Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHu

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NPOMOHYKOTbLCA A0 AEPXXABHOI PEECTPALI
Ne Ha3ssa sikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
1. BEPANAMINY MOPOLLIOK KPUCTaUTIYHWIA MpAT Ykpaina Mipaman dapma IHAis peecTpauist Ha 5 pokis - He niidnsizae UA/19137/01/01
rAPOXNOPUL, (cybcTaHuis) y naketax "®apmavueBTUYHa Nimiten
noaBiliHMX ipma "OapHuus”
nonieTuneHoBux ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
2. KANKBEHC kancynu TBepgi, no 100 ACTPA3EHEKA Lseuis BMPOGHWLTBO, LLsewis peecTpauisi Ha 5 pokis 3a He niidnsizae UA/19138/01/01
Mr; Mo 6 TBEpAMX Kancyn AB KOHTPO/b SIKOCTI, peyenmom
y 6nictepi; no 10 nepBuHHE Ta MepiognyHICTb NofaHHSA
6nicTepiB y KAPTOHHIN BTOPVHHE perynsapHo
Kopo6Lii; no 8 TBepanx nakyBaHHS1, BUMYyCK OHOB/IIOBAHOTO 3BITY 3
Kancyn y 6nictepi; no 7 cepi: 6e3neku, BiANOBIAHO A0
6nicTepiB y KAPTOHHIN AcTpa3eHeka Ab Mopsaaky 34iCHeHHS
Kopoobui thapmakoHarnagy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku
3. METACMPEN cnpeii HasaslbHUiA, TOB "BAJIAPTIH YkpaiHa TOB "Mikpodpapm" Ykpaina peecTpauist Ha 5 pokis 3a He nidnsiecae UA/19139/01/01
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MOPOLLKOM Y KapTOHHIl
KopoobLi

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

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) nocBi0O4Y€eHHs1
[030BaHuit, 50 MKr/go3y OAPMA" peyenmom
no 10 r (60 fo3) a6o 18 MepiognyHicTb NogaHHA
r (140 po3) y perynsipHo
nonieTnaeHoBoMy OHOB/IIOBAHOTO 3BITY 3
h/1aKoHi 3 HacoCcoMm- 6e3neku, BiANOBIAHO A0
[03aTopoM Ta Mopsiaky 34iiCHEeHHS
Hacafkoto- chapmakoHarnsagy,
po3nusoBayvem i3 3aTBEPKEHOr0 Haka3om
3aXUCHNM KOBMAYKoOM, MiHicTepcTBa 0XOpPOHYU
no 1 cpnakoHy B 3[10pOB’A YKpainu Big 27
KapTOHHIA navui rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku
4, MIKA®YHIH nopoLUoK aNs ToBapucTBo 3 YkpaiHa TOB "dapmigesn” NatBis peecTpauist Ha 5 pokis 3a He niidnsieae UA/19140/01/01
KOHLieHTpaTy Ans 06MEXEHOI0 peyenmom
pO34nHy ONs iHys3ili no BiANOBiAA/IbHICTIO MepioAnyHICTb NofaHHSA
50 mr; no 1 conakoHy 3 "POKET-®APM" perynsapHo




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs

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

MIKA®YHIH

MOPOLUOK ANs
KOHLEHTpaTy ans
PO34MHy A18 iHdy3iil no
100 wr; no 1 chnakoHy 3
MOPOLLIKOM Y KapTOHHili
KopoobLi

ToBapucTBO 3
06MeXeHoI0
BiANOBIAA/LHICTIO
"POKET-®APM"

YkpaiHa

TOB "®apmigesn”

NatBis

peecTpauisi Ha 5 pokis

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

3a
peyenmom

He nionsizae

UA/19140/01/02

HANBEH

pO34nH AN1 iH'ekuii, 10
mr/mn, no 1 mn B
amnyni, no 5 amnyny
KOHTYPHIli ynakosLj, no
1 KOHTYpHIlA ynakoBL,i y
KapTOHHIlA KOpooLi

Crepun-xeH
Navid CaieHcus
(M nra

IHais

Crepun-xeH
Navid CaiteHcus
(M nra

IHais

peecTpauist Ha 5 pokis

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

3a
peyerimom

He nionsieae

UA/19141/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs

poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaYeHMn y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3nekun

TPIBOHOP

TabneTku, BKpUTI
N/1iBKOBOK 060/I0HKOIO
no 20 mr; no 14
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHIN
nauuj

Mictpan Kenitan
MeHeaXmeHT
Nimiten

AHrnis

CiHTOH XicnaHisi,
C. .

IcnaHis

peecTpauisi Ha 5 pokis

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

3a
peyenmom

He nionsizae

UA/19142/01/01

DNYTUKA3OHY
DYPOAT

MOPOLLIOK (CybCcTaHuis) y
nonieTUIeHOBNX
naketax ans
thapmaueBTUYHOro
3aCTOCYBaHHS

ToBapucTBO 3
o6MexeHo
BiANOBiAA/IbHICTIO
"®apmaueBTuyHa
KOMMaHis
"3popos's”

Ykpaina

BMPOGHMLTBO,
BWMNYCK cepil:

CTEPJIIHI C.I.A,,

ITanis;
MiKpOHi3auis:
I.M.C. C.P.J1,,

ITanis;
MiKpOHi3auis:

MIKPOKEM

ITanis

peecTpauist Ha 5 pokis

He nionsieae

UA/19143/01/01
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Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
C.P.J1., Itanis [

B.o. l'eHepanbHOro gupekropa Ainupekropary
chapmaueBTUUHOro 3a0e3nevyeHHsA

IBaH 3SAABOPHUX




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBsa snikapcbko20 dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa YmosBu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. A3UTPOMILVH 1000 | TabneTtku, BKpUTI AHaHTa Mepgikeap Benvka $namiHro IHais nepepeecTpawis Ha 3a He UA/12158/01/01

N1iBKOBOK 060JIOHKOIO, nrp. BpuTtaHis PapmacbloTukanc HeobMexeHuii TepMiH peyenmom nionsizae
no 1000 wmr; no 4 nta., IHais;
Tabnetku y 6nictepi; no ApTypa OHOB/IEHO iH(hopmaLLito
1 6nicTepy B kOpobL, 3 dapmacbloTikans B IHCTPYKU|i ans
KapTOHY MBT. N74., IHAIA Megu4Horo

3acToCcyBaHHSA

nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BracTmsocTi",
"Moka3aHHs" (YTOUYHEHHS
iHhopmawi),
"MpoTunokasaHHa",

"B3amogis 3 iHWMMKN
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHs",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"Cnoci6 3acTocyBaHHs
Ta fosn”,
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
BignosigHo o0
OHOB/IEHOT iHdopMaLLii
040 6e3nekn Aitoyoi
peYvOoBUHM.

MepioAnyHICTb NOAAHHS
perynsipHo




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

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

ASUTPOMIUVH 250

TabneTku, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 250 wmr; no 6
Tabnetok y 6nictepi; no
1 6nicTepy B kopobu; 3
KapTOHY

AHaHTa Mepgikeap
nra.

Benvka
BpuTtaHis

dnamiHro
PapmacboTUkanc
nra., Hais;
ApTypa
dapmacbloTikans
MBT. N74., IHAIA

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeNYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1aCTVBOCTI",
"Moka3aHHs" (YTOYHEHHS
iHdhopmauii),
"MpoTunokasaHHA",
"B3amogis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nuBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs

3a
peuyernmom

He
nidnsieae

UA/12158/01/02




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

Ta fosn”,
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
BignosigHo 0
OHOB/IEHOT iHdopMaLLii
o0 6e3neku aitoyoi
peyvoBUHM.

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

A3UTPOMILIVIH 500

TabneTkun, BKpUTI
MN/1iBKOBOK 060JIOHKOIO,
no 500 mr; no 3
Tabnetku y 6nictepi; no
1 6nicTepy B kopobL,ji 3
KapTOHY

AHaHTa Megikeap
nra.

Benuka
BpuTaHis

dnamiHro
dapmacbioTrKanc
nta., IHais;
ApTypa
dapmacbioTikans
MeT. NITA., IHAiA

IHais

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeNYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1acTmMBoCTi",
"MokasaHHa" (YTOYHEHHSA
iHdhopmawuii),
"lMpoTunokasaHHa",

3a
peyenmom

He
nionsieae

UA/12158/01/03




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

"B3amogis 3 iHWMMKN
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHs rpygaro”,
"Cnocib 3acTtocyBaHHs
Ta gosn",
"MNepepo3yBaHHsA",
"Mo6iuHi peakwyii”
BiANoBIgHO A0
OHOBJIEHOT iHChopMaLi
Loao 6e3neku aitoyoi
peyoBUHN.

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

BITAMIH A-
310POB'AA

Kancynu m siki no 33000
MO; no 10 kancyn y
6nicTepi; no 5 6rictepis
y KopobLi 3 KapTOHY

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

3MiHV BHEceHo 0

6e3
peuyenma

nionsieae

UA/16142/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

KOMNaHis
"3710poB'S"

KOMNaHis
"310poB'"

IHCTPYKUiT aNns
MeAnYHOro
3acToCyBaHHs
nikapcbkoro 3acoby Ao
posginis: "Cknag"
(peparyBaHHs),
"Oco6nMBOCTi
3acTocyBaHHSA" WoA0
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acooby.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

BITAMIH A-
340POB'A

Kancynv m ski no
100000 MO, no 10
Kancyny 6nictepi; no 5
6nicTepiB y kopobu,i 3
KapTOHY

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmMaueBTNYHa
KOMMaHis
"3p0pos'a"

YkpaiHa

ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa
KOMMaHis
"3popos'a”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

3MiHV BHECEeHOo Ao

IHCTPYKUiT aNns
MeaNYHOro
3aCcTOCyBaHHSA
niKkapcbkoro 3acoby o

posginis: "Cknag"
(peparyBaHHs),
"Oco611BOCTI

6e3
peyenma

nidnsieae

UA/16142/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

3acTocyBaHHA" WoA0
6e3nekn 3acTocyBaHHs
NiKapcbKoro 3acooby.

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

EMANJIAI®

PO34WH AN iH'EKLiA, No
15 000 O4/mn; no 1 mn
y thnakoHi; no 1
thnakoHy B navui

TOB "tOpisi-Gapm"

Ykpaina

LlleHbsiH CaHLuaiiH
dapmachbloTikan
Ko., N1T4.

