHY nikapcbKoro 3acoby
162. | CTPENCIIC® ANA | nboAsHUKK; no 12 PekkiTT BeHkizep Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/13607/01/01
DITEN 6+ NbOASAHUKIB Y 6icTepi; Xenckep BpuTanis Xenckep BpuTtaHis marepianis: 3MiHW | TUMY - 3MiHK
no 1 a6o 2 6nictepu B IHTepHewHn JlimiTes, IHTEepHewWwHn JlimiTep, BHECEHO B IHCTPYKLit0 A4/1A
KapTOHHIlA KopooLi MeAUYHOro 3acToCyBaHHS
NikapcbKoro 3acoby Ao po3ainy
"Mo6iuHi peakuyii" BignoBigHO A0
OHOBEHOT iH(hopMmaLlii 3 6e3neku
3aCTOCYBaHHS Ail040i peHOBUHM.
BBefeHHA 3MiH NpoTArom 6
MicsILiB nicns 3aTBepoKEHHS
163. | CTPENCI/IC® 3 NbOASHUKK; MO 12 PekkiTT BeHkizep Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/6400/01/01
MEAOM TA NbOASAHUKIB Y BnicTepi; Xenckep BpuTtaHis Xenckep BpuTaHis marepianis: 3mMiHW | TUNY - 3MiHK
NMMOHOM no 2 6nictepu B IHTepHewwHn NimiTeq, IHTepHewHn MimiTeq, BHECEHO B iHCTPYKL,il0 ANA
KapTOHHI KOpoOLyi MeAUYHOro 3aCTOCyBaHHs
nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BigNoBsigHO A0
OHOBJIEHOT iH(hopMaLii 3 6e3nekn
3acToCyBaHHA Ait040l peHOBUHN.
BBefieHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS
164. | TEPBIHA®IHY nopoLUoK (cybcTaHuis) B AT "dapmak” Ykpaina WAHBbAYH Kutaii BHECEHHS 3MiH [10 peecTpaviiiHnx - UA/14370/01/01
rigPoxnorPump nakeTax noABinHMX AHXOHI mMartepianis: 3mMiHu | Tuny - B
nonieTuneHoBrx ANs SAPMACBIOTIKAN npoueci 3miHn Bepcii CEP 3 R1-
hapMaLeBTUYHOTO KO., NTA. CEP 2007-279-Rev 00 Ha R1-CEP
3acTOoCyBaHHA 2007-279-Rev 01 Bigbynocb

YTOYHEHHS B TEXHOJIOTIYHWIA
npouec BMpo6bHuuTea A®I Ta
[04,aHO 3BIT 3 OLHKM PU3NKIB
€/IEMEHTHMX AOMILLIOK 3rigHO
sBuMor ICH Q3D; 3miHu | Tuny - B
npoueci 3miHn Bepcii CEP 3 R1-
CEP 2007-279-Rev 01 Ha R1-CEP
2007-279-Rev 02, Big6ynuco
3MiHW y po3gini MKA N3
«YnakoBka»: [liloya pegakuis:
YNAKOBKA B noggiiiHi
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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

nonieTUNeHoBI NakeTw,
3abe3neyeHi eTukeTkamu,
BKNageHi B 6apabaHu.
MponoHoBaHa pegakuis:
YNAKOBKA Y noggiiiHnx
nonieTuIeHoBMX nakeTax
nomiweHnx y 6apabaHu 3
BOJIOKHA; 3MiHKM | TUNY - B Npoueci
3MiHmn Bepcii CEP 3 R1-CEP 2007-
279-Rev 02 Ha R1-CEP 2007-279-
Rev 03 KpUTUYHMX 3MiH He
BifGYy10Ch; 3MiHM | TUNYy - B
npoueci 3miHn Bepcii CEP 3 R1-
CEP 2007-279-Rev 03 Ha R1-CEP
2007-279-Rev 04, Bigbynacb
3MiHa agpecu hipmMy BUPO6HMKa,
6e3 3MiHN haKTUYHOro
posTallyBaHHs. MNponoHoBaHa
pepakuis: No. 29 Huayuan Street,
Linyi County, China-251 500,
Dezhou City, Shandong Province
Ne 29 XyatwaHb CTpiT, /liHbi
KaHTpi, Kntait-251 500, Jewkoy
CiTi, llaHbayH MpoBIHC; 3MiHY |
TUny - B Npoeci 3miHn Bepcii CEP
3 R1-CEP 2007-279-Rev 04 Ha
R1-CEP 2007-279-Rev 05,
BigbGynacb 3miHa Ha3Bu hipMu
BMPOGHMKa. MponoHoBaHa
pefakuisi: BUpo6HuK, kpaiHa:
Shandong Anhong Pharmaceutical
Co., Ltd., China lWaHbayH AHXOHT
dapmacbtoTikan Ko., /itg, Kutait

165.

TECTIC
KOMMO3NTYM

PO34MH A1 iH'EKUI; No
2,2 Mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
1, no 2 a6o no 20
KOHTYPHUX YapyHKOBUX
yMakoBOK Yy KOpOO6Lii 3
KapToHy

Bionoriwe
Xannbmitresnb
Xeenb M'm6X

HimeuunHa

Bionoriwe
XanbMitTTenb
Xeenb M'm6X

HimeuunHa

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

thapmakoHarnsgy - BHECeHHs
iHbopmawii npo chnyopecueHuito
eTukeTkn y n. 6 IHLE Tekcty

MapKyBaHHs1 NEPBUHHOI YNaKkoBKK

niKapcbKoro 3acoby

3a peyernmom

UA/0791/01/01

166.

TEUEHTPUK®

KOHLeHTpaT Ans
pO34nHy A8 iHdys3iii no
1200 mr/20 mn, no 20
My chnakoHi; no 1
h/1aKoHyY Y KapTOHHIl
Kopobui

®.XothdpmaHH-/15
Pow NTg,

LLiBefuapis

Brpo6HMLUTBO
Hepo3dhacoBaHOl

NpoAyKLUii, NepBNUHHE

nakyBaHHS,
BMNPOGYBaHHSA

KOHTPOJHO SKOCTI:

Pow fliarHocTrke

Himeuunna/
LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
He3HayHa 3MmiHa y npoueci

BMpo6HMUTBa AD| aTte3onisymany,

a came peecTpalift 4OAaTKOBOro

3He3apaxyo4voro posuvHy (PAB-

solution, 120 mM Phosphoric acid,

3a peyernmom

UA/15872/01/01
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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
v6X, HimeyunHa 167 mM Acetic acid, 2.2 % Benzyl
Bupo6HuuTBO alcohol) 3 nokpatyeHrmun
Hepo3chacosaHol NPOTUMIKPOGHMMI BNACTUBOCTAMU
NpoAyKuii, NepBuUHHe
nakyBaHHS,
BTOPUHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJHO SIKOCTI,
BWMNYCK Cepil:
®.XohhmaHH-/1a
Pow Jltg,
LLiBeliyapis
167. | TUBNH® BIO cnpeii HasaslbHUiA, MakHin MNpopakTc AHrniA damap Xenc Keap IcnaHis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/14228/01/01
po3uuH 0,1 % no 10 mn Nimiten Cepsicus Magpvg, marepianis: 3MiHu |l TURY - 3MiHK
y donakoHi; no 1 CAY. BHECEHO [0 iHCTPYKLi Ans
dhnakoHy y KapTOHHil MeAMYHOr0o 3aCTOCYBaHHS
ynaKkoBLi nNikapcbKoro 3acoby 4o po3ainy
"MobiuHi peakuyii" BignoBigHO A0
mMarepianis peecTpadiiHoro
[ocbe. BBeeHHs 3MiH NpoTArom
6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS
168. | TIAPA TPIO® TabneTtku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15070/01/01
NAiBKOBOK 060/TIOHKOHO, "GapmaueBTuyHa "PapmaueBTnyHa mMartepianis: 3MiHU | TUNY - 3MiHK 3
no 5 mr/12,5 mr/160 wr, chipma "OapHuus” chipma "OapHuus” sKocTi. FoToBWIA Nikapcbkuii 3aci6.
no 14 tabneTtok y KOHTPO/Ib AONOMDKHUX PEYOBUH.
KOHTYPHIli YapyHKOBIi 3MiHa napameTpiB cneuudikawlii
ynakosui, no 1 a6o no 2 Ta/abo foMyCTUMUX MeX A4S
KOHTYpPHIi YapyHKOBI [OMOMiXHOI PEYOBVH; CyMyTHSI
ynakoBKM B nadui; no 7 3MiHa - 3MiHK 3 AKOCTi. [oTOBMIA
TabneToK y KOHTYpHii nikapcbkuii 3aci6. KoHTponb
YapyHKOBIli ynakoBLyj; no [ONOMDKHUX peYoBUH. 3MiHa Y
2 ab0o no 4 KOHTYpHI mMeTodax BUNPOo6yBaHHSA
YapyHKOBI yNakoBKU B O0NOMDKHOT PeYOBMHM (iHLLI 3MiHU
nauui y MeToaax BunpobyBaHHs
(Bkntovatoun 3amiHy abo
[0JaBaHHs)) - NpUBEeAeHHS
Cneuudpikanii/MeTopis
BMMNPOBYBaHHA 4719 AOMNOMIKHOI
peyoBuHn Onagpaii |1 85 F
poxeBuii 40 BUMOT Ta
pekomeHgauiii dY Ta Bumor
aitoyoi MoHorpadii EP
169. | TPOKCErENb® rens 2 %, no 40 r y Ty6i; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpavyinHnx 6e3 peyenma UA/1083/01/01

no 1 1y6i y nauui i3
KapTOHY

"KvisBmegnpenapart”

"KviBmegnpenapat"

mMartepianis: 3MiHu | TUny - 3MiHN
L1010 6e3nekn/edpekTMBHOCTI Ta
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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. 3MiHn y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeAUYHOr0o 3aCTOCYBaHHS
reHepuyHnX/ribpuaHnx/6ionodioHn
X Nikapcbknx 3acobiB micns
BHECEHHS Ti€i camoi 3MiHU Ha
pethepeHTHW1 npenapat (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX
[04aTKOBUX aHuX) - 3MiHU
BHECEHO A0 IHCTPYKUIiT Ans
MeJMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Moka3aHHa" (AONOBHEHO:
remopoigasnibHa xBopoba-y cknagi
KOMM/TEKCHOTO J1iKyBaHHS; MA30BI
Kpamni (CyOMHe CTATHEHHS
NINTKOBUX M#A3iB)), "OcobMBOCTI
3aCcToCyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyaaro” (yTouHeHHs iHchopmauii),
"Cnoci6 3acTocyBaHHA Ta 4031"
(yTouYHeHHs iHchopmalyii)
BiMNOBIAHO A0 OHOB/IEHOT
iHchopmaLii pedhepeHTHOro
npenapary TpokceBasuH, resib
2%. BBeAeHHs 3MiH NpOTArom 6-Tn
MicsILiB Micns 3aTBepAKEHHs

170.