Kutaii

nepepeecTpavis Ha 5
pokiB

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy

3a
peuyernmom

He
nionsieae

UA/15181/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.

MIODAIr®
BAKTEPIO®AI
MNONIBANEHTHUA

pO34uH, no 10 MmNy
cKnsiHoMy donakoHi; no 4
h/1aKOHM B KOHTYPHIi
YapyHKOBIli ynakoBLij; no
1 KOHTYpHIli YapyHKOBIA
ynakoBLji Y KOMM/IEKTi 3
KpyLLIKamMm-
KpanenbHULUAMK, B
iHAVBIQYyabHOMY
nakyBaHHS B nauLii 3
KapToHY; no 20 Mny
CKNsiHOMY doniakoHi; no 1
hNakoHy y KOMNNEKTi 3
Haca/ikoo-
posnunioBavem B
iHAMBIAyanbHOMY
nakyBaHHi B nauui 3
KapToHy; no 20 Mny
CKNAAHOMY (pnakoHi; no 4
dh/1aKOHW B KOHTYPHIiA
YapyHKOBIli ynakoBLyj; Mo
1 KOHTYpHIlA YapyHKOBIli
ynakosLi B nayui 3
KapToHy; no 20 My
CKNAAHOMY (pnakoHi; no 4
dh/1aKOHW B KOHTYPHIiA
YapyHKOBIli ynakoBLj; Mo
1 KOHTYpHIlA YapyHKOBIli
ynakoBL{i Y KOMMNIEKTi 3
HacafKoto-
posnunioBavem B
iHAMBIgYyansHOMY
nakyBaHHi B nauui 3
KapToHy; no 50 mny
cKnsiHOMY chnakoHi; no 1
chnakoHy B nauu 3
KapTOHY

HEO MNMPOBIO
KEAP IHK.

KaHaga

BCi cTagii
BMPOGHMLTBA:
TOB «dAPMEKC
PYT», YkpaiHa,
ans HEO MPOBIO
KEAP IHK.,
KaHapa;
BUMNYCK Cepii:
TOB «dAPMEKC
PYT», YkpaiHa,
ans HEO MPOBIO
KEAP IHK.,
KaHapa
abo
TOBAPWCTBO 3
OBMEXEHOIO
BIANOBIAANBHI
CTHO
«HEOIMNPOBIOKE
AP-YKPATHA»,
YkpaiHa

YkpaiHa/
KaHaga

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3ginax "Cknag"
(He3HauHe
peparyBaHHs),
"Ocob6nvBocCTi
3acTocyBaHHsA"
BiANoBIgHO A0
iHchopmawii cTocoBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpauiiHoro J4ocCheE.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne

3a
peyenmom

He
nionsieae

UA/15974/01/01
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AHTUPABIYHUNA
NOANHN

y dhnakoHi; no 1
h1aKoHY Y KapTOHHilA
nauuj

OHOB/EHO iH(hopmaLLito
y po3sginax
"bapmakoTepanesTuyHa
rpyna. Kog ATX." (6e3
hakKTUYHOT 3MiHW Koay
ATX), "dapmakonoriyHi
B/1acTmMBoCTi",
"Moka3aHHs"
(mopaBaHHs
3acTepexeHHs npo
HEeOobXifHICTb Kypcy
BakUmHauji),
"TMpoTunokasaHHa",
"Ocob6nuBi 3axoam
6e3nekn”, "Bsaemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUan
B3aemMogijin",
"Oco61mBOCTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta fo3n"
(yTouHeHHs iHdopMaLii),
"Mo6iuHi peakwii"
IHCTpYKLii Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby
BignosigHo oo
marepianis
peecTpauiiHoro JocCbe,
a TaKoX BHeCeHi
pefakLiiiHi yTOYHEHHS Y
TekcT po3ginis "Cknag”,
"3acTocyBaHHS y nepios
BariTHocTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.
8. PEBIHONMIH PO34mnH ANns iH'ekuin 150 HEO MNMPOBIO KaHnapa KAMAJA NTA. I3painb nepepeecTpawis Ha 3a He UA/15778/01/01
IMYHOInobyniH MO/mn no 2 a6o 10 mn KEAP IHK. HEe0bMeXeHW TepMiH peyenmom nionsieae
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

Ta gosn”, "Ymosu
36epiraHHaA"
(peparoBaHo).

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

CIrAH-ABC

TabneTkun, BKpUTI
MNiBKOBOK 06010HKOIO,
Ne 200: no 4 TabneTkm y
cTpuni; no 1 ctpuny B
KapTOHHOMY KOHBEpTI;
no 50 koHBepTiB Y
KapTOHHiI kopobuj; Ne 4:
no 4 TabneTkn y cTpuni;
no 1 crtpuny B
KapTOHHOMY KOHBEpTI

[xeHom BioTek
Mer. 114,

IHais

[xeHom bioTek
Mer. Ni14.

IHais

nepepeecTpavis Ha 5
pokiB

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy

3a
peuyernmom

He
nionsieae

UA/2445/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.

10.

YNbKABIC®

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 120 mr; no 14
Tabnetok y 6nictepi; no
2 abo 6, abo 8 bnicTepis
Y KapTOHHIil kopobui

KPKA, a.4., Hoso
MEeCTO

CnoBseHis

BMPOBHULITBO «in
bulk», nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPONb Ta
BWMYCK Cepii:
KPKA, a.4., Hoso
mecTo, CNnoBeHis;
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, C/ioBeHis

CnoseHis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

3MiHV BHeceHo A0
IHCTPYKUii Ans
MeAnYHOro
3acToCyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis: "OcobmBoCTi
3acTocyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignosigHo oo
OHOB/IEHOI iHdopMaLlii 3
6e3nekun gjtoyoi Ta
[OMNOMDKHUX PeYOBUH
nikapcbKoro 3acooby.

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

6e3
peuyenma

nionsieae

UA/16078/01/01
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
3i cTpokamu,

3a3HaYeHMn Yy
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

B.o. N'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOroO 3a6e3nevyeHHA

16
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Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

KapTOHHIlA KopooLi

[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (BHECEHHs
3MiH y JOCbE O/151 IPUBEAEHHS Y
BIANOBIAHICTb A0 3arasibHOI
cTatTi 2.9.40 «OgHOopIAHICTb
[1030BaHNX ONHULIb>
L®Y/EBponeiicbkoi hapmakonei
3aMiCTb 3aTBEPAKEHNX
3arasibHux crarteit 2.9.5
«OAHOopIgHICTb Macu» Ta/abo
2.9.6 «OgHOpIAHICTb A03U»),
3MiHa napameTpis cnevudikauii,
a came: po3ginu «CepefHs
Maca» Ta «OfHOPIAHICTbL Macu»
3aMiHEHO Ha po3ain
«OAHOPIAHICTb 1030BaHUX
O MHNLb/PO3paxyHKOBO-BaroBuii
meTog». MNponoHoBaHa
pepakuif: Ne HalimeHyBaHHS
nokasHukis Bumorn Metog,
KOHTponto 3. OfHOPIAHICTL
[030BaHNX
O MHNLb/PO3paxyHKOBO-BaroBuii
meTog * Bignosigae (L1 < 15; L1
< 25) N.3 MKA N3, €$ 2.9.40
*BUKOHYIOTbCS TiNbKW Npu
BWMYCKY FOTOBOrO NiKapCbKoro
3acoby;
3MiHK | TUNy - 3MiHa NapameTpiB
crneundikauii N3, a came: -
BUTYYEHHS OMILLKM 4 3

NEPENIK
NIKAPCbKUNX 3ACOBIB, LLOA40 AKX NPOMOHYETLCA BHECEHHA 3MIH 40O PEECTPAUIMHNX MATEPIA/IB
Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. AEPOO®INNIH® Tabnetku no 400 Mr no Eii. Bi. Ci. ITanis Eii. Bi. Ci. ITanis BHECEHHS 3MiH 0 3a peyernmom UA/4391/01/01
10 TabneTok y 6nicTepi; PAPMACBIOTILMN PAPMACBIOTILN peecTpauiiiHix maTepianis:
no 2 6nictepu B C.MN.A. C.MN.A. 3MiHK | TURY - 3MiHK 3 AKOCTI.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nokasHuka «omiwku (TLUX)»,
OCKiNIbKW [OMiLLKa MOXOAUTb Bif,
npowecy BMpobHuLTBA
[oKcodininy, SKniA
3[iACHIOETLCS BUPOGHUKOM
aitoyoi peyosnHu Kores India,
AUl Binblue He
BMKOPUCTOBYETLCA AK
nocTavyanbHVK [ilo4oi peyoBUHY;
-BUTyYEHHS NMOKa3HUKa
«lpeHTudpikauis (JokcodiniH)»
meTogom TLUX, L0 BUKOHYETLCA
TiNbKN NPU BUMYCKY, Y 3B’A3KY 3
[OJaHHAM MeToay iaeHTudikaui
metogom BEPX; -BunyyeHHs
nokasHuka «laeHtudikayis
(Aokcodpinin)» Y®/Bug, wo
BUKOHYETbLCA TifIbK NPOTArOM
TEepMiHy NMPUAATHOCTI, y 3B'A3KY 3
TUM, LLIO Lieil NOKa3HWK BiACYTHIlA
B cneyudikauii npotarom
TEepMiHy NpPUAATHOCTI; 3MiHu |
TUNY - 4OAAHHSA A0 crneundikauii
npy BUMYCKY NoKasHuka
«lgeHTudikayis gokcodinivy
BEPX» 3 BignosigH1M MeToL0om
BMNpobyBaHHsA. MponoHoBaHa
pepakuis: Ne HaiimeHyBaHHs
nokasHukis Bumoru Metop,
KOHTpO/t0 5. |geHTudikauis
nokcodininy* -BEPX - Y®/Bug
MosuTtueHwuii M.5.1 MKA N3,
BHYTPILLUHSA METOAMKA BUPOOHUKA
MosuTtueHwii M.5.2 MKA N3,
BHYTPILLHA MeToAMKa BUPOBHMKa
7. CynyTHi gomiwku (BEPX)** : -
powmiwka 1 < 0,2%; -gomiwka 2 <
0,2%; -pgomiwka 3 < 0,2%; -
6yAb-sika HecneuudikoBaHa
Aomiwka < 0,17%; - 3arasibHui
BMICT gomMiwok < 1,0%; M.7 MKA
N3, BHYTPILLHA MeToauKa
BMPOGHUKa; 9. BmicT
nokcodpiniHy (BEPX)95,0-
105,0% Bif 3aABNEHOI KiNbKOCTI
(380 mr/Ta6-420 mr/Tab) .10
MKSA N13, BHYTpIWHA MeToAMKa
BMPOGHUKA *BUKOHYIOTHCSA TiNlbKM
npv BUNYCKY TOTOBOrO
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby ** gomiwka
1: 1-(2-meTun-1,3-giokconaHin)-
4-N-meTunamido 5- N- metun
Kapbokcamigo imigason -
LOMillKa 2: TeoiniH-7-
auetanbgeria -gomiwuka 3:
TeodiniH; 3miHm | TNy -
[04aHHA BU3HAYEHHS Oyab-sKol
HecneundikoBaHoi JOMILLKN [0
nokasHuka «CynyTHi AOMILLKM
(BEPX)»;
3MiHW | TUNY - 3BY)XEHHS
[0NyCTUMUX MeX [omiwkm 1,
[Jowmiwkm 2 Ta Jomiwkm 3
nokasHuka «CynyTHi AOMILLKM
(BEPX)»; 3MiHn | TURY - 3mMiHa
MeToAy BUNPO6YBaHHS
nokasHuka «Jlomiwku» 3 TLX Ha
BEPX; 3MiHu | Tuny - 3miHa
MEeTOAY KiNbKiCHOro BU3HaYeHHs
pokcodpininy 3 CP Ha BEPX Ta
3a3HayeHHs MOBHOrO Onucy
MeToAy BUNPO6YBaHHS
ineHTudikauii fokcodiniHy
Y®/Bug,. YTOUHEHHA MeToay
BUNPOBYBaHHS TeCcTy Ha
PO3YMHEHHS A5 NPUBEAEHHS Y
BiANOBIAHICTb A0 MeTOAY
BUMPOBYBaHHS, L0
3aTBEPLKEHNI Y KpaTHi
3aABHUKa/BMPOGHUKA, a came
YTOYHEHO Ha3BY BOAM, LLO
BMKOPUCTOBYETbLCA («BOAA
ouyLLeHa» 3aMiCTb «BoAa
[eioHi30BaHa»), foAaHo
NPUMITKY NPO HEOBXifHICTb
3aCTOCyBaHHSA YNbTPasByKy 4151
NPUroTyBaHHS i MPO TEOPETUYHY
KOHUEHTpaL,jil0 cTaH4apTHOro
pO34nHY
BHECEHHS 3MiH [0

3a peyenmom

UA/13910/02/01

AEPTAN®

NOPOLUOK A1 OpasIbHOT
cycneHsii no 100 mr, no
20 nakeTiB 3 NOPOLLKOM

Y KapTOHHIl1 ynakoBLi IHaycTpiac
dapmaceyTikac thapmakoHarnsgy. BeegeHHs
Anwmipan, C.A,, ab60 3MiHU [0 y3arasibHeHNX
Icnanis [aHuX Npo cuctemy
(BPO6GHMLTBO thapmakoHarnsgy (BBefeHHs
Hepo3dacoBaHoi y3arasibHeHUX JaHuX npo

BAT "TeneoH
PixTep"

YropumHa

BAT "TepeoH
PixTep", YropwuHa
(Buinyck cepil);

YropumHa/
Icnanis

peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NpoAyKLii, NepBUHHA
ynakoBKa, BTOPUHHA
yrnakoBka)

cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiiNOBIAaAbHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHUX JaHux
YMOBHOB&XEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
3pjiicCHeHHs1 hapmakoHarnagy.
3MiHa Micus 34iCHEeHHS
OCHOBHOT fisifIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsagy

UA/12966/01/01

ASUTPOMILH

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 250 mr, rno 6
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHIl
Kopobui

[xy6inaHt
[bxeHepikc NimiTeq,

IHais

[bxy6inaHTt
[bkeHepikc NimiTen

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS
BXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS; TOLLO); BHECEHHS
3MiH 0 po3ainy «MapKyBaHHs»
MK$ J13: 3anponoHoBaHo:
MapkyBaHHS. Y BifnoBigHOCTi 40
3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHs yNakoBK/ roTOBOr0
nikapcbKoro 3acoby 3
BHECEHHSAM iHchopmalii Wwoao
3a3HaYeHHs OAUHULb
BMMIpIOBaHHsA y cuctemi Sl 1a
IHLLOT TEXHIYHOT iHchopmaLii.
TepMmiH BBELEHHS 3MiH
npoTarom 6 micsuis nicns
3aTBEPKEHHS

3a peyenmom

ASUTPOMILH

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOHO,

Lxy6inaHt
[xeHepikc JlimiTeq

IHAjA

xy6inaHTt

[xeHepikc NlimiTeq

IHAjA

BHECEHHS 3MiH [0
peecTpaLiiHux MaTepianis:

3a peyernmom

UA/12966/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 500 mr, no 3
Tabnetku B 6nicTepi; no
1 6nicTepy y KapTOHHIl
Kopobui

3MiHW | TURy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA
BXE 3aTBEPAKEHOro TEKCTY
MapKyBaHHS; TOLLO); BHECEHHS
3MiH [0 po3ainy «MapKyBaHHs»
MK4A 13: 3anponoHoBaHo:
MapkyBaHHs. Y BiAnNoBigHOCTI A0
3aTBEPKEHOT0 TEKCTY
MapKyBaHHSA. OHOB/IEHHSA TEKCTY
MapKyBaHHS ynakoBK/ roTOBOro
nikapcbKoro 3acoby 3
BHECEHHAM iHdhopmaLii Lwoao
3a3HaYeHHs OAUHULL
BMMIiptOBaHHA y cuctemi Sl Ta
iHLLOT TeXHIYHOT iHchopmaLii.
TepMiH BBEEHHS 3MiH
npoTsArom 6 micAuis nicns
3aTBEPAKEHHS

A3NTPOMILUVH

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 250 wr, in bulk: no
5000 Tabnetok y
nonieTueHoBOMy MakeTi

Lbxy6inaHT
IhxeHepike Miviteq

IHais

[xy6inaHt
[xeHepike Mimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS
BXe 3aTBEPAXKEHOro TEeKCTY
MapkyBaHHs in bulk: no 5000
TabneTok y nonieTusieHoBomy
nakeTi (BHECEHHSI NO3HaYeHb
OfMHULb BUMIPIOBAHHS i3
3aCTOCyBaHHAM fiTep
naTvHCbKOro andasiTy; ToLLO);
BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapkyBaHHA. Y
BignoBiAHOCTI A0
3aTBEPIKEHOT0 TEKCTY
MapKyBaHHA. MapkyBaHHA. Y
BignoBiAHOCTI A0
3aTBEPIKEHOT0 TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
OHOB/IEHHSA TEKCTY MapKyBaHHs
yMakoBKN FOTOBOrO NikapCbKoro
3ac06y 3 BHECEHHAM iHchopmaL,i
00 3a3HAaYEeHHS OAMHULb
BMMIptOBaHHA y cuctemi Sl Ta
iHLLOT TeXHIYHOT iHchopmaLii.
TepMiH BBEAEHHS 3MiH
npotsArom 6 micsuis nicns

UA/12967/01/01
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Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHHS

A3NTPOMILUVH

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 500 wr, in bulk: no
5000 Tabnetok y
nonieTueHoBOMy MakeTi

Lbxy6inaHT
IhxeHepike Miviteq

IHais

[xy6inaHt
[xeHepike Mimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS
BXE 3aTBEPAXKEHOro TEeKCTy
MapkyBaHHs in bulk: no 5000
TabneTok y nonieTusieHoBomy
nakeTi (BHECEHHSI NO3HaYeHb
OfMHULb BUMIPIOBAHHS i3
3aCcTOCyBaHHAM NiTep
naTvHCbKOro andhasiTy; TOLLO);
BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapkyBaHHA. Y
BignoBiAHOCTI A0
3aTBEPIKEHOT0 TEKCTY
MapKyBaHHA. MapkyBaHHA. Y
BignoBiAHOCTI A0
3aTBEPIKEHOT0 TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
OHOB/IEHHSA TEKCTY MapKyBaHHs
yMakoBKM FOTOBOrO NikapCbKoro
3ac06y 3 BHECEHHAM iHchopmaL,i
00 3a3HAaYEeHHS OAMHULb
BMMIiptOBaHHA y cuctemi Sl Ta
iHLLOT TeXHIYHOT iHchopmaLii.
TepMiH BBEAEHHS 3MiH
npotsArom 6 micAuis nicns
3aTBEPAKEHHS

UA/12967/01/02

AVNIN®

Tabnetkun no 50 mr; in
bulk: no 11,0 kry
6apabaHax

AT "®dapmak”

YKpaiHa

AET labopatopi3
MpaiseT MimiTeq,

IHAis

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPoBaKEHHS Ai/IbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOUaum
AinbHULI BUNYycKy cepii abo
MicLie NPOBeAEHHSI KOHTPO/O
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBigae BMPOGHMK/iMNopTep,
BK/IOYAOUM BUMYCK Cepild) -
3MiHa Ha3BM Ta agpecu
BMpOGHUKa 13, 6e3 3MiHK
MicLa BUPOGHMLTBA. BBEAEHHSA
3MiH NpoTArom 6-Tu Micsiuis

UA/17555/01/01
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Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AVININ®

nicns 3aTBEPAKEHHS.

AUININ®

Tabnetku no 50 mr no 10
Tabnetok y 6nictepi; no
3 abo 6 bricTepiB y
nauui

AT "®dapmak”

YKpaiHa

AT "dapmak”
(BMPOGHMLTBO 3
npoaykuii in bulk
hipMU-BUPOBHMKA
AET labopatopi3
MpaiiBeT JlimiTeq,
IHAiA)

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEeHHSI KOHTPO/0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBigae BMPOGHMK/iMNopTep,
He BK/IoYatoun BUMyCK cepiid) -
BHECEHHS 3MiHM A0 maTepianis
peecTpauiiHoro AocheE LWoA0
3MiHU Ha3BW Ta agpecu
BUpo6HMKa in bulk, 6e3 3MiHK
MicLS BUPOGHMLTBA. 3MiHM
BHECEHI B IHCTPYKL,t0 ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"BUPOBHMK" 3 BIANOBIAHUMM
3MiHamu B TEKCTI MapKyBaHHS
ynakoBOK. BBefjleHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/17556/01/01

TabneTku no 50 mr, no
10 TabneTok y 6nictepi,
no 3 abo 6 6nictepis y
nauui

AT "dapmak”

YKpaiHa

AT "dapmak"
(BUPOGHMLTBO 3
npoaykuii in bulk

ipMu1-BMPOGHMKA
AET abopatopi3
MpaiseT N174., IHAiN)

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUMY - OHOBMEHHSA
cneumadikauii Ha 4ONOMIXHY
peyoBUHY
(rippokcmnponinuentosy
HU3bKO3aMiLleHy) AN
npuBeAEeHHs y BiANOBIAHICTb A0
BMMOT MOHorpadii
€Bponelicbkoi hapmakonei.
Kpim ToOro, y 38’3ky 3
OHOBJIEHHAIM po3ainy 3.2.P.4.1
OHOB/NIOKOTLCA po3gim 3.2.P.1,
3.2.P.3.2,3.2.P.4.2,3.2.P.43,
3.2.P.4.4 pns ponomixHoi
peyoBUHN
rigpokcunponinyentonosa
HM3bKO3aMiLLEHA;
3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOb AONOMDKHUX PEYOBYH.