YBIXIHOH
KOMMO3NTYM

PO34MH A1 iH'EKUIA, MO
2,2 mn B amnyni; no 5
amnyn y KOHTYPHIiA
YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIli YapyHKOBIli
ynakoBLii B Kopobu,i 3
KapTOHy; No 2,2 M/ B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 20
KOHTYPHUX YapyHKOBUX
yNakoBOK y KOpobLi 3
KapTOHy; No 2,2 M/ B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLij; no 2
KOHTYPHUX YapyHKOBUX
ynakoBOK y KOpob6Li 3
KapToHy

Bionoriwe
Xannbmitresb
Xeenb MmM6X

HimeyunHa

Bionoriwe
XanbmiTTe b
Xeenb MM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu Il TUny - 3miHK B
cneumaikauii Ha Ubidecarenonum
D3 dilution 3a nokasH1Kom
«30BHILWHIN BUMMAA PO34UHY /
3a6apBeHHs» 4151 CUPOBUHHOIO
mMarepiany, a caMe: HWKXHA Mexa
cneumdikauii «po3BeeHHs He
Mae 6yTu crnablue 3abapBieHnm,
HiXX pedhepeHTHNIA po3UnH Y4»
BUAaNAETLCA. BepxHa mexa
cneumnagikaLii «po3BefeHHs He
Mae 6yTu CunbHile 3a6apBneHnMm,
HiXX pedhepeHTHNIA po34nH Y 3»
3a/IMLWAETLCA HE3MIHHUM.
CuposuHa Ubidecarenonum
onucaHa B MoHorpadii
€Bponeiicbkili hapmakonei
(Ph.Eur. 1578: Ubidecarenone), B
SKI KOAIp ONCaHuiA SIK «KOBTUM

3a peyernmom

UA/0018/01/01
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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
abo opaHXxeBuit» 3 OAABAHHAM
«KOJip NOCTYNOBO 3MIHIOETLCS |
TeMHi€ nif, BN/IMBOM CBITNa».
Omxe, Ana po3sefeHHs D3,
BEPXHbOT MeXi cneuugikauii 3a
MOKa3HNKOM «30BHILLHLOrO
BUIS4Y PO34MH / 3a6apBeHHs»
[0CTaTHbO, W06 BUKNIOYNTY
noYaToK 3MiHV KONIbopy
171. | YMAH KOMMJIEKC NOPOLLOK A/191 PO3UNHY KegpioH C.n.A. ITania KepgpioH C.n.A. ITania BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/13092/01/01
500 MOJ/20 MmN | 4ns indpysiii, no 500 MO MaTepianis: 3MiHu | Tuny -
UMAN COMPLEX y donakoHi Nely [0faBaHHA BUPOOHUYOT AiNbHWL 3
500 1U/20 ML KOMMNEKTi 3 (PYHKLE BTOPUHHOIO NakyBaHHSA
PO34MHHMKOM (BO4a ANst roTOBOrO NiKapCbKOro 3acooby.
iH eKuiii) no 20 MmNy 3anponoHoBaHo:
dhnakoHi Nel Ta ®APMA MAPTHEPC C.P.N., BIA
Habopom ans E.CTPOBIHO, 55/57, 59100 —
PO34YMHEHHS | BBEAEHHS MPATO (NO), Itania (PHARMA
Y KapTOHHili kopobLi PARTNERS S.R.L., VIA
E.STROBINO, 55/57, 59100 —
PRATO (PO), Italy); 3aminu | Tvny -
[ofaBaHHA BUPOBHUYOT AiNbHULLI 3
CPYHKLi€H0 BTOPUHHOTO NakyBaHHS
roTOBOrO /1iKapCbKOro 3acoby.
3anponoHosaHo: KEAPIOH
C.N.A.,, C.C.7 BIC KM. 19,5 -
80029 CAHT'AHTIMO (HA),
ITANIA (KEDRION S.P.A,, S.S.7
BIS KM. 19,5 — 80029
SANT'ANTIMO (NA), ITALY)
172. | YHINAT Kpanni o4Hi, po3unH 50 TOB "YHimepq, Cnosaubka TOB "YHimep, CnoBavbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14038/01/01
MKr/mn, no 2,5 mny Papma” Pecny6nika dapma” Pecny6nika marepianis: 3miHu | Tuny -
dhiakoHi-kpanesibHUL; BHECEHHS HE3HaYHWX 3MiH [0
no 1 chnakoHy- MeTogiB KOHTpoto siKkocTi 13 n.
KpanesnbHuULi B 9.1 «JlataHonpocT cBo6oaHas
KapTOHHIA KopoobLi kicnota» Tan.11.2
«KonnuectBeHHoe onpegeneHne
nataHonpocTa»
173. | PAPMACY/NIH® H CycneHsisi oNns iH'ekLiid, AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/2320/01/01

NP

100 MO/mn no 3 mn B
KapTpuaxi; no 5
KapTpuaxiB y 6nictepi;
no 1 6nictepy B nauui 3
KapToHy;

no 5 mna6ono 10 mny

marepianis: 3miHu | Tuny -
BHECEHHS 3MiH y Cneumdikauito/
MeToauky BunpobyBaHHs 113 3a
nokasH1KoM "CTepunbHicTb",
30Kpema: BUJTy4YEHHs NMOBHOTO
onucy NpoBeAEeHHA METOAMNKN
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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 BMNPOOYBaHHS; 3MiHM | TUny -
B Nnauuj 3 KapTOHY BHECEeHHS 3MiH o p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBanbHWii
3aci6, 30kpemMa: 3MiHa KoNbopy
naacTVKoBOro KoBnayka 3
61aKNTHOTO Ha CUHIiA; 3MiHW | TUny
- BHECEHHSA 3MiH A0 MeTogiB
BunpobysaHHA 13, 30kpema:
MeTOAVKY BUNPOOYBaHHSA 3a
nokasHMKoM "LINHK" npuBedeHo y
BiANOBIAHICTb A0 MoHorpadii EP
174. | ®EPCIHON po3unH Ana iH'ekuid, 100 | YOPN4 MEAVLNH Benvka ®apmaBixH CaH. Be TypeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/14652/01/01
Mr/2 M1, NO 2 MN NIMITEL, BputaHis Timk. A.LL. marepianis: 3MiHW | TUNY - 3MiHK
po3unHy B amnyni; no 5 BHECEHO [10 IHCTPYKLi Ans
amnys y 4apyHKOBOMY MeANYHOr0o 3aCTOCYBaHHS
NOTKY Ta KapTOHHiIl NiKapcbKoro 3acoby y po3ainu:
Kopobui "Oco61MBOCTI 3aCTOCYyBaHHA",
"MobiuHi peakuyii" BignoBigHO A0
OHOB/EHOT iHhopMmaLlii 3 6e3neku
Ailo4oi peyoBrHN. BBefeHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
175. | ®PNNIOKCIYM® PO34uMH A8 iHdysil, 5 MNAT YkpaiHa MAT "Tannudapm” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/11163/01/01
mr/mn no 100 mny "Kvismegnpenapat” marepianis: 3MiHW | TUNY - 3MiHK
naswwyi, no 1 naswuyi B BHECEHO A0 IHCTPYKLUiT ANns
nauui MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco61MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
4itoyoi pevoBuHU. BBegeHHSA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
176. | ®/ZTYKOHA3O0N Kancynu no 50 mr, no 7 TOB "AcTpadapm” Ykpaina TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/9065/01/01

a6o 10 kancyny
6nicTepi, no 1 6nictepy
B KOPOO6Lii 3 KApPTOHY

mMartepianis: 3MiHu | TUny - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTtHocTi abo ymoBax
36epiraHHsA roToOBOroO /liKapCbKOro
3ac006y (36i/1bLUEeHHS TEPMIHY
NPYAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - [lns ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMU
peasibHOro Yacy) - 36i/bLUEHHS
TEPMiHY NpUAATHOCTI NiKapCbKoro
3aco6y. 3aTBepAKEHO: 2 POKK.
3anponoHoBaHo: 5 pokiB. 3MiHK
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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

BHECEHI B iHCTPYKLito ANs
Me[MNYHOT0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMiH npuaaTHocTi"

177.