3MiHa napameTpiB cneundikauii

3a peyernmom

UA/17556/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

ynakoska)

3asiBHUKa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

10.

AVUrNIN®

Tabnetku no 50 wmr; in
bulk: no 11,0 kry

AT "dapmak"

YKpaiHa

AET JlabopaTtopi3

IHais

Ta/abo JoMyCTUMUX MeX A7s
[0MOMDKHOT peyoBUHU
(monoBHeHHSA cnevudikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNpo6yBaHHS). MponoHoBaHa
pepakuisi: Particle size by
Malvern (Microns) a) 50% = D
(0,5)45-75, b) 90% =D (0,9)150-
250; 3MiHM | TUNY - BUNYYEHHS 3i
cneumaikaLji He3Ha4YHOro
noKasHMKa Ha [ONOMDKHY
peyoBUHY
(rigpokcunponinuentosy
HU3bKO3aMiLLEeHY), a came y
HOPMYBaHHi Noka3Huka «Po3mip
4acToK» BUJTyYEHO NapaMmeTp
“average particle size”

nocsio4YeHHs

6apabaHax

MpaiiBeT /T4,

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUMY - OHOB/IEHHS
cneundikauii Ha fOMOMiIXKHY
peyoBUHY
(rippokcmnponinuentosy
HV3bKO3aMilLieHy) Ans
npuBeAeHHs y BiANOBIAHICTb [0
BMMOT MOHorpadii
€Bponelicbkoi hapmakonei.
Kpim ToOro, y 38’3ky 3
OHOBJIEHHAIM po3ainy 3.2.P.4.1
OHOB/IIOKOTBLCA po3ginn 3.2.P.1,
3.2.P.3.2,3.2.P.4.2,3.2.P.43,
3.2.P.4.4 pna ponomixHoi

peyoBVHN

rigpokcunponinyentonosa

HM3bKO3aMiLLEHA;
3MiHW | TUMY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTPO/Ib JONOMIDKHUX PEYOBUH.
3MiHa napameTpiB cneuudikauiii

Ta/abo fonycTMMUX Mex Ans

[0MOMDKHOT PEYOBUHN
(monoBHeHHs cneuudikawii

HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNpOoGyBaHHS). MponoHoBaHa
pepaxuis: Particle size by
Malvern (Microns) a) 50% = D

(0,5)45-75, b) 90% =D (0,9)150-

UA/17555/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

250; 3MiHM | TUNY - BUNYYEHHS 3i
cneumaikaLii He3Ha4YHOro
noKasHMKa Ha [ONOMDKHY

peyoBnHY
(rigpokcunponinuentosy
HU3bKO3aMiLLEeHY), a came y
HOPMYBaHHi Noka3Huka «Po3mip
4acToK» BUJTyYEHO NapaMmeTp
“average particle size”

11.

ANMATENb®

CyCMeH3is opasibHa no
170 mn y cpnakoHi
CKNsiHOMY a60 3
nonietuneHtepedTanar
y; no 1 donakony 3
MipHOIO JTOXKOH B
KapTOHHI kopo6Lyj;

no 10 mMn y nakeTuky; no
10 a6o 20 nakeTukis y
KapTOHHIA Kopoo6Li

TOB "TeBa YkpaiHa"

YKpaiHa

BankaHdapmva-
TposiH AT

Bonrapis

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHW | TUMY - NoAaHHA
OHOBJIEHOI Bepcii MacTep-
thaiina Ha A®| MarHito
rigpokcng nacta AP/Version
2020-01-07 Big 3aTBEPKEHUX
BMpo6HUKiB A®I SPI Pharma,
SAS ($paHuin) Ta SPI Pharma,
Inc. (CLLA). Takox, BHECEHHS
YTOUYHEHHS 0 Ha3BW BUPOGHMKA
SPI Pharma, ®paHuis B MKA 13
3 METOH NPUBELEHHA Y
BignoBigHicTb oo p.3.2.5.2.1
Bupo6bHukn mactep-chaina Ha
A®I, a came BKasaTn Ha3By fAK
SPI Pharma, SAS (France).
MpuBeaeHHs p. «Cknag» MKA
N3 po npuiAHATOro B KOMNaHil
chopmaTty BUKNafEHHS
iHchopmauii. BBefeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TURY -
noAaHHs OHOB/EHOT BepcCil
MacTep-caiina Ha Ad|
AnoMiHilo rigpokens renb
AP/Version 2019-07-31 Big,
3aTBEPIAXEHUX BUPOGHUMKIB ADI
SPI Pharma, SAS (®paHuis) Ta
SPI Pharma, Inc. (CLUA). Takox,
BHECEHHS YTOUYHEHHS [0 Ha3Bu
BUpobHuKa SPI Pharma,
®paHuis B MKA 13 3 meTol0
npuBELEHHS Y BiANOBIAHICTb A0
p.3.2.S.2.1 Bupo6bHukM mactep-
(paiina Ha A®l, a came BkasaTtu
Ha3By sk SPI Pharma, SAS
(France). MNpuBeaeHHs p.
«Cknag» MKA 13 go
NPUIHATOro B KOMNaHii dpopmarty

6e3 peyenma

UA/3264/01/01
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Kopobui

peecTpavuiinHMX MaTepianis:
3MiHW | TUMY — OHOBJIEHHSA Y
nigpo3aini 3.2.S.4 KoHTponb
Lit0Y0i PeYOBMHN: 3a3HAYEHHS
KOHTpoNo AP| «AHTUTING 40
ramMma iHTepgepoHy NaNHU
ahiHHO OuMLLEH: CyMiLLl
romMeonaTnyHuUx po3seseHs C12,
C30 1a C200»; OHOBJ/IEHHSA Y M.
3.2.S.2.2. Onnc BUpOGHMYOro
npoLecy Ta oro KOHTPOSIo:
BBEEHO A04aTKOBY KiflbKiCTb
MaTepianis a5 aHanisy, npouec
BUPOBHMLITBA HE 3MIHIOETLCS;
3MiHW | TUNY - BBEAEHHSA
[04aTKOBOrO MeToay
BMNPOGYBaHHSA 4718 JOMNOMIKHOI
pPeyoBUHM NaKTo3n MoHorigpart
(Identification test Raman
spectrometry Ph. Eur. 2.2.48);
3MiHu |l Tuny - 3miHa
[ONYyCTUMUX MEX AJ15 MOKa3HMKa
«YucToTa», BU3HAUYEHOrO Y
cneumdikaLii Ha BUXigHWIA
NpPOAYKT «AHTUTINA 40 ramMma
iHTepdbepoHy noanHU adiHHO
OUMLLEHI», WO
BVIKOPVCTOBYETbLCS Y NpoLeci
BMpo6HULTBa ADI, 06ymMoBeHa

BHECEHHAM YTOYHEHHA LWoAao

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BVIK/TaAEHHS iHhopmaLii.
BBefeHHA 3MiH NPOTArom 6-1m
MiCALIB MIiCNA 3aTBEPL)KEHHS
12. AMOKCUN® AT TabneTtku, Wo NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH g0 3a peyenmom UA/12288/01/01
aucneprytotbes, no 500 "Kuismegnpenapar” "Kuismegnpenapar” peecTpavuiiHux maTepianis:
mr, no 10 TabneTok y 3MiHW | TUNy - BBEAEHHSA
6nicTepi; no 2 6nictepu [o[aTkoBoro posmipy cepii IM'3;
B MauLi 3 KapTOHY 3anporoHoBaHo: - Bif,
MiHiMasIbHOrO po3mipy 69 444
Tabnetok (50 kr) oo
MaKCMMasIbHOro po3mipy 222
222 Ttabnetok (160 «r); - 300 «r,
L0 cTaHOBUTL 416 666
Tabnetok (3 fonycTUMUM
BigxnneHHam Big 375 000
Tabnetok go 458 333 TabneTok)
13. AHA®EPOH Tabnetku, no 20 TOB "Marepia YkpaiHa 3AT CaHTOHiKa INntBa BHECEHHS 3MiH 0 6e3 peyenma UA/2614/01/01
Tabnetok y 6nictepi; no Mepgyka-YkpaiHa"
1 6nicTepy y KapTOHHIl
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MOX/IMBOCTi MOSIBU CMYTU 3
BifJlOMOIO KOHTPO/IbOBAHOIO
[OOMILLIKOO - KPONSiUUM
anb6ymiHOM; 3MiHM Il TRy —
3anponoHOBaHO YTOYHEHHS
[0NYCTUMUX MEX 38 MOKa3HUKOM
«MonekynsapHo-MacoBuii
po3nogin», BUSHAYEHOro Yy
cneumdikauii Ha BUXigHWIA
NPOAYKT «AHTUTING [0 raMma
iHTepdepoHy nanHU adiHHO
OUULLEHI», LLIO
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI; pefakuiiiHy
npasKy B Ha3Bi NapameTpy
«MonekynsapHO-MacoBuii
po3nofiny»; BHOCATLCA HE3HAYHI
peaakuiiiHi npaBKm LLOA0 NEBHUX
nokasHuKiB cneumdikauii
BUXiHOrO NPOAYKTY «AHTUTINA
[0 ramma iHTepd)epoHy NI0ANHN
ahiHHO OUMLLIEHI», SKi He
TATHYTb 3a COB0I0 3MiH,
3aaB/1EHI 3 METOI NPUBEAEHHS
Yy BigMoBIgHICTb pegakuii
marepianiB peecTpadiiHoro
[0CbE 3 OKYMEeHTaLieo
BMPOGHMKA BUXIAHOTO MPOAYKTY
14. APTU®PUH- PO34UH A5 iH'EKUI No ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/1349/01/02
340POB'A 1,7 mn B amnyni; no 10 obmexeHor 06MexeHo peecTpauiiHnx matepianis:
amnyn y KapTOHHIl BigNoBiAa/IbHICTIO BiANOBiAA/IbHICTIO 3MiHM | TUMY - NoAaHHSA
Kopobui 3 "PapmaLeBThYHA "PapMaueBTNYHA OHOBJIEHOTO cepTudikaTa
neperopogkamu; no 1,7 KoMnaHis "3gopos'a” KOMnaHis BiANOBIAHOCTI €BpONENCHKIil
M B amnysii, no 5 "3p0poB'a”, YkpaiHa thapmakonei gnsa A®| Aptukainy
amnyn y 6nictepi; no 2 (Bci cTagji rigpoxnopug CEP No. R1-CEP
6nicTepy B KAPTOHHIi BMPOGHMLTBA, 2003-215-Rev 07 (nonepegHs
kopo6bui; no 1,7 mn B KOTpOSIb SIKOCTI, Bepcis CEP No. R1-CEP 2003-
amnyni, no 10 amnyn y BMNyCK cepil); 215-Rev 06) Big, 3aTBEpKEHOTO
6nictepi; no 1 6nictepy ToBapucTBo 3 BUpobHmka SCI PHARMTECH,
B KapTOHHI Kopo6Lj; no 0bMexeHot INC., Taiwan
1,7 mn y kapnyni, no 10 BiANOBIAANILHICTIO
Kapnyn y 6nictepi, no 5 "®APMEKC rPym",
6nicTepiB y KAPTOHHIl YkpaiHa (Bci cTtagii
Kopobui BUPOGHMLTBA,
KOHTPO/1b SIKOCTI)
15. APTU®PUH- PO34UH A5 iH'EKLNA ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/1349/01/01