DJTYKOHA3O0N

kancynu no 100 mr, no
10 kancyn y 6nictepi, no
1 6nicTepy y kopobui 3
KapToOHyY

TOB "AcTpadapm”

YKpaiHa

TOB "AcTpadapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsA roTOBOro NiKapCbKoro
3aco6y (36iNbLUeHHs TepMiHY
NPWAATHOCTI TOTOBOIO /iKaPCbKOro
3acoby) - s ToproBoi ynakoBKu
(niaTBEPOXKYETHCA AAHUMU
peasnibHOro Yacy) - 36i/bLEHHS
TepMiHy NpUAAaTHOCTI NiKapCbKoro
3aco0by. 3aTBepoKEHO: 2 POKW.
3anponoHoBaHo: 5 pokis. 3MiHK
BHECEHIi B iHCTPYKLito ANns
MeAUYHOr0o 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ain
"TepMiH npuaaTHocTi"

3a peyenmom

UA/9065/01/02

178.

DJTYKOHA3O0N

kancynu no 150 mr, no 1
Kancyni B 6nictepi; no 1
abo no 2, abo no 3, abo
no 4 6nictepun y kopoobLii
3 KapTOHY

TOB "AcTpadapm”

YKpaiHa

TOB "AcTpadapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnYy - 3MiHN 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHA roToBOro /liKapCbKoro
3aco6y (36iNbLUEeHHS TepMiHY
NPWAATHOCTI TOTOBOIO /iKaPCbKOro
3aco6y) - [N ToproBoi ynakoBKu
(niaTBEPOXYETHCA AAHUMU
peasnibHOro Yacy) - 36i/bLUEHHS
TEPMiHY NPUAATHOCTI NikapCbKoro
3acoby. 3aTBepoKeHO: 2 POKW.
3anponoHoBaHo: 5 pokis. 3MiHK
BHECeHI B iHCTPYKL,t0 A4N1s
Me[IM4YHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"TepMiH npugaTHoCTi"

Nel 6e3
peyenma
Ne 2,3,4 3a
peyenmom

UA/9065/01/03

179.

D/IIOAHKCON

TabneTkun, BKPUTI
NAiBKOBOK 060/TIOHKOHO,
no 0,5 mr no 100

Nynpbek Exkcnopt
AIC

[JaHis

EypodpiHc Biochapma
MpoaakT TecTiHr
JeHmapk A/C, faHis

[NaHis

BHECEHHS 3MiH 10 peecTpavuintHnx
MaTepianis: 3MiHu | Tuny -
BHECEHHS He3HAYHWX 3MiH Y

TabneTtoky (BunpobysaHHs 3a MeToAMKY BUNpoOyBaHHA 3a
nacTMKoBoMy NOKa3HMKOM nokasHukom " lgeHTudpikauis”,
KOHTeliHepi; no 1 "MikpobionoriyHa wofo nigrotoskm CraHgapty H
nnacTMKoBomy unctorta"); X. (ctaHgapTis uyTnAmBocTi Lu 28-159
KOHTENHepy B KapPTOHHIl NyHp6ek A/IC, faHis i Lu 00-012) a came OHOBJ/IEHHS
Kopo6ui (BMpOGHULITBO KoHUeHTpauii Lu 00-012, sika € Ha

3a peyenmom

UA/10197/01/01
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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
Hepo3dhacoBaHoro piBHi 0,1% w/w o 0,05 % w/w
NpoAYyKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHS1, BUNYCK
cepii)
180. | ®PJIOAHKCON TabneTkun, BKpUTI Nynpabek Exkcnopt [JaHis EypodpiHc Biochapma NaHis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyernmom UA/10197/01/02
N1iBKOBOK 060/IOHKOLO, AIC Mpopakt TecTiHr Marepianis: 3miHu | Tuny -
no 1 mr, no 100 JeHmapk A/C, faHis BHECEHHS HE3HAYHUX 3MIH Y
Tabnetoky (BunpobysaHHs 3a MeToAMKY BUNpobyBaHHA 3a
nnacTMKoBoOMy NOKa3HMKOM nokasHukom " lgeHTundpikauis”,
KOHTeliHepi; no 1 "MiKpo6ionoriyHa wofo nigrotoskm CraHgapty H
naacTUKoOBOMY yucrora"); X. (ctaHpapTiB yyTnmeocTi Lu 28-159
KOHTEiHepY B KapTOHHIl Nynp6ek A/C, faHis i Lu 00-012) a came OHOBJ/IEHHS
Kopobui (BMpo6HULITBO KOHUeHTpauii Lu 00-012, sika € Ha
Hepo3acosaHoro piBHi 0,1% w/w o 0,05 % w/w
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs, BUNYyCK
cepii)
181. | ®YPArIH Tabnetku no 50 mr, no MAT "Tanuudapm" Ykpaina MAT "Tanuucpapm", YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/5198/01/01
10 TabneTok y 6nicTepi; Ykpaina; NAT marepianis: 3MiHW | TUMY - 3MiHK
no 3 6nicTpu B navui "Kuismegnpenapar”, BHECeHO A0 [HCTpyKUii ans
YkpaiHa Me[MYHOro 3acTocyBaHHA
NiKapcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHa", "OcobaMBOCTi
3acTocyBaHHA", "lMo6ivHi peakuii”
BiANOBIAHO A0 OHOBMEHTOT
iHhopMmauii pedbepeHTHOro
nikapcbKoro 3acoby dypariH,
Tabnetkun no 50 mr (AT
«OnaiiHgapm», J1aTtsis).
BBefeHHS 3MiH NpOTArom 6-1u
MiCALIB MiCNSA 3aTBEPL)KEHHS
182. | XAPBOHI TabneTku, BKpUTI lneapn CaiieHcus, CWA lneap CaileHcus Ipnangis/ BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/15873/01/01
N1iBKOBOK 060/IOHKOIO, IHK. Alleneng tOC, CLIA/ marepianis: 3MiHW | TUMY - 3MiHK
no 90 mr/400 mr; no 28 Ipnangis (Bunyck KaHapga BHECEHO [0 iHCTPYKUiT Ans

Tabnetok y cpriakoHi; no
1 hnakoHy B KApPTOHHIlA
Kopo6u,i

cepii, BTOPMHHa
ynakoBka, KOHTPO/b
cepii); Fineag
CaiieHcus, IHK.,
CLA (BTOpWHHA
ynakoBka); lneag,
CaiieHcus, IHK.,
CLUA (koHTposb
cepii); MinmayHT
Xenckea /T4,
Ipnangis (BTopMHHA
ynakoBska); MNaTeoH

MeJMNYHOro 3aCTOCYBaHHs
nNikapcbKoro 3acoby A0 po3ainy
«Oco6MBi 3axoan 6e3nekun»
CUrHauIbHI pekoMeHgaLii ans
navjieHTiB i3 LyKpoBUM fiabeTom,
SKi MoYanIn OTPMMYBATK JliKyBaHHS
NpoTUBIpYCHMMU NpenapaTamu
npsmoi Aii, BignosigHo Ao
pekomeHgauin PRAC. BBeaeHHsi
3MiH NPOTArom 6 MicsLiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHM BHECEHO A0 iHCTPYKUIi ans
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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
IHk., KaHaga MeJMYHOr0o 3acTOCYBaHHS
(BUpOGHMLTBO, nikapcbKkoro 3acoby A0 po3ginis

nepBunHHa Ta
BTOPWHHA yNakoBKa,
KOHTPO/b cepil);
M fesenonmMeHT,
nn, CWA (koHTponb
cepir)

«[MpoTnnokasaHHs» Ta «[o6iYHi
peakujii» LWoA0 NaLjieHTIB AKi
npuiiManu nikapcbkuii 3acié y
cknagj KombiHoBaHOi Tepanii 3
pvi6aBipvHOM, BigMoBiIgHO A0
pekomeHpauii PRAC. BeefeHHS
3MiH NpoTAromM 6 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHM BHECEHO [0 iHCTPYKUii aNns
MEJMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ginis
«Ocob6nusi 3axoau 6esnekn» Ta
«B3aemogijs 3 iHWMMK
nikapcbknMmn 3acobamm Ta iHLWi
BUIUN B3AEMO/ji1», CTOCOBHO CXEM
NiKyBaHHS, L0 MICTATb
cocpocbysip, pasom i3
amiojapoHOM 3apeecTpoBaHo
BUNaAKN TSXXKOT bpaamkapgii Ta
6110Kaau cepLeBoi NPoBIAHOCTI,
LLLO CTaHOBW/IN 3arpo3y AN XWTTS,
BiNOBIAHO [0 pekoMeHaau;i
PRAC. BBefeHHS1 3MiH NpoTArom 6
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUii 4Nns MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
[0 po3ainy «B3aemogisi 3 iHWnmmn
nikapcbknMmn 3acobamm Ta iHLWi
BWAW B3aEMOLIli», CTOCOBHO
BMN/IMBY iKyBaHHs
NpoTVBIPYCHUMM NpenapaTamu
npaAMoi Aii Ha iMyHocynpecaHTu
(umknocnopwuH, Takponimyc),
BiAMOBIAHO A0 pekomeHAaLii
PRAC. BBefieHHS 3MiH NpOTAroMm 6
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHM |l TRy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
00 po3ainiB «PapmMakosoriyHi
BNacTUBOCTI», «Oco6/MBI 3axoamn
6e3nekn», «Cnocib 3acTocyBaHHs
Ta [03v» Ta «lobiuHi peakwyii»
CTOCOBHO BM/IMBY HUPKOBOT
HeA0CTaTHOCTI PI3HUX CTYNEHIB
TSHKKOCTI Ha ekcnosuuito (AUC)
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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

codpocbyBipy Ha OCHOBI KiHLEBUX
pe3ynbTaTiB gocnigxeHb GS-US-
338-1125. BeefieHHS 3MiH
npoTsArom 6 micAuis nicns
3aTBEPKEHHS; 3MiHK Il Tuny -
3MiHV BHECEHO [0 IHCTPYKUiT Ans
MeJNYHOr0o 3acCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainy
«B3aemogijs 3 iHWMMK
nikapcbknMmn 3acobamm Ta iHLWi
BUAMN B3aEMOSili», Woa0
3acTocyBaHHsa Tepanii Ha OCHOBI
cocpocOysipy i3 cynyTHIMK
npenaparamy Ha OCHOBI KiHLEBUX
pesynbTaTiB gocnigkeHs GS-US-
334-2130. BBeeHHs 3MiH
nNpoTArom 6 Micsuis nicns
3aTBEPMKEHHS

183.

XNTOPOBYTAHONT
IAPAT

MOPOLLIOK KpUCTauTivHWIA
(cyb6CTaHuifn) y Milwkax 3
NAiBKM NOMieTUNEHOBOI
AN BUPOGHMLTBA
CTEePWIbHUX i
HecTepuIbHNX
nikapcbknx hopm

AT "OnaiiHdpapm"

Natsis

AT "OnaiiHchapm”

Narteis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
MPONOHYETbLCA A0AAaTKOBUI

anbTepHaTUBHWI TUM NePBUHHOT

ynakoBku, a came: «CybcTaHumo
yMakoBbIBAIOT B MELLIOK U3
namuHara, KOTOpbIi 3ananBatoT ¢
MOMOLLBIO CMEeLNaIbHOro
060pyoBaHNs 6e3 Bakyyma.

DTVKETKY NPUKPENIAT K MELLKY

13 NamvHara, obknevsas
npo3payHoli NEHTON. MeLuok
NOMeLL AT B MNO/IMITU/IEHOBbIN
WM NONVNPONNIEHOBIN
KOHTEliHep, KOTOPbIA MNOTHO
3aKpbIBatOT KpbILLIKONA. Ha
KOHTelHep NpukpennaT
3TUKETKY»; 3MiHU | TUMY - 3MiHK A0
cneuudikauii Ta MeTogiB

KOHTpOoNto A®I 3a NoKasHUKaMu: -

po3ain «laeHtudikauis», a came
mMeTog A.,B.,C fAkicHa peakuis
3aMiHEHO Ha MeTo/, BUNPo6yBaHHs
IK-cnekTp BignoBigHO A0 BUMOT
Ph.Eur. monograph
«Chlorobutanol hemihydrate» -
3MiHa Ha3BW po3giny «3anLLKOBI

OpraHiyHi PO34YMHHVKM» Ha PO34in

«[lomikn A i B» Ta npuBeaeHHs

KpUTepili NpUIAHATHOCTI BiANOBIAHO

UA/6787/01/01
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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
o Bumor Ph.Eur. monograph
«Chlorobutanol hemihydrate»
184. | UEPEBPYM PO34MH A8 iH'EKUIR, NO Bionoriwe HimeuyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/7791/01/01
KOMMO3UTYM H 2,2 mn B amnyni; no 5 Xalinbmitrens XaiinbmiTrens Marepianis: 3miHu | Tuny -
amnyn y KOHTYpHIiA Xeenb Mv6X Xeenb M'v6X BHECEHHS iHhopMaLii npo
YapyHKOBIli ynakoBLyj; no h/lyopecLeHLito eTUKeTKN Y M. 6
1 KOHTYpHIli YapyHKOBIli IHLE TekcTy MapKyBaHHs
ynakoBLii B Kopobu,i 3 NePBUHHOI YNaKoBKM JiKapCbKOro
KapTOHy; No 2,2 M/ B 3acoby
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
yMakoBLii; N0 2 KOHTYpPHI
YapyHKOBi YNakoBK/ B
Kopo6Li 3 KapTOHy; No
2,2 Mn B amnyni; no 5
ammyn y KOHTYpHIiA
YapyHKOBIli ynakoBLyj; no
20 KOHTYPHUX
YapyHKOBUX YNaKkoBOK Y
KopobLi 3 KapTOHY
185. | LLE®A3O/IH- MOPOLLOK 418 PO3UNHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/6216/01/01
AAPHULSA onsiH'ekuinno 0,5, 1 "apmaueBTnyHa "hapmMaueBTNYHa mMaTtepianis: 3MiHu | Tuny -
oNakoH 3 NMOPOLLUKOM B ipma "OapHuus” ipma "JapHuus” BUYYEHHS DIpMU-BUPOBHUKA
naJui; 5 donakoHis 3 cybcTaHUil LedasoniHy HaTpieBol
MOPOLLKOM B KOHTYPHiii Coni y nepepaxyBaHHi Ha
YapyHKOBIli ynakoBLj; no uedasoniH ACS DOBFAR, S.p.A,,
1 KOHTYpHIlA YapyHKOBIli Italy; 3anponoHoBaHo: Qilu
ynakosLi B nayui; 1 Antibiotics Pharmaceutical Co.,
(pN1akoH 3 MOPOLLUKOM Y Ltd., China
KOMNAEKTi 3 1 amnyo
po3unHHuKa (Boga ans
iH'ekuiin-AapHuus) no 5
M1 B KOHTYpHIiA
YapyHKOBIli ynakoBLyj; Mo
1 KOHTYpHIli YapyHKOBIli
ynakosLi B naui; 40
N1akoHIB 3 NOPOLLKOM Y
Kopobui
186. | LLE®A3O/IH- NMOPOLLOK 415 PO3UNHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/6216/01/02
AAPHULA ans iH'ekuiino 1,0r, 1 "apmaueBThyHa "GapMaueBTNYHa MaTtepianis: 3MiHu | Tuny -

h/1aKOH 3 NOPOLLUKOM B
nadui; 5 dp1akoHiB 3
MOPOLLKOM B KOHTYPHIlA
YapyHKOBIli ynakoBLii; No
1 KOHTYPHI1 YapyHKOBI
ynakosLi B nayui; 1
h/1aKOH 3 NOPOLLKOM Y
KOMMN/IeKTi 3 1 amnynoro
posunHHuKa (Boga ans

dipma "dapHuus"

ipma "AapHuua"

BUYyYEHHS (hipMU-BUPOBHMKA
cybcTaHUil LedasoniHy HaTpieBol
coni y nepepaxyBaHHi Ha
uedasoniH ACS DOBFAR, S.p.A,,
Italy; 3anponoHoBaHo: Qilu
Antibiotics Pharmaceutical Co.,
Ltd., China
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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

iH'ekuin-AapHunus) no 10
MJ1 B KOHTYpHIiA
YapyHKOBIli ynakoBLii; No
1 KOHTYpHIli YapyHKOBIli
ynakosLi B nayui; 40
h/1aKOHIB 3 NMOPOLLKOM Y
Kopobui

187.

LE®EMIM

NOPOLLOK A/15 PO3YNHY
ANs iH ekuin no 1000 wmr;
1 dhnakoH 3 NOPOLLKOM Yy
KopoOLi 3 KapTOHY

BITA CAH T/,

Benvkobput
aHis

Caicc lNepeHTepasic
Nta., IHais; AHaHTa
Megikeap flimiTes,

IHais

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO iKapCbKOro 3acoby
(3amiHa abo fogaBaHHA
BMPOGHUKa, LU0 Bignosigae 3a
BBE3eHHA Ta/abo Bunyck cepir) -
Briovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii.
BBeneHHs f1o4aTKoBOI BUPOOGHUYOT
AiNbHUL ANS BCbOro BUPOOHNYOro
npoLecy roToBoro Nikapcbkoro
3acoby - AHaHTa Megikeap
Nimitea, IHAis. BBegeHHs 3MiH
npoTsArom 3-x MicAuiB micas
3aTBEepPMKEHHS. 3MiHU | TUny -
3MiHn 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AiNIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(minbHMUSA, Ha AKiIl TPOBOASATLCSA
6y ab-sKi BUpOGHMUI cTajji, 3a
BMHATKOM BUMYCKY Cepii,
KOHTPOJIH0 AKOCTi Ta BTOPUHHOIO
nakyBaHHs 4151 CTEPUIbHUX
nNiKapcbKkunx 3acobiB (BKIOHAKUN
BMPOGIEHi acenTUYHNM METOAOM),
KpiM nikapcbkmx 3aco6is
6i0N10riYHOro/iMyHOONYHOr0
NOXOKeHHs). CynyTHS 3MiHa -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy

3a peyenmom

UA/15345/01/01
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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

rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHS1) - BBE,EHHS
[04aTKOBOT BUPOGHMYOT AifbHULI
AN BCbOro BUPOBHMYOro npovecy
roTOBOrO NiKapCbKOro 3acoby -
AnaHTa Megikeap flivites, IHAis.
BBegeHHs 3MiH NpoTArom 3-x
MicsLiB NiCNsA 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHN WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHECEHI W00 pefaryBaHHs
IHCTPYKUIT AN MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
3a po3ginamu "BupobHuk" Ta
"Micue3HaxomKeHHA BUPOGHMKa
Ta agpeca Micus NpoBaKEHHS
oro AisinbHOCTI" AN MOXMBOCTI
[OPYKyBaTV IHCTPYKLT AN KOXHOro
BMPOGHUKA OKpeMo. BBegeHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBEPAKEHHS.

188.

LE®ENIM AHAHTA

MOPOLLIOK AJ151 PO3UNHY
onsiHekuinno1r; 1
(h/1aKoH 3 NOPOLLKOM B
Kopobui

AHaHTa Megikeap
nra.

Benuvka
BpuTaHis

Caicc lNepeHTepasic
Nta., IHAis; AHaHTa
Megikeap fimites,

IHais

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNYy - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHThCA
BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHA
BMpO6HMKa, Lo BiAMNOBiAaE 3a
BBE3eHHS Ta/abo BMNYCK cepii) -
Btouaroun
KOHTPONb/BUNPOGYBAHHS cepil.
BBefeHHs1 fofaTkoBoi BUPOOHUYOI
AiNbHUL ANS BCbOro BUPOOHNYOro
npoLecy roToBoro Nikapcbkoro
3acoby - AHaHTa Megikeap
NimiTeq, IHAiS. BBeaeHHs 3MiH
npoTArom 3-x MicALis nicns
3arBepKeHHs. 3MiHu | Tuny -
3MiHu 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BUPOGHMLTBA A/151 YacTnHU abo
BCbOr0 BMPOGHMYOro npoLiecy
roTOBOrO JIiKapCbKOro 3acoby

3a peyenmom

UA/16849/01/01
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dopma sunycky

3asiBHUK

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

189.