340POB'A ®OPTE

(1:100 000) no 1,7 mny
Kapnyni; no 10 kapnyny

06MeXeHo
BiANOBIAA/IbHICTIO

06MEXEHO
BiANOBIAA/ILHICTIO

peecTpavuiiHux matepianis:
3MiHM | TNy - NogaHHA
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KOHTYPHIli YapyHKOBIi
YMaKoBLi; MO 2 KOHTYpHI
YapyHKOBi YNakoBKu B
nauuj

ipma "OapHuus”

hipma "OapHuus”

3MiHuM | TNy - 3amiHa
[OMOMDKHOT PEYOBMHW HaTpIlo
cynbgiTy 6e3sogHoro (E 221)
Ha HaTpito meTabicynbdit (E
223). BBeeHHS 3MiH NpoTArom
6-TK MicAuiB nicns
3aTBEPMXKEHHS; 3MiHM | TUNy —
3MiHa KpuTepii B NPUAHATHOCTI Y
cneuudikauii Ha NPOMKHY
NPOAYKLto 3a NoKasHMKamm
«pH»: 3 «Big 6,1 A0 6,3» Ha «Bif
5,7 0o 6,3», Ta «KinbkicHe
BM3HAYEHHS»: 3 «He MeHwe 103
M i He 6inbLue 106 mr
ackop6iHOBOT kucnoTv B 1 mn
npenapary» Ha «He meHLe 95
M i He 6inbLue 105 mr
ackop6iHOBOT kucnoTv B 1 mn
npenaparty» (£ 5 % Big,
HOMIH&/TbHOTO BMICTY).
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPLXKEHHS;
3MiHM | TUNY — BHECEHHS 3MiH [0
meTogiB koHTponto N3 3a
nokasHvkamu: «MexaHiuHi
BK/THOUEHHS» Ta «KinbkicHe
BU3HAYEHHS». BBEAEHHA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHu |l Tuny —
3MiHW Y BUPOGHUYOMY npoLeci
N3, Wwo nondaraioTs B
YL0CKOHa/IeHI BUPOGHNYOro

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTtepi; no 1 abo no 5 "®apmavueBTUYHa "®apmavneBTUyHa OHOBJ/IEHOTO cepTudikaTa
6nicTepiB y KAPTOHHIl KoMnaHis "3gopos'a” KOoMnaHis BiANOBIAHOCTI EBpONEiiChKilt
KopoobLi "3p0poB'sa", YkpaiHa hapmakonei ansa A®l Aptukainy
(Bci cTagji rigpoxnopug CEP No. R1-CEP
BUPOGHMLTBA, 2003-215-Rev 07 (nonepeaHs
KOTPOSIb SIKOCTI, Bepcis CEP No. R1-CEP 2003-
BUMYCK cepii); 215-Rev 06) Bif 3aTBEpPAKEHOTO
ToBapucTso 3 Bupo6bHuka SCI PHARMTECH,
0BMeXeHOo0 INC., Taiwan
BiANOBIAA/IbHICTIO
"®APMEKC I'PYTIT",
YkpaiHa (Bci cTagil
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)
16. ACKOPBIHOBA PO34nH ANA iH'ekuid, 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/2991/01/02
KNCNOTA- Mr/M, Mo 2 MN B "®apmavueBTUYHa "®apmavueBTUYHa peecTpauiiHux maTepianis:
AAPHULA amnyni, no 5 amnyn B
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npouecy Ha Cragii 1




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MpuroTyBaHHsA Ta inbTpauis
po3unHy Ta Ha CTagii 2
HanoBHeHHs Ta 3anaiika amnyrn,
a came 3anpornoHOBaHO
BMKOPVCTOBYBATU a30T 3aMiCTb
BYI/IEKUCNIOTO rasy, ans
3abe3neyeHHs 3axmcTy
nikapcbKoro 3acoby Bif,
OKMCNEHHA Ta gerpagauii B
npoueci BUpo6HNLTBA.
[JopatkoBo geTanizoBaHo onvc
Ta CXeMy TEXHO/OrIYHOro
npoLecy Ta KOHTPO/I0 NpoLecy
Ha BCiX CTafisix BUPO6GHMLTBA.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS

17.

ALL® NTOHT

Tabnetku Wwmnydi no 600
mr; no 10 TabneTok y
Ty6i; mo 1 Ty6i B
KapTOHHIlA KOpooLi

CaHpo3
dapmacbioTikan3
Aa.a.

CnoBeHisa

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

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu Il TMny - 3MiHK BHECEHI A0
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin
"apmakonoriyHi BnactnsocTi”
Ha nigcTasi matepianis
peecTpauiiHoro AocbE.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MIiCNSA 3aTBEPLKEHHS

6e3 peyenma

UA/6568/01/01

18.

BET®EP®-1A

PO34MH A5 iH'EKLA no
12 000 000 MO; 5
wnpuuis (06'emom 1 mn)
y 6nicTepi; no 2
6nictepu B nauuj

TOB "3
"BIO®APMA"

YKpaiHa

TOB "®3"
BIO®APMA"

Ykpaina

BHECEHHSA 3MiH [0
peecTpavuiiHux matepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTBHOCTI Ta

thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHuX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi AiaHi) Ta/abo 3MiHn y

3a peyenmom

UA/13963/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepgakuis: ow,
TeTsHa lOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CobM
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsag,

19.

BYTONAP®

PO34MH A8 iH ek, 2
mr/mn; no 1 Ma po3unHy
B amnyni; no 5 amnyn y
kacerTi; no 1 kaceTi y
nauuj 3 KapToHy

My6niuHe
akKujioHepHe
TOBapuCTBO

"HaykoBo-
BVMPOGHWYMNIA LEHTP
"BopLyariBcbkuii
XiMiKo-
hapmaLeBTUYHNMI
3asof”

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-
BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaLeBTUYHWIA
3asofa”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHM | TUMy - peaakLiiHi npaBku
Ta [0N0BHEHHA B Cneumndikauii
[N KOHTPO/I0 NePBUHHOTO
nakyBaslbHOro MaTtepiany
«Amnynu 3 TpybHOro ckna
EMHICTIO 2 M/1» B pO34ii
«Onuc». 3MiHn B Cneumdikaui
[N KOHTPOJIO NEPBUHHOTO
nakyBaslbHOTO mMartepiany
«AmMnynn 3 Tpy6HOro ckna
EMHICTIO 2 M/1», @ came 3MiHU B
nepiogNYHOCTI NOKa3HWKIB
«MakcumasibHe NponyckaHHs
cBiTna (%)» Ta «ligponituuHa
CTiKICTb» - KOHTPO/IIOIOTb KOXHY
nepLuy Ta N'aTy cepito NOTOYHOro
POKY KOXXHOTO BMPOGHMKaA
KOXHOro po3mipy. (TecT
"MakcumasibHe nponyckaHHsa
ceiTna (%)" BUKOHY€ETbCA ANA
amnyn 6pyHaTHOro Kobopy);
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneupndikauii Ta/abo
OOMYyCTUMUX MEX NEPBUHHOT
yMakoBKN FOTOBOrO NikapCbKoro
3aco0y; cynyTHS 3MiHa - 3MiHK 3
AKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y meTogax
BMNPO6YBaHHSA NEPBUHHOT

3a peyernmom

UA/15461/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

20.

BIBUMNAK

YNaKoBKM rOTOBOTO /liKapCbKOro
3aco6y (He3HauHi 3MiHN Y
3aTBEPMKEHNX MeToAax
BMNpOGYBaHb). 3MiHN B
Cneuudpikavii 415 KOHTPOSO
amnyn, a came 3MiHa KpuTepito
NPUAHATHOCTI NOKa3HUKa
«TigponiTnyHa cTilikicTb» Ta
nocnigoBHa He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BUMPOOYBaHb NOKa3HUKA.
«ligponiTnyHa CTiliKicTb».
3a3HayeHHs iHopmali Wwoao
rigpoNiTUYHOrO KNacy CTiliKoCTi
amnyn B p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6; 3MiHW | TMNYy - 3MiHN B
Cnevyucpikauii Ana KOHTPoOso
amnysn — BBefJeHHs TecTy
«ApceH» (KOHTPOSOOTL 3rigHO
cepTudiikata BUPOOHUKA); 3MiHU
| TNy - BUNYYeHHN
HaliMeHyBaHHS nocTavYasibHUKIB
nakyBasibHUX MaTepianis 3
peecTpauiiHoro AOCbE; 3MiHU |
TUny - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J/1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEPMXEHNX MeToAax
BMNPOGYBaHHS); CyNyTHA 3MiHa -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULITBI. 3MiHK
BMNpoGyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHNX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby. HesHauHi
3MiHK [0 po3giny
«CTepwunbHicTb» ansa N3 1a MM
06yMOB/IEH] NPUBEAEHHAM Y
BiANOBIAHICTb A0 BUMOr EP/A®Y

pO34MH ANA iH'eKuiid, 270
mr iogy/mn; no 50 mn

abo no 100 mn y

xul Xenckea AC

Hopgeris

Doxul Xenckea
Ipnangis Nimiteq,

IpnaHgjs

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:

3MiHK | TNy - 3MiHK WOA0

3a peyernmom

UA/4254/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

chnakoHi; no 10
(h/1aKOHIB Y KapTOHHIl
KopoobLi

6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiiNOBIAabHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6m
3as1BHVKa, BiANOBiAa/IbHOT 32
3pificHeHHs1 hapMakoHarnsay B
YkpaiHi. MponoHoBaHa
pegakuis: I'yniii Mogmnna
BikTopiBHA. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6u
3as1BHVKa, BiANOBiAA/IbHOT 32
3pificHeHHs1 hapmakoHarnsay B
Ykpaii

21.

BIBUMAK

pO34MH ANa iH'ekuiid, 320
Mr iogy/mn; no 20 mn,
a6o no 50 mn, a6o no
100 mn, abo no 200 mn,
a6o no 500 mny
donakoHi; no 10
(h/1aKOHIB y KapTOHHIi
Kopobui

xul Xenckea AC

Hopgeris

Doxunl Xenckea
Ipnangis Nimiteq,

IpnaHgjs

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBAXEHOI 0COobM,

3a peyernmom

UA/4254/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6HuK

ynakoska)

3asiBHUKa

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

22,

BITAMPOCT

niodhinizat Ans po3unHy
Ans iH'ekuUili; 5 dpnakoHis

TOB "3

YKpaiHa

TOB "®3

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6u
3as1BHVIKa, BiANOBiAa/IbHOT 32
3pificHeHHs1 hapMakoHarnsay B
YkpaiHi. MponoHoBaHa
pegakuis: I'yniid Mogmnna

[aHVX KOHTaKTHOI 0co6u
3as1BHVKa, BiANOBiAA/IbHOT 32

Ykpaii

BikTopiBHA. 3MiHA KOHTaKTHUX

3pificHeHHs1 hapmakoHarnsgy B

3 fiogpinizaTom y
6nicTepi; no 2 6nictepu
y nauj 3 KapToHy

"BIO®APMA"

"BIO®APMA"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,

BignoBiAa/IbHOI 3a 34jACHEHHS

hapmakoHarnagy (Bkirovaoum

KOHTaKTHI faHi) Ta/abo 3MiHn y

po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOi 0Co6U

3asBHMKa, BiANOBiAA/IbHOT 32

hapmakoHarnsg.

MponoHoBaHa pepgakuisi: ow,

TeTsHa tOpiiBHa. 3miHa
KOHTaKTHUX AaHnX

YNOBHOBaXEHOI 0co6u

3asBHMKa, BiANOBiAA/IbHOT 32

hapmakoHarnsag

3a peyernmom

UA/2988/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

23.

BOPUKA3

TabneTku, BKpUTI
NNiBKOBOK 060/1I0HKOI0
no 50 mr Ne 10 (10x1) y
6nictepax

rneHmapk
PapmacboTuKan3
nrga.

IHais

neHmapk
PapmacboTrKan3
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX faHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAaAbHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVIKa, BiANOBiAa/IbHOT 32
3[iiCHEHHSI chapMakoHarnaay.
MponoHoBaHa pegakuis:
[JHianewBap ApiyH Canan (Dr.
Dnyaneshwar Ariun Sanap).
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
3pjiicCHeHHs1 hapmakoHarnagy.
BBefeHHs KOHTaKTHOT 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38
3ailicHeHHs thapmakoHarnsgy B
YKpaiHi. BBeeHHs KOHTaKTHMX
[aHuX KOHTaKTHOI ocobu
3a8BHVKa, BigNoBigabHOT 3a
3[ificHeHHs chapmakoHarnsay B
YkpaiHi. NponoHoBaHa
pefakuis: MameToBa [iHa
HisiziBHa. 3miHa micus
3[iACHEHHSI OCHOBHOT AisNbHOCTI
3 thapmakoHarnsagy. 3miHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
dhapmakoHarnsagy

3a peyenmom

UA/15815/01/01

24.

BOPUKA3

TabNeTkn, BKPUTI

neHmapk

IHais

neHmapk

IHais

BHECEHHS 3MiH Ao

3a peyenmom

UA/15815/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NAiBKOBOK 060/TI0HKOI0
no 200 mr Ne 10 (10x1) y
6nictepax

dapmacbloThKan3
nra.

PapmacboTUkan3
Nimiten.

peecTpauiiHnux matepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
3[jICHEeHHS hapmakoHarnagy.
MponoHoBaHa pegakuis:
[JHianewsap ApiyH Canan (Dr.
Dnyaneshwar Ariun Sanap).
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0cobM
3as1BHVKa, BiANOBiAa/IbHOT 32
3[iiCHEHHSI chapmakoHarnaay.
BBefeHHs KOHTaKTHOI ocobu
3as1BHVKa, BiANOBIAA/IbHOT 32
3pificHeHHs1 hapMakoHarnsay B
YKpaiHi. BBeeHHA KOHTaKTHMX
[aHNX KOHTaKTHOI 0co6bu
3asBHVKa, BiANOBIAA/IbHOT 38
3ailicHeHHs thapmakoHarnsgy B
YkpaiHi. MponoHoBaHa
pepakuis: MameToBa [iHa
HisiziBHa. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKeHHSA MacTep-
thaiina cuctemu
hapmakoHarnsgy

25.

FEKCAKCUM® |
HEXAXIM

CycneHsis ans iH'ekuii,
no 0,5 mn (1 gosa) B

CaHocpi MNactep

PpaHuis

CaHodpi MNactep,
dpaHujs (NoBHWMNA

PpaHuin/
YropuwmHa

BHECEHHS 3MiH 0
peECTpaLiiHMX MaTepianis:

3a peyernmom

UA/13080/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BAKUVHA ANnA nonepeaHL0 LMK BUPOBHNLTBA, 3MiHN | TUNY - NepeHeceHHs

NMPO®ITAKTUKU 3anoBHeHNX LWnpuuax 3 BUNyCK cepir); TeCTy Ha CTEepPUSIbHICTb 3 eTarny

ONDTEPI, 1-et0 (a60 2-ma) CaHodi-ABeHTic Single Harvest Ha etan Crude

MNPABLS, OKpPEMUMU rosikamu, no Mpaiisit Ko. N174,, Harvest y npoueci BupobHuuTBa

KALLUTHOKY 1 wnpuuy B KAPTOHHIN Mnatchopma Lit0Y0i pevyoBUHY iHAKTUBOBAHOI

(ALENIONAPHUIA ynakosui; no 0,5 mn (1 NOTiCTVKN Ta TPUBANEHTHOI BaKLMHN NPOTH

KOMMOHEHT), [03a) B nonepegHs0 AncTpubyLii y m. noniomieniTy; 3amiHum | Tuny -

FENATUTY B 3anoBHEHVX Wnpuuax 3 Bypanewr, 3MiHN fo TecTy Specific

PEKOMBIHAHTHA, | 1-eto (a6o 2-ma) YropwumHa extraneous agents (viruses)

noniomienitTy OKpPEMUMU rosikamu, no (BTOPUHHE meTogom g-PCR Ha eTani Single

IHAKTUBOBAHA 1 wnpwuuy B nakyBaHHs1, BUMYCK Harvest Release nicns aHanisy

TA CTaHapTHO-EKCMOPTHIl cepii) pv3uKy BignosigHo o Ph. Eur.

3AXBOPHOBAHDb, yMakoBLj, sika MiICTUTbCS 2.6.16 y npoueci BUpo6bHMULTBa

CAPUYNHEHUNX Y KapTOHHiIl1 kopobu,i 3 Lit040i pevyoBUHY iHAKTUBOBAHOI

HAEMOPHILUS iHCTpyKUieto Ana TPUBANIEHTHOI BaKLMHN NPOTH

TNy B MeJNYHOro noniomieniTy; 3amiHu | Tuny -

KOH'IOFOBAHA, 3actocyBaHHs; rno 0,5 BUJANEHHS KPOSIB 3

AACOPBOBAHA, mn (1 gosa) B Bunpo6ysaHHA Test for

PIOKA nonepeaHL0 extraneous agents using

3anoBHEHMX Wnpuuax 3
1-et0 (260 2-ma)
OKPeMUMU rofikamu, rno
10 wnpuLiB B KAPTOHHIl
ynakosui; no 0,5 mn (1
[l03a) B nonepesHL0
3anoBHEHMX Wnpuuax 3
1-et0 (b0 2-ma)
OKPeMUMU rofikamu, rno
10 wnpwuis B
CTaHapTHO-EeKCMOPTHIlA
yMakoBLj, sika MiICTUTbCS
Y KapTOHHiIl1 kopobu,i 3
iHCTpYKUieto Ans
MeAMYHOro
3actocyBaHHs; rno 0,5
M (1 gosa) y
chnakoHax, no 10
(h/1aKOHIB Y KapTOHHIl
ynakosui; no 0,5 mn (1
[03a) y dhriakoHax, no
10 donakoHis B
CTaHapTHO-EeKCMOPTHIlA
yMakoBLi, sika MiICTUTbCS
Y KapTOHHili kopobLi