Ne Ha3sBsa nikapcbko20
n/n 3acoby
LIE®ENIM AHAHTA

MOPOLUOK A/ PO3YUHY

AHaHTa Megikeap

Benvka

(@inbHMUSA, Ha AKiI TPOBOASATHCSA
6y ab-Ki BUpO6HUMYI cTajji, 3a
BUWHATKOM BUMYCKY Cepii,
KOHTPOJTH0 AKOCTi Ta BTOPUHHOIO
nakyBaHHs 4151 CTEPUbHUX
nNikapcbKunx 3acobiB (BKNOYAKUN
BMPOG/IEHI acenTUYHNM METOAO0M),
KpiM Nnikapcbkux 3acobis
6i0N10riYHOro/iMyHOOrN4YHOro
NoXokeHHs). CynyTHS 3MiHa -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(ainbHULA ANA BTOPUHHOMO
nakyBaHHS) - BBEL,EHHSA
[04aTKOBOT BUPOGHMYOT AiNbHULI
0151 BCbOrO BUPOBHMYOro npouecy
roTOBOrO JlikapCbKoro 3acoby -
AHaHTa Megikeap fMimites, IHAjNA.
BBefeHHs 3MiH npoTarom 3-x
MiICALIB MiCNSA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHM BHECEHI B iHCTPYKL,it0 Ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginm
"BupobHuK" Ta
"Micue3HaxoMKeHHs BUPOGHMKa
Ta afpeca MicLs NPoBaKEHHS
oro gisnbHocTi" 3 BiANOBIAHUMMU
3MiHaMKn B TEKCTi MapKyBaHHS
ynakoBOK. 3MiHN BHECEHI W00
pefaryBaHHs iHCTPYKLi Ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby 3a po3ginamu
"BupobHuK" Ta
"Micue3HaxoMKeHHs BUPOGHMKa
Ta afpeca MicLs NPoBaKEHHS
Moro gisnbHOCTI" 4Nsi MOX/MBOCTI
OPYKyBaTW IHCTPYKLT AN151 KOXHOrO
BUPOGHMKa OKpemo. BeefeHHA
3MiH NpoTArom 3-x micsAuis nicns
3aTBEPAXKEHHS

Caicc lNepeHTepasic

IHais

BHECEHHS 3MiH 10 peecTpaLiiHnX
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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
onsiH'ekuinno2r; 1 nra. BpuTaHis Nta., IHAis; AHaHTa marepianis: 3MiHu | TMNYy - 3MiHK 3

¢hnakoH 3 NopoLLKOM B
KopoobLi

Megikeap fNimites,
IHais

sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMpPOGHMKa, Lo BiAMNOBiAaE 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
Bitouatroun
KOHTPO/b/BMNPOGYBaHHS cepii.
BBefieHHs1 fofaTkoBOi BUPOOHUYOI
AiNbHUL 418 BCbOro BUPOOHNYOro
npoLecy roToBoro Nikapcbkoro
3acoby - AHaHTa Megikeap
NimiTes, IHAiS. BBeaeHHs 3MiH
npoTArom 3-X MicsAwis nicas
3aTBepKeHHs. 3MiHu | Tuny -
3MiHu 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpOBOASATLCA
6yAb-aKi BUPOGHWUI cTagii, 3a
BMHATKOM BUWMYCKY Cepii,
KOHTPOJI0 AKOCTi Ta BTOPUHHOTO
nakyBaHHS 4151 CTEPUIBHUX
nNiKapcbKnx 3acobiB (BkIOHAKUN
BMPOG/IEHi aceNTUYHUM METOAOM),
KpiM nikapCbkunx 3acobis
6ion10riYHOro/iMyHoNoriYHOro
noxokeHHs). CynyTHA 3MiHa -
3MiHK 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AifIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(ZinbHUUSA AN1A BTOPUHHOMO
nakyBaHHs1) - BBE,EHHS
[04aTKOBOT BUPOBGHMYOT AiNbHULI
719 BCbOro BUPOBHMYOro npouecy
roTOBOrO NiKapCcbKoro 3acoby -
AnaHTa Megikeap flivites, IHAis.
BBegeHHs 3MiH npoTtsArom 3-x
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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
MiCALIB MIiCNA 3aTBEPIKEHHS.
3MiHu | TUnNy - 3MiHK Wwoa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHM BHECEHI B iHCTPYKL,it0 Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"BUpobHuK" Ta
"Micue3HaxoMKeHHs BUPOGHMKa
Ta afpeca MicLs NPoBaKEHHS
oro gisnbHocTi" 3 BiANOBIAHUMU
3MiHaMKn B TEKCTi MapKyBaHHS
ynakoBOK. 3MiHN BHECEHI W00
pefaryBaHHs iHCTPYKLi Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby 3a po3ginamu
"BupobHuK" Ta
"Micue3HaxomKeHHs BUPOGHMKa
Ta afpeca MicLs NPOBaKEHHS
oro gisnbHOCTI" 4Nst MOX/UBOCTI
OPYKyBaTW IHCTPYKLT AN151 KOXHOrO
BMPOGHMKa OKpemo. BeefeHHA
3MiH NpoTArom 3-x micsAuiB nicns
3aTBEPAXKEHHS
190. | LE®OTAKCUM MOPOLLIOK A1 PO3UMHY MpvBaTHe YkpaiHa MpuBaTtHe YkpaiHa/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/18260/01/01
KOMBI ans iH'ekuii no 0,5 r akuioHepHe akuioHepHe KnTalicbka mMartepianis: BUNPaBIEHO TEXHIYHI
MOPOLLKY Y doriakoHi; 1 TOBapuCTBO TOBapuCTBO HapogHa MOMW/IKW Y TEKCTi MapKyBaHHS
abo 10, abo 50 "Nlekxim-Xapkis" "[lekxim-Xapkis", Pecny6nika BTOPUHHOI YMakKoBKMN NiKapCbKoro
hnakoHiB y nauui; a6o 1 YkpaiHa 3acoby: 3a3HaveHe BUNpaB/IeHHs
h/1aKOH 3 NOPOLLKOM Ta (BMpOGHMLTBO Ta BiANoBigae marepianam
1 amnyna 3 nepBuHHE peecTpaLiiiHoro Aockbe
po3unHHMKOM (Boga ans nakyBaHHs
iH'ekuin no 5 mn B PO3YMHHVIKIB;
amnyni) B 6nicTepi, 1 BTOpPUHHE
6nictep y navui nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepil rotoBoro
niKapcbkoro
3acoby); PetoHr
dapmacboTuKa
Ko., iTa, Kutaiicbka
HapogHa
Pecny6nika
(BMPOGHMLTBO Ta
nepBuHHE
nakyBaHHS
NOPOLLIKY)
191. | LE®OTAKCUM MOPOLLIOK A1 PO3UUHY MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa/ BHECEHHS 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/18260/01/01
KOMBI ONsi iH'ekuin no 0,51 akLjioHepHe akLjioHepHe KuTaiicbka MaTepianis: BUNPaBAEHO TEXHIYHI

127




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

nopoLuKy y chnaxoni; 1 TOBapuCTBO TOBapUCTBO HapogHa MOMWJIKW B IHCTPYKLiT AN1A

a6o 10, abo 50 "JlekxiMm-Xapkis" "JlekxiM-Xapkis", Pecny6nika Me[UYHOro 3acToCcyBaHHS

thnakoHiB y nauui; ado 1 YkpaiHa nikapcbKoro 3acoby:

h/1aKOH 3 MOPOLLUKOM Ta (BMpOGHMLTBO Ta 3arBepmkeHo: Jlikapcbka hopma.

1 amnyna 3 nepBuHHE MopoLLoK ANst pO3UnHY AN

po34rHHMKOM (Boga ons nakyBaHHs iH'eKUii. OCHOBHI (Di3NKO-XiMiuHi

iH'ekuin no 5 mn B PO3YMHHVIKIB; B/1ACTMBOCTI: MOPOLLOK 6inoro abo

amnyni) B 6nictepi, 1 BTOPVHHE 3/1erka X0BTaBoro Kosbopy.