animals Ha eTani Single Harvest
y npoueci BUpo6bHMLTBA AjiroHOoi
PEYOBUHMN iIHAKTUBOBAHOI
TPVBAIEHTHOT BakUWHW NPOTU
noniomieniTy; 3miHum | Tuny -
3MiHa KOHTpakKTHOT nabopatopii
BiANOBIAA/IbHOT 38 TECTYBaHHSA
Working Seed Lot y npoueci
BVMPOGHMLTBA Ajil040T PeYOBUHU
iHAKTMBOBAHOI TPMBASIEHTHOI
BaKLMHW NPOTW NoNioMieniTy
meTogom Fluorescent Product
Enhanced Reverse
Transcriptase (FPERT).
3anponoHoBaHo: Vitrology
Limited/SGS, 5, South Avenue,
Clydebank Business Park,
Glasgow G81 2LG, United
Kingdom; 3minu Il Trny -
BUK/TIOYEHHS CTPENTOMILHY
cynbgaty Ta nonimMikcuHy B 3i
cKknafly MOXWBHOrO cepefoBuLLa
015 KyNbTUBYBaAHHA KNITUH Vero
y Npoueci BUpo6HMLTBAa
po60ouMX NOCIBHUX Cepiii
noniosipycy tuny 1 ta Tvny 3,
BMNPOBaXEHHA HOBOI CUCTEMU
nocnigoBHoi dinbTpayii Crude
Harvest 3amicTtb hinbTpauii 3
BUKOPWCTaHHAM KpEMHe3eMy Ha
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
eTani oTpumaHHs Single
Harvest, a Takox fogaBaHHa
TECTY Ha CTepU/IbHICTb ANA
Crude Harvest
26. raPOKCU3NH-3H TabneTku, BKPUTI ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16404/01/01
N1iBKOBOK 060/IOHKOIO, obmexeHoro BMPOGHMLTBA, OKPIM peecTpauiiHnx matepianis:
no 25 wr; no 10 BiANOBIAA/ILHICTIO BWMYCKy cepil, 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
Tabnetok y 6nictepi; no "XapkiBcbke KOHTPO/b AKOCTI: [oTOBMIA NikapcbKuii 3acio.
3 6nicTtepn y Kopobui thapmaueBTuuHe ToBapucTBO 3 Cucrtema
nignpMeEMCTBO obMexeHot KOHTeliHep/3aKynopoBasibHWi
"3p0poB's Hapoay" BiANOBIAANBLHICTIO 3aci6. 3MiHa po3mipy ynakoBku
"®APMEKC Irpyn-, roTOBOrO liKapCbKOro 3acoby
YKpaiHa; BunycK (BUYYEHHS YNakoBKy NEBHOrO
cepii: ToBapncTBO 3 po3mipy)
06MexeHo BU/TyHYeHHs ynakosku Ne 10
BiANOBIAA/LHICTIO (10x1), Ne 20 (20x1) y 6nicTepi y
"XapkiBcbke Kopo6ui, 3 BiANOBIAHUMMU
thapmaueBTyHe 3MiHaMK y po3gini «YnakoBka»:
nignpueMcTBO BBegeHHS 3MiH NpoTArom 6-tm
"340poB's Hapoay", MicAILiB nicns 3aTBepPKEHHS
YkpaiHa
27. rAPOKCU3NH-3H TabneTtku, BKPUTI ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16404/01/01

NiBKOBOK 06O/IOHKOLO,
no 25 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepn y Kopobui

06MEXEHOI0
BiANOBIAANLHICTIO
"XapkiBcbke
thapmaueBTUUHe
nigNpPUEMCTBO
"340poB'a Hapoay"

06MeXeHoto
Bif4NoBiAaNbHICTIO
"®APMEKC rPym",
YkpaiHa (Bci cTtagil
BUPOBHNLITBA, OKPIM
BUNYCKY cepil,
KOHTPO/b SKOCTI));
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTuyHE
niANpPMEMCTBO
"340poB's Hapoay"”,
YkpaiHa (Bunyck
cepii)

peecTpavuiinHMx maTepianis:
3MiHK | TUNY - 3MiHW WOoA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3nekn
3aCcTOCYyBaHHS NiKapCbKoro
3acoby B micspeecTpavyiiiHmii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3 AOC/IKEHD,
npoBeeHVX BignoBigHoO 40
nnaHy negjiaTpuyHnX
pocnigxeHb (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHeceHi fo IHCTpykuii gns
MeMYHOr0o 3acTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" wogo 6esneku
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aCTOCyBaHHS NiKapCbKOro
3acoby BignoBiAHO f0
pekomeHaaLii PRAC. BeefieHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepKeHHs
28. FNEHPA3 TabneTkun, BKpUTI neHmapk IHAaiA neHmapk IHAis BHECEHHS 3MiH 0 3a peyenmom UA/15731/01/01
N1iBKOBOK 060/IOHKOLO, dapmacbloTmkans dapmacboTVKan3 peecTpauiiHnux maTepianis:
no 5 mr no 10 Tabnetok nra. nrp, 3MiHK | TNy - 3MiHW WoA0

y 6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
3[jiCHEeHHS hapmakoHarnagy.
MponoHoBaHa peaakuis:
[JHianewsap ApiyH Canan (Dr.
Dnyaneshwar Ariun Sanap).
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
3[iiCHEHHS1 chapmakoHarnaay.
BBefeHHs KOHTaKkTHOI 0cobu
3asBHMKa, BiANOBiAA/IbHOT 32
3pificHeHHs1 hapmakoHarnsay B
YKpaiHi. BBeAeHHA KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6bu
3asBHVKa, BiANOBIAA/ILHOT 38
3[iicHeHHs chapmakoHarnsgy B
YkpaiHi. MponoHoBaHa
pepakuis: MameToBa [iHa
HisiziBHa. 3miHa micus
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy
29. FNEHPA3 TabneTkun, BKpUTI neHmapk IHAaiA neHmapk IHAis BHECEHHS 3MiH 0 3a peyenmom UA/15731/01/02
N1iBKOBOK 060/IOHKOLO, dapmacbloTmkans dapmacboTVKan3 peecTpauiiHnux maTepianis:
no 10 mr no 10 TabneTok nra. nra. 3MiHK | TNy - 3MiHW WoA0

y 6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
3[jiCHEeHHS hapmakoHarnagy.
MponoHoBaHa peaakuis:
[JHianewsap ApiyH Canan (Dr.
Dnyaneshwar Ariun Sanap).
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
3[iiCHEHHS1 chapmakoHarnaay.
BBefeHHs KOHTaKkTHOI 0cobu
3asBHMKa, BiANOBiAA/IbHOT 32
3pificHeHHs1 hapmakoHarnsay B
YKpaiHi. BBeAeHHA KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6bu
3asBHVKa, BiANOBIAA/ILHOT 38
3[iicHeHHs chapmakoHarnsgy B
YkpaiHi. MponoHoBaHa
pepakuis: MameToBa [iHa
HisiziBHa. 3miHa micus
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy
30. FNEHPA3 TabneTkun, BKpUTI neHmapk IHAaiA neHmapk IHAis BHECEHHS 3MiH 0 3a peyenmom UA/15731/01/03
N1iBKOBOK 060/IOHKOLO, dapmacbloTmkans dapmacboTVKan3 peecTpauiiHnux maTepianis:
no 20 mr no 10 TabneTok nra. nra. 3MiHK | TNy - 3MiHW WoA0

y 6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
3[jiCHEeHHS hapmakoHarnagy.
MponoHoBaHa peaakuis:
[JHianewsap ApiyH Canan (Dr.
Dnyaneshwar Ariun Sanap).
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
3[iiCHEHHS1 chapmakoHarnaay.
BBefeHHs KOHTaKkTHOI 0cobu
3asBHMKa, BiANOBiAA/IbHOT 32
3pificHeHHs1 hapmakoHarnsay B
YKpaiHi. BBeAeHHA KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6bu
3asBHVKa, BiANOBIAA/ILHOT 38
3[iicHeHHs chapmakoHarnsgy B
YkpaiHi. MponoHoBaHa
pepakuis: MameToBa [iHa
HisiziBHa. 3miHa micus
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy
31. FNEHPA3 TabneTkun, BKpUTI neHmapk IHAaiA neHmapk IHAis BHECEHHS 3MiH 0 3a peyenmom UA/15731/01/04
N1iBKOBOK 060/IOHKOLO, dapmacbloTmkans dapmacboTVKan3 peecTpauiiHnux maTepianis:
no 40 mr no 10 TabneTok nra. nra. 3MiHK | TNy - 3MiHW WoA0

y 6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
3[jiCHEeHHS hapmakoHarnagy.
MponoHoBaHa peaakuis:
[JHianewsap ApiyH Canan (Dr.
Dnyaneshwar Ariun Sanap).
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
3[iiCHEHHS1 chapmakoHarnaay.
BBefeHHs KOHTaKkTHOI 0cobu
3asBHMKa, BiANOBiAA/IbHOT 32
3pificHeHHs1 hapmakoHarnsay B
YKpaiHi. BBeAeHHA KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6bu
3asBHVKa, BiANOBIAA/ILHOT 38
3[iicHeHHs chapmakoHarnsgy B
YkpaiHi. MponoHoBaHa
pepakuis: MameToBa [iHa
HisiziBHa. 3miHa micus
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy

32.

FNIIOKO3A-
JAPHULA

pO3unH ANa iH'ekuin, 400
mr/mn, no 10 mn a6o 20
M/1 B amnyni; no 5 abo
10 amnyn B navui

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH A0
3.2.P.3.2. Cknag Ha cepito,
30KpeMa: JOMOBHEHHS
3aTBEPXEHUX PO3MIpIB cepili
N3 iHdopMmaLieto Wwoao
KiNlbKOCTi ammy/1; 3MiHu | Tuny -
36iNbLUEHHSA TepMiHy 36epiraHHs
MPOMIXXHOrO NPOAYKTY 3 24
roavH ao 32 roguH nicns
onepauii 1.2. NpurotyBaHHsA
PO34MHy Ta nepep onepauieto
1.3. ®inbTpauis po3unHy; 3MiHu |
TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKOUaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NP
BMPOOGHULITBI FOTOBOrO
NiKapCcbKoro 3acoby - BHECEHHS
3MiH 0 po3giny 3.2.P.3. Mpouec
BMPOGHULITBA NiKAPCbKOro
3acoby, 30kpema: Ha cTagii 3
CrepunisaLis po3ynHy B
amnynax nposefeHHs onepadii
LLLOZI0 KOHTPOJ/II0 amnys Ha
repMeTuyHicTb; Ha CTagii 4
KOHTpPO/Ib po3unHy B amnynax
NpOoBeAEHHA KOHTPOJII0 amnyn
NMLe Ha BiACYTHICTb MeXaHiHUX
BK/tOYeHb. B po3gini 3.2.P.3.3.
Onuc BMpo6HMYOro npouecy Ta
KOHTPO/II0 NpoLecy
[eTanizoBaHO TEXHO/ONIYHI
cTagji B onuci Ta cxemi
BMPOGHMLTBA Ta BHECEHI
peAakuiiHi npaBku

3a peyenmom

UA/2349/01/01

33.