6nicTep y nauui nakyBaHHs, PO34MHHYK: NigokaiH, po3unH ans

KOHTPO/b Ta BUMYCK
cepii rotoBoro
nikapcbkoro
3aco06y); PetoHr
PapmacboTuKan
Ko., iTa, Kntaiicbka
HapogHa
Pecny6nika
(BMpPOGHMLTBO Ta
nepBuHHE
nakyBaHHs
MOPOLLIKY)

iH’ekuid, 10 mr/mnno 5 mn B
amnyni; OCHOBHI i3NKO-XiMiYHi
BNaCTUBOCTI: Mpo3opa, 6e36apBHa
abo 3nerka 3abapsneHa pigvHa.
a60 Po3unHHKK: BOAa ANst iH'eKLIN,
PO3YMHHWK A5 NapeHTepasibHOro
3acTocyBaHHs, no 10 mn B amnyni.
OCHOBHI (Pi3VKO-XiMiYHi
BNacTUBOCTI: 6e36apBHa npo3opa
pigvHa. TepMiH npugaTtHocTi. 3
poku. 3anponoHoBaHo: Jlikapcbka
chopma. MopoLlok 418 PO3UnHY
Ans iH'ekuii. OCHOBHI chi3nKo-
XiMiYHi BNacTMBOCTI: NOPOLLUOK
6i510ro abo 3n1erka XoBTaBoro
Konbopy. PO34YMHHMK: NigoKaiH,
pO34uH ANs iH'ekyii, 10 mr/mMn no
5 mn B amnyni; OCHOBHI hi3nKo-
XiMiYHi BNacT1BOCTI: Npo30pa,
6e36apBHa abo 3nerka
3abapsneHa piguHa. abo
Po3unHHMK: BoAa A5 iH'eKUIN,
PO3YMHHVK A5 NapeHTepasibHOro
3acTocyBaHHs, no 5 ma abo no 10
M B amnysi. OCHOBHI Di3nKo-
XiMi4Hi BNacTuMBOCTI: 6e36apBHa
nposopa pignHa. TepMiH
npugaTHocTi. Liedhotakcum,
MOPOLLOK A/15 PO3UMHY AN
iH'eKLii — 3 poku. JligokaiH,
pO3uunH ANns iH'ekyiin, 10 mr/mn — 3
poku. Boaa ans iH'ekuiit — 4 poku.
TepMiH npuaaTHoOCTI
BU3HAYaETbCS BiHOCHO TOTO
KOMMOHeHTa npenaparty (MOPOLLIOK
a60 PO3YMHHVK), TEPMIH
NPVAATHOCTI AIKOTO 3aKiHYyETbCA
paHiwe.
3a3HayeHe BUMNpas/IeHHSA
BignoBigae marepiaiam
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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
peecTpauiiHoro Aochbe
192. | UE®OTAKCUM NOPOLUOK A/15 PO3UYUHY MpuBatHe YKpaiHa MNpvBaTHe YkpaiHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/18260/01/02
KOMBI ans iH'ekuii no 1 r akujioHepHe akujioHepHe KuTalicbka marepianis: BUNPaBAEHO TEXHIYHI
nopoLuKy y chnaxoni; 1 TOBapuCTBO TOBapWCTBO HapogHa NOMWJIKW Y TEKCTi MapKyBaHHs
oNakoH 3 MOPOLLUKOM Ta "JlekxiMm-Xapkis" "JlekxiM-Xapkis", Pecny6nika BTOPVHHOI YNaKOBKM /iKapCbKOro
1 amnyna 3 YkpaiHa 3aco6y: 3a3Ha4eHe BUMpPaB/IEHHS
po3unHHMKOM (Boga ans (BMpOGHMLTBO Ta BiANOBigae matepianam
iH'ekyiii no 10 mn B nepBuHHe peecTpauiiiHoro Aocke
amnyni) B 6nictepi, 1 nakyBaHHs
6nictep y nauui; 1 PO3YNHHVIKIB;
dhnakoH 3 NOpoLLKOM Ta BTOPWHHE
1 amnyna 3 nakyBaHHs,
pO34MHHMKOM (JligokaiH, KOHTPO/b Ta BUMYCK
pO34uH AN iH'ekuid 10 cepii rotoBoro
Mr/Mn no 5 ma B amnyni) nikapcbkoro
B 6nicTepi, 1 6nictep y 3aco06y); PetoHr
nauui dapmacbloTUkan
Ko., Nita, Kutaiicbka
HapogHa
Pecny6nika
(BMpOGHMLTBO Ta
nepBuHHE
nakyBaHHs
NOPOLLIKY)
193. | LE®POTAKCUM NMOPOLLOK 419 PO3UYUHY MpuBatHe Ykpaina MpuBaTHe Ykpaina/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/18260/01/02
KOMBI ans iH'exkuii no 1 r akuioHepHe akuioHepHe KnTalicbka mMartepianis: BUNPaBNEHO TEXHIYHI
MOPOLLKY Y doriakoHi; 1 TOBapuCTBO TOBapuCTBO HapogHa NOMWSIKW B IHCTPYKLUT ANs
oN1akoH 3 MOPOLLKOM Ta "JlekxiM-Xapki" "JlekxiM-Xapkis", Pecny6nika Me[MYHOro 3acTocyBaHHS
1 amnyna 3 YkpaiHa niKkapcbKoro 3acoby:
po3unHHMKOM (Boga ans (BMpPOGHMLTBO Ta 3arBepmkeHo: flikapcbka chopma.
iH'ekyiin no 10 mn B nepBuHHe MopoLlok ANs po3ynHy ans
amnyni) B 6nictepi, 1 nakyBaHHs iH’eKUii. OCHOBHI (Di3VKO-XiMiuHi
6nictep y nauyj; 1 PO3UMHHNKIB; BMACTUBOCTI: MOPOLLOK 6inoro abo
dhnakoH 3 NOpoLUKOM Ta BTOPWHHE 3/1erka X0BTaBoro Kosibopy.
1 amnyna 3 nakyBaHHs, Po34nHHYMK: nigokaiH, po3vnH ans

PO34nHHMKOM (JligoKaiH,
pO34MH A4 iH'ekui 10
Mr/mn no 5 ma B amnyni)
B 6nicTepi, 1 6nictep y
nauui

KOHTPO/b Ta BUMYCK
cepii rotoBoro
niKapcbKoro
3aco6by); PetoHr
PapmacboTuKa
Ko., ita, Kutaiicbka
HapogHa
Pecny6nika
(BMPOGHMLTBO Ta
nepBuHHe
nakyBaHHS
NOPOLLIKY)

iH'ekuiiA, 10 mr/mn no 5 mn B
amnyni; OCHOBHI Di3NKO-XiMiYHi
BN1aCTUBOCTI: Npo3opa, 6e36apBHa
abo 3nerka 3abapsneHa piguHa.
ab0o PO34MHHMK: BOAa NSt iH EKUi,
PO3YMHHWK A5 NapeHTepasibHOro
3acTocyBaHHs, Mo 10 ma B amny .
OCHOBHI (i3VKO-XiMiYHi
BNacTUBOCTI: 6e36apBHa npo3opa
pigvHa. TepMiH npugartHocTi. 3
poku. 3anpornoHoBaHo: Jlikapcbka
chopma. MopoLLOK A5t PO3UUHY
Ans iH'ekuii. OCHOBHI (hi3nKo-
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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

XiMiYHi BNacT1BOCTI: MOPOLLIOK
6inoro abo 3nerka XosTaBoro
Konbopy. PO3UMHHUK: NifoKaiH,
pO34MH ANs iH'ekyiin, 10 mr/mn no
5 mn B amnyni; OCHOBHI ¢hi3nKO-
XiMiYHi BNacTMBOCTI: Npo3opa,
6e36apBHa abo 3nerka
3abapsieHa pignHa. abo
Po3unHHKK: Bofa Ans iH'eKUN,
PO3YMHHVK A4/15 NapeHTepaslbHOro
3acTocyBaHHs, no 5 mn abo no 10
M B amnysi. OCHOBHI (hi3nKo-
XiMiuHi BNacTnBocTi: 6e36apBHa
nposopa pignHa. TepMiH
npugaTHocTi. Liedhotakcum,
MOPOLLOK A/15 PO3UWHY A1
iH'ekuili — 3 poku. JligokaiH,
po3unH aNna iH'exyii, 10 mr/mn — 3
poku. Boga ans iH'ekuiin — 4 poku.
TepMiH npuaaTHOCTI
BM3HAYaAETLCS BiJHOCHO TOrO
KOMMOHeHTa npenapary (MOPOLLIOK
a60 pO3UYMHHKK), TEPMIH
npUAaTHOCTI SIKOrO 3aKiHYyETbCA
paHile.
3a3HaueHe BUMpaBieHHs
BiAnoBigae marepianam
peecTpauiiHoro Aochbe

194.

LEDPTA3NANM

NOPOLLOK A/15 PO3YNHY
anaiHekuimnolr; 1
dp1akoH 3 NOPOLLKOM Y
Kopo6Li 3 KapTOHY

BITA CAH T/,

Benvkobput
aHis

Csicc NepeHTepasic

Nta., IHais; AHaHTa

Megikeap flimiTes,
IHais

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BWMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo fogaBaHHA
BMPOGHUKa, LU0 Bignosigae 3a
BBE3eHHA Ta/abo Bunyck cepir) -
Briovaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
BBEJEHHS 40AAaTKOBOI BUPOOHUYOT
AiNbHUL ANS BCbOro BUPOOHNYOro
npoLecy rotoBoro NikapcbKoro
3acoby - AHaHTa Megikeap
Nimitea, IHais (BBeaeHHS 3MiH
npoTsArom 3-x MicAuiB micas
3aTBEPKEHHS); 3MiHW | TRy -
3MiHu 3 sKocTi. [oToBwUIA

3a peyenmom

UA/15346/01/01
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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

nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AifIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(@inbHMUSA, Ha AKIA TPOBOAATHLCSA
6y ab-Ki BUpOGHMYI cTagji, 3a
BUWHATKOM BUMYCKY Cepii,
KOHTPOJIH0 AKOCTi Ta BTOPUHHOTO
nakyBaHHs 4151 CTEPUbHUX
NiKapcbKunx 3acobiB (BKNOHAKUN
BMPOG/IEHI aceNnTUYHNM METOAOM),
KpiM nikapcbkux 3acobis
6i0N10riYHOro/iMyHOONYHOr0
NMOXOKEHHS)

CynyTHSA 3MiHa
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AifIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(ZinbHULSA ON18 BTOPUHHOMO
nakyBaHHs1) - BBE,EHHS
[04aTKOBOT BUPOBGHWYOT AiNbHUL
7191 BCbOro BUPOBHMYOro npouecy
roTOBOrO NiKapCcbKoro 3acoby -
AHaHTa Megikeap flimitea, IHgia
(BBegeHHs 3MiH MPOTAroM 3-X
MiCAILiB Nicns 3aTBepPOKEHHS);
3MiHM | TUny - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3MiHN BHECEHI W00 pefaryBaHHs
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
3a po3ginamn "BUpo6HUK" Ta
"Micue3HaxomKeHHs BUPOGHMKa
Ta agpeca MicLs NPOBaAKEHHS
oro AisnbHOCTI" ANs MOXUBOCTI
[APYKyBaTV IHCTPYKLT N1 KOXHOTO
BMpO6HUKa okpeMo (BBedeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEPAKEHHS)

195.

LUMTEPANI®

TabneTtku, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 250 mr no 10

AJNIKANOIQ AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHis

ANKANOIL AL
Ckon’'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
AIMiHICTpaTVBHI 3MiHU. 3MiHa

3a peyenmom

UA/1079/01/01
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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

Tabnetok y 6nictepi; no
1 6nicTepy y nauui
KapTOHHIiA

HalilmeHyBaHHs Ta/abo agpecu
3anBHUKA (BnacHuKa
peecTpavLiiHoro NocBigYEHHS)
3MiHa Ha3BK Ta afpecy 3asBHMKa
FN3. 3miHn | TUny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLS MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKIOUaUn
AOinbHULI BUNYyCKy cepii abo micue
NpOBeAEHHS KOHTPOJO SIKOCTI.
(misnbHicTb, 3a Ky BignoBifae
BMpPOGHUK/IMMNOpTep, BKIOYaKUM
BUMYCK cepili) 3mMiHa Ha3BW Ta
agpecy BUpo6Huka 13, 6e3 3miHu
MicLs BUPOBHULITBA

196.

LUUTEPAN®

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 500 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy y navui
KapTOHHIlA

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
Makefi0His

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3anBHUKa (BnacHvKa
peecTpaLiiHoro NocBigYEHHS)
3miHa Ha3BM Ta afpecu 3asiBHUKa
FN3. 3minm | TNy -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MiCL MPOBAKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo MicLe
NpOoBeAEeHHA KOHTPOJO SKOCTI.
(misnbHiCTb, 3a AKy BignoBsifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM
BMMYCK cepiii) 3mMiHa Ha3BK Ta
agpecy BupobHuka 13, 6e3 3MiHu
MicLsl BUPOGHNLITBA

3a peyernmom

UA/1079/01/02

197.

LUMTEPANI®

TabneTtku, BKPUTI
M/iBKOBOK 060/10HKOIO,
no 250 mr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y nauu,i
KapTOHHIA

ANIKANOIQ AL
Ckon'e

Pecny6nika
MiBHiuHa
MakepoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHa
MakepoHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3MiHKn
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIil XxapakTepucTuui
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIii Ans
MeJMYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnifpkeHb 3 6e3neku

3a peyenmom

UA/1079/01/01
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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

3aCTOCYyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpadiiiuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHnx
BiAMNOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofpKeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHUM OpPraHom) - 3MiHu
BHeCeHI [0 iHCTPYKLiT Ans
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Oco6nMBOCTI 3aCTOCyBaHHA"
BiMNOBIAHO A0 OHOB/IEHOT
iHbopmauii woao 6esnekun airoyoi
PeYoBUHM; 3MiHN | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MeAMYHOIOo 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpauiiiinii nepiog, abo
SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifKeHb, NpoBefeHnx
BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHU
BHECEeHi [0 iHCTPYKUiT Ans
MeAUYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm
"MokasaHHa" (3 BIANOBIAHUM
peAaryBaHHsIM TEKCTY po3giny
"Cnoci6b 3acTocyBaHHA Ta fo3un"),
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakuii” BignosigHoO A0
OHOB/IEHOI IHhopMaLii LWoao
6e3neku Ajtoyoi pevoBUHN; 3MiHM |
TMny - 3MiHKU Woao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLUIi Asis
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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

MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3ynbTarT OLiHKM 3BIiTY 3
[ocnigpKeHb, NpoBefeHnX
BiANOBIAHO A0 MiaHy
negiatpuuHmx gocnigpxkers (PIP)
(3MiHY Y3ro)kKeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHu
BHECEHI [0 iHCTPYKUii ans
MEJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMU NiKapCbKUMu
3acobamu Ta iHLWi BUAn
B3aemogii", "OcobamBocCTi
3actocyBaHHs", "lepeno3yBaHHA"
BiANOBIAHO [0 OHOBMEHOI
iHchopmawuii Wwopo 6e3nekmn giroyoi
peyoBUHM

198.

LUUTEPAN®

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 500 wmr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y navui
KapTOHHIlA

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
Makefi0His

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
Makefi0His

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | Tuny - 3MiHKn
Lofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo
K pe3ynbTar OLiHKM 3BIiTY 3
[ocnigpKeHb, NpoBeAeHnX
BiANOBIAHO [0 nMiaHy
negiatpuyHmx gocnimpxkeHs (PIP)
(3MiHY Y3rof)keHo 3 KOMNETEHTHUM
YMOBHOB&XXEHVM OpraHom) - 3MiHu
BHECEHI [0 iIHCTPYKUii ans
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Oco611BOCTi 3acTOCyBaHHA"
BiANOBIAHO 40 OHOBNEHOI
iHdhopmauii woao 6esnekun giryoi

3a peyenmom

UA/1079/01/02
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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

PEYOBUHM; 3MiHN | TURY - 3MiHK
Lwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapCcbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3ynbTarT OLiHKM 3BIiTY 3
[ocnigpKeHb, NpoBeAeHnX
BiANOBIAHO [0 MiaHy
negiatpuyHux gocnigpxkers (PIP)
(3MiHY Y3ro)KeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OPraHoM) - 3MiHV
BHECEHI [0 iHCTPYKUii ans
MEJUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginm
"Moka3aHHs" (3 BIANOBIAHUM
peparyBaHHsAM TEKCTY po3giny
"Cnoci6 3acTocyBaHHs Ta go3n"),
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuyii" BigNoBigHO A0
OHOBJIEHOI iHhopMaLil LWoao
6e3nekun Ajloyoi pevoBUHU; 3MiHU |
TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLii AnA
MeAMYHOIO 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpauiiiinii nepiog, abo
SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHom) - 3MiHu
BHECEHI [10 iIHCTPYKUji 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

MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMK NliKapCbKumu
3acobamu Ta iHWi Buan
B3aemogiin", "OcobmBocTi
3acTocyBaHHsA", "MNepeno3yBaHHA"
BiMNOBIAHO A0 OHOB/IEHOT
iHbopmauii woao 6esnekun airoyoil
pevyoBUHM

199.

UATEPAN®

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 250 mr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y navui

AJNIKANIOIA AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

AJTKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3mMiHW | 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
thapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKA,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Aue
Ky3maHOBCKi. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0Co6u
3as1BHMKA, BignoBiaa/bHOT 3a
hapmakoHarnag,

3a peyenmom

UA/1079/01/01

200.

LUUTEPAN®

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOIO,
no 500 wmr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y navi

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefioHist

ANKANOIQ AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHist

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS

3a peyernmom

UA/1079/01/02
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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
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-aiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Aue
Ky3maHOoBCKi. 3MiHa KOHTaKTHMX
[aHux yrnoBHOBaXXeHO! 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
hapmakoHarnag,
201. | UATIMAKC- pO34uH AN iH'ekuiid, 250 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/13737/01/01
AAPHULA mr/mn; no 2 mn (500 wmr) "dbapmaLeBTnyHA "®apmMaueBTnYHa marepianis 3miHu | Tuny - 3MiHN
a6o no 4 mn (1000 mr) B ipma "OapHuus” thipma "AapHuus" Loao 6e3nekn/edeKTMBHOCTI Ta
amnyni; no 3 amnynuny dhapmakoHarnsgy - 3MmiHM BHECEHO
KOHTYPHIli YapyHKOBIi B TEKCT MapKyBaHHS yNakoBKu
ynakosui; no 1 nikapcbKoro 3acoby
KOHTYPHIli YapyHKOBIi
ynakosLi B nauui; no 5
ammyn y KOHTYpHIiA
YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIli YapyHKOBIli
ynakoBLji B nayui; no 5
amnyn y KOHTYPHIiA
YapyHKOBIli ynakoBLyj; no
2 KOHTYpPHi YapyHKOBI
yNakoBKM B NauLli
202. | UWATPAMOH Tabnetku no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/3984/01/01
EKCTPA Tab1eToK y KOHTYpHii "apmaueBThyHa "hapmMaueBTNYHa MaTtepianis: 3MiHu | Tuny - Ans

YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIli YapyHKOBIli
ynakoBLji B nauLii

ipma "OapHuus”

ipma "JapHuus”

BUPOGHMKA Ajl040T pevoBUHU
KodheiH Shandong Xinhua
Pharmaceutical Co., Ltd., China
NOKa3HUK «TepMiH NPUAATHOCTI»
npuBELEHO Y BiANOBIAHICTb A0
marepianiB BUPOOHMKA i
npeAcTaB/ieHo B HACTYMHii
pefakuii: «4 pokn — TepPMiH
NepeKoHTPO/I0»; 3MiHN | TRy - B
TecTi «Baxki meTanu» gns
BMpo6Huka Shandong Xinhua
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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

Pharmaceutical Co., Ltd., China
TECT BUNYYEHO 3 PO34iny Ha
nigcrasi aHanisy pusukis Big

BMPOGHMKa i BUMOT MOHorpadii

«Caffeine» €poneiicbkoi
dapmakonei (10.0).

TecT «AHOMaJIbHa TOKCUYHICTb>»
BUTyYEHUIA 3 po34iny, Tak K
cy6CcTaHuis npu3HaveHa ans
BVIKOPVCT@HHS Y BUPOGHMLTBI

HeCcTepUbHUX NiKapCbKunx
3aco06iB. [JaHnii NoKasHWK He
KOHTpPONMOETLCA B AD| npun
BVMPOGHMWLTBI TBEPAMX NiKAPCbKUNX
dopm; 3miHW | TMny - Ao
cneuudikauii 4nsa BXigHOro

KOHTPO/IO Ha Aito4y pevyoBUHYy

KodheiH B TecTi «KUCMOTHICTb»

HOPMYBaHHS 3a/IMLLEHO 6e3 3MiH.
BHeceHi penakuiliHi npaBku, sKi
othopmneHi BIANOBIAHO A0
pekomeHAauili Ta cTunictukm AdY;
3MiHK | TUNY - y Tectax
«[pO30piCTb PO3UNHY»,
«CynbthaTn», «BTpaTta B Maci npu
BUCYLLYBaHHi», «CynpoBigHi

OOMILLKM» METOAUNKN 3aUINLLEHI

6e3 3MiH. BHeceHi pepakuiiHi

npasku, ki ochopMeHi BiANOBIAHO

[10 pekomeHaLiil Ta CTUNICTUKK

AdY; 3mibm | Tny: 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuundikauisx Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo

BUKOPVCTOBYIOTHCS Y NPOLEC

BMPO6HULTBA API; CynyTHA 3miHa:
3MiHn 3 sKkocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BunpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Wo

BVIKOPVCTOBYETLCS Y NpoLeci

BMpo6HULTBa AP (iHWI 3MiHN Y

mMeToAax BUNpPoGyBaHHSA
(Bkntovaroun 3amiHy abo
[0MOBHEHHS) Ad| 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
BUXi4HOro/MPOMiXXHOI0 NPOAYyKTY).

[o cneumndikauii Ta aHaNliTUYHUX
MeTOANK Ha Ailovy peyoBUHY
KodpeiH y Tectax «lgeHTndpikauis»,
«3aNLLKOBI KiNIbKOCTi opraHivyHnx
PO3UMHHUKIB», «KifbKiCHE
BU3HAYEHHS» HOPMYBaHHS
3a/mweHo 6e3 3miH. BHeceHi
pefakuiiiHi npaBku, Aki ochopmneHi
BIANOBIAHO [0 pekoMeHAauiin Ta
cTunictnkn AdY. Bunyyena
iHthopmauis npo Temnepatypy
nnaBfeHHs cybCcTaHLji 3 TecTy
«Onunc». TecT «PO3UYNHHICTb»
BignosigHo fo sumor A®Y 1.4
«MoHorpadii» Takox mae
pekomMeHAaLiliHWi XxapakTep, Ha
nifcTasi 4Oro 3anponoHOBaHoO
BWKOHYBaTV TECT Tiflbkv ANA
PO34MHHWKIB BoAa P Ta eTaHon
(96 %) P, wo He cynepeuntb
BuMoram @Y. B TecTi «Baxki
MeTanm» Ans BUpo6Huka «Jilin
Shulan Synthetic Pharmaceutical
Co., Ltd.», China HopMyBaHHs
3a/mweHo 6e3 3miH. BHeceHi
pefakuiiiHi npaBku, Aki ochopmneHi
BIANOBIAHO [0 pekoMeHAauiin Ta
cTunictukn AdY. HopmyBaHHS
TecTy «MikpobionoriyHa yictoTa»
NpUBELEHO Y BiANOBIAHICTb A0
Bumor €9, 5.1.4.

B.o. l'eHepanbHOro gupekropa Aimpekropary
thapmaueBTUUHOro 3a0e3nevyeHHsA IBaH 3AABOPHUX
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MEPENIK

Aopartok 4

[0 Haka3sy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

BiA Ne

NIKAPCbKUX 3ACOBIB, fIKI HE PEKOMEHAOBAHI O AEPXXABHOI PEECTPALLI, NEPEPEECTPALYI TA BHECEHHSA 3MIH A0

PEECTPALIAHUX MATEPIANIB

Ne | HasBga niikapcbko20 Popma sunycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa rMiocmasa lMpoyedypa
n/n 3acoby

MEAOUMNPUH TabneTku, BKPUTI Mepokemi NTA Kinp Megokemi NTA Kinp 3acifaHHa HTP Ne 24 He peKoMeHAyBaTuU A0 3aTBepAXeHHA - 3MiHW [0
NNiBKOBOIO 060/1I0HKOIO, (3aBog AZ) Big 15.07.2021 IHCTPYKLii A8 MegUYHOro 3acToCyBaHHA  NiKapCbKoro
no 500 wmr; no 10 3acoby He BiAnoBigaloTb 3asBMeHii npoueaypi
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHIi
Kopoo6Li

ME/TOKCUKAM- pO3unH ANs iH'ekuin, 15 TOB Ykpaina Ykpaina 3acigaHHa HTP Ne 29 He peKoOMeHA0BaHO [0 3aTBEepP[PKEeHHA - BUMpPaB/IeHHA

BEPKAHA Mmr/1,5 mn no 5 amnyn y "BEPKAHA+" np!/'BaTHe Big 19.08.2021 TEXHIYHOI MNOMWJ/IKM, OCKi/IbKM 3anporoHoBaHa pepakLis
6nicTepi; no 1 6nictepy y aKuyloHepHe TEXHIYHOI MOMUAKN He BiANoBigaE BU3HAUYEHHIO «TeXHIYHA
KapTOHHil nauL TOBApMCTBO "/1eKxiM nomunka» (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),

TOMy WO noOMuIKa  JonyweHa B martepianax
peecTpaLiiHoro Aocbe 3asaBHUKA

PACNONENT® PO34UH opasibHUiA, 1 TOB "[>XOHCOH i YKpaiHa Benbris 3acigaHHa HTP Ne 30 He peKOMeHAYETbCA A0 3aTBep[pKeHHA - BUMNpPaB/eHHA
mr/mMA; no 30 M a6o 100 JPKOHCOH AHccen Big 02.09.2021 TeXHIYHOI MOMWMKW, OCKIMbKM [aHa npouegypa He
MA 'y chnakoHi; no 1 YkpaiHa" ®apmauesTika HB Bignosigae n.2.4. posginy VI Hakazy MO3 YkpaiHu Bifg
hnakoHy pasom 3 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3 YkpaiHuu Big,
nineTKol-A03aTopom y 23.07.2015 p Ne 460)
KapTOHHIN ynakoBLii

XNOPrekCnavH PO34MH 415 30BHILLHBOTO MpAT YKpaiHa YkpaiHa 3acigaHHa HTP Ne 30 He pPeKoMeHAoBaHO [0 3aTBepMXEeHHSs - AOMNOBHEHHS
3acTocyBaHHA 0,05% no PapmaueBTUYHa MpAT Big 02.09.2021 Cneuudpikauii 8 MKA /13 nepiognyHIiCTIO KOHTpOAIO
100 mn y donakoHi thabpuka dDapmau,elnlaTl_/que}' BM3Ha4YeHHA MokasHuka "CynpoBigHi gomiwkun" (APY,
nonimepHomy, o 1 "Biona" tpabpuka "Biona 2.2.29 meTtos, BEPX), a came: neplua Ta KoXHa n’sta

dhnakoHy B nayi, no 100
ab6o no 200 mny
hnakoHi noniMepHomy

HacTynHa cepifi, ane He pipwe Hk 1 cepia B pik.
3anponoHoBaHo: CNEUWVN®DIKALIA CynposigHi
pomiwku*. Cyma powmiwok: He 6inbwe 3,0 %.
*MepioguUHiCTb KOHTPOJIIO: Mepwa Ta KOXHa n'sAta
HacTynHa cepifi, ane He pigwe Hk 1 cepia B pik,
OCKiIbKM HafiaHe OOGIPYHTYBaHHA Ta Marepianu
peecTpauiiHoro focbe B NiATPUMKY 3anponoHoBaHOT
3MiHU WOAO0 BBEAEHHSA MepPioaMyYHOCTI KOHTPO/IO 3a
NoKasHUKOM «CynpoBifHi AOMIlLKW» He € AOCTaTHIMMW.
MokasHMK «CynpoBigHi AOMIWIKN» € KPUTUYHUM
NOKa3HUKOM SIKOCTi, SIKW/A BNAMBAaE Ha SAKICTb Ta
6e3neKky /13, a TakoX BpaxoBYyHUM fiKapcbKy cdhopmy
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N3 po3uMH ANA  30BHIWIHBLOrO  3aCTOCYBaHHS,
BBa)XAEMO 3a HeoOXifAiHe KOHTPO/IOBAaTU MNOKa3HUK
«CynpoBigHi AOMIlIKU» K PYTUHHUIA TecT. TOMy 3MiHa
wozao nepiognyHocCTi KOHTpO/I0 nokKasHuka
«CynpoBigHi AOMilWIKM» He peKoMeHAoBaHa A0
3arBepKeHHs. [Moka3HUK «CynpoBigHi AOMIWKu» €
KPUTUYHMM MOKA3HUKOM SAKOCTi, SIKWIi BNAMBae Ha
AIKICTb Ta 6e3neky /13, a TaKO)XX BPaxoBYHOUU liKapCbKy
copmy /13 po3unH ANA 30BHILIHBLOrO 3aCTOCYBaHHS,
BBaXAEMO 3a HeoOXifiHe KOHTPOMIOBATU MNOKa3HUK
«CynpoBigHi AOMIlWIKN» K PYyTUHHUIT TecT. TOMy 3MiHa
uono nepiognyHoCTI KOHTpPOIO NoKasHuKa
«CynpoBigHi AOMilWIKM» He peKoMeHAoBaHa fAo
3aTBEPAKEHHS.

B.o. l'eHepanbHOro gupekropa Aimpekropary
thapmaueBTUUHOrO 3a0e3nevyeHHsA
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IBaH SAABOPHUX