FNIOKOCAT

pO34MH A4 iH'eKUI no 2
M1 B amnyni Ay

TOB "3
"BIOPAPMA"

YKpaiHa

TOB "®3"
BIOPAPMA"

Ykpaina

BHECEHHS 3MiH [0
peecTpaLiiHux MaTepianis:

3a peyernmom

UA/15851/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOMMNJIEKTi 3 3MiHW | TURy - 3MiHK Woao
PO3YUMHHUKOM 6e3nekn/edeKTBHOCTI Ta
(aieTaHonawiH, Boga thapmakoHarnagy. BeegeHHs
Ans iH'ekuiid) no 1 mn B ab60 3MiHM [0 y3arasibHeHnX
amnyni B; no 5 amnyn A [aHuX Npo cuctemy
y 6nictepi; no 5 amnyn B thapmakoHarnagy (BBe4eHHs
y 6nicTepi; no 1 y3araslbHeHUX AaHnX npo
6nictepy 3 amnynamu A cuctemy thapmakoHarnsgy,
Ta no 1 6nictepy 3 3MiHa YNOBHOBaXXEHOI 0Ccobu,
amnynamu B y nauui 3 BignoBiAa/IbHOI 3a 34jACHEHHS
KapToHy; No 2 MN B hapmakoHarnagy; KOHTakTHoOl
amnyni A'y KOMNIeKTi 3 ocobu 3 hapmakoHarnagy
POYNHHUKOM 3aABHUKa 419 3AiICHEHHSA
(pieTaHonamiH, Boga thapMakoHarnagy B Ykpaii,
Ans iH'ekuit) no 1 mn B AKLLIO BOHA BigMiHHA Bif,
amnyni B; no 1 amnyni A YMOBHOB&XEHOT 0cobw,
TalamnyniBy BiANOBIAa/IbHOI 3a 34iiCHEHHS
6nictepi; no 1 6nictepy hapmMakoHarnsgy (Bkirovaoun
y nadui 3 KapToHy; no 2 KOHTaKTHi faHi) Ta/abo 3MiHn y
M1 B amnyni Ay po3MiLLLeHHi MacTep-thaiina
KOMMMEKTI 3 POYNHHUKOM cuctemu chapmakoHarnsgy) -
(oieTaHonamiH, Boga 3MiHa YNOBHOBaXEHOI 0CO6U
Ans iH'ekuid) no 1 mn B 3asBHVKa, BiANOBIAA/IbHOT 38
amnyni B; no 6 amnyn A thapmakoHarnag.
y 6nicTepi; no 6 amnyn B MponoHoBaHa pepakuisi: oy,
y 6nictepi; no 1 TeTsaHa tOpiiBHa. 3MiHa
6nictepy 3 amnynamu A KOHTaKTHUX AaHnX
Tano 1 6nictepy 3 YNOBHOB&XEHOI 0cobu
amnynamu B y nauui 3 3asBHVKa, BiANOBIAA/IbHOT 38
KapToOHY hapmakoHarnsg
34. FNIOKODAX® TabneTku, BKpUTI Mepk CaHTe c.a.c. ®paHLis Mepk CaHTe, ®paHuis/ BHECEHHS 3MiH 0 3a peyenmom UA/3994/01/02
NAiBKOBOK 060/IOHKOHO, PpaHuis IcnaHis peecTpavuiiHux maTepianis:

no 850 mr; no 15
Tabnetok y 6nictepi; no
2 abo no 4 6nictepn 'y
KapTOHHI Kopo6Li; no
20 TabneTok y 6nicTepi;
no 3 6nictepu y
KapTOHHI Kopobui

(BMpPOGHMLTBO 3a
NMOBHUM LMK/IOM);
Mepk, C/1, IcnaHis
(BMpPOGHMLTBO 3a
MOBHUM LMK/IOM)

BUMNpPaB/IEHHS TEXHIYHOI
NOMUJIKM B [A03YBaHHi
niKapcbKoro 3acoby
3a3HayeHoro B cneyndikauii Ha
KiHeLb TepMiHy NpuAAaTHOCTI B
npoekTax 3MmiH o MK4:
MponoHoBaHa pegakuis.
CNEUNSDIKALIA Ha nikapcbkuii
3aci6 MNMTIOKOPAXK®, TabneTku,
BKPWTi MNiBKOBOK 060/TOHKOHO,
no 850 mr. Y 3B’s3ky 3
HEKOPEKTHUM NepeHEeceHHAM
iHchopmawii 3 3aTBEpAXKEHUX
MKSA (Haka3z MO3 YkpaiHu Ne
537 Big, 20.08.2015 p), nig vac
BHECEHHS 3MiH g0 MK4A, ki He
CTOCYIOTbCS 103YBaHHS
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Ne Ha3ssa snikapcbKo20 ®Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsio4yeHHs
nikapcbkoro 3acoby (Hakas MO3
Ykpainn Ne 2034 Big, 23.09.2021
p.)
35. FPUMNEKC MOPOLLIOK ANt tOHinab, /N CWA TOB HOC dapmauis, Monba/ BHECEHHS 3MiH g0 6e3 peyenma UA/6285/01/01
XOTAKTUB MAKC OPa/ILHOIO PO34UHY, NO MonbLuia (BUPOGHUK, dapmauis peecTpauiiHux maTepianis:
5 r nopoLuky y catue; no BiANOBIAa/IbHNIA 3a 3MiHW | TUNY - NoAaHHSA HOBOrO
5 cawwe abo no 8 cawe y BMPOGHULITBO 3a cepTucpikaTa BiANOBIAHOCTI
KapTOHHI nauui NOBHUM LK/IOM) €Bponeiicbkilt hapmakonei Ne
R1-CEP 2004-019 - Rev 05 ans
A®| ackop6iHOBOI KMCMOTH Bif,
HOBOro BUpo6HuKa CSPC
WEISHENG
PHARMACEUTICAL
(SHIJIAZHUANG) CO., LTD.,
China (BonoBHeHHS)
36. AANAUVH KpeMm BariHanbHWi1 2 %; M®ANIEP IHK. CWA dapmauisa i AngKoH CLIA BHECEHHSA 3MiH 40 3a peyernmom UA/1903/03/01

NIXBOBUI KPEM

no 20 ry Ty6i; no 1 Ty6i
pa3om 3 3 annikaropamu
B KapTOHHIi Kopo6ui

Komnani /171C

peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHSA NiKapCbKoro
3acoby Ao po3giny
"Oco6nMBOCTI 3aCTOCyBaHHS"
LLLOZL0 OHOBJ/IEHHS iHchopmaLii 3
6e3nekn AONOMDKHUX PEYOBHH.
BBefeHHA 3MiH NpoTArom 3-x
MiCALB NiCNsA 3aTBEPAXKEHHS;
3MiHu Il TUny - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHA NikapCbKoro
3acoby Ao posginis
"MpoTunokasaHHA", "B3aemogis
3 iHLWMMK NiKapCbKMun
3aco6amu Ta iHLWi BUAm
B3aemogii", "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepioA BaritTHoOCTi abo
rogysaHHa rpygaro”,
"MepenosyBaHHA", "T06IYHI
peakuii”. BBegeHHs 3MiH
npoTArom 3-X micAwis nicas
3aTBEPLKEHHS; 3MiHK Il Tuny -
3MiHM BHECEHO [0 IHCTPYKUii ans
Me/[IM4HOro 3acToCyBaHHS
niKapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar” (iHdbopmauis woao
3aCTOCYBaHHS NiKapCbKoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3acoby B nepiog, rogyBaHHs
rpyaaro). BeefeHHs 3miH
npotarom 3-x MicauiB nicns
3aTBEPAKEHHS

37. OALENTOH® pO34uH AN iH'ekuiid, 10 EBEP Helipo ABCTpIs EBEP ®apma €Ha HimeyuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/17992/01/01

mr/MA, o 3 My dapma M'm6X v6X, HimeuunHa ®paHuia peecTpauiiHnx matepianis:

KapTpuaxi, no 5
KapTpuoxis y
NAaCTMKOBI KOHTYPHIi
yMakoBLji B KAPTOHHIl
Kopobui

(KOHTpO/b AKOCTI
roToBOro
niKkapcbKoro 3acooby,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii; BTOPUHHe
nakyBaHHs);
Pecichapm MoHTC,
®paHuisa
(BMpPOGHMLTBO
roToBOro
niKkapcbKkoro 3acooby,
nepBuHHE
nakyBaHHS,
KOHTPO/1b SIKOCTI)

3MiHU | TUNY - NOAAHHHSA
oHosneHoro CEP R1-CEP 2008-
332-Rev02 (nonepegHs sepcis
R1-CEP 2008-332-Rev01) gns
Lito40i pevoBUHY anoMopaiHy
rigpoxnopuay remirigparty Big,
BXe 3aTBepAKEeHOro BUPo6HMKa
Sanofi Chimie, ®paHuisi; 3miHu |
TUMY - AONOBHEHHS cneundikauii
A®| HOBMM MOKA3HUKOM SIKOCTI
Ta BiANOBIAHUM METOA0M
BMNpoGyBaHHA, 06yMOBEHE
OHOBJ/IEHHAM cepTudikaTa
BignosigHocTi EP ansa A®l Big
yXe 3aTBEPKEHOI0 BUPOOHMKA
Sanofi Chimie, ®paHujs,
OCKifbku Leli cepTudpikat CEP
R1-CEP 2008-332-Rev 02
MiCTUTb A0AATKOBWIA MOKA3HMK —
BMICT CYMyTHbOI JOMILLIKM
anomopciHy OpTO-XiHOHY — Ta
BignoBiaHwin BEPX meTop,
BUNPOBYBaHHSA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
38. AEKACAH® po3uuH 0,2 mr/mn; no 50 TOB "lOpis-®apm” YkpaiHa TOB "tOpis-Papm” YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/5364/01/01
M a6o 100 mn, abo 200 peecTpauiiHux maTepianis:
mn, abo 400 mny 3MiHM Il TNy - 3MiHW BHECEHO B
NAsLWKax CKAsHKX; no 50 IHCTPYKUIi0 ANA MeAnYHOro
M a6o 100 mn, abo 250 3aCTOCYBaHHS NikapcbKoro
M, abo 500 mn, abo 3acoby Ao po3giny
1000 mn, abo 2000 mn, "®apmMakonoriyHi BNacTuBoCTi"
a6o 3000 mn, abo 5000 (BHeceHo iHdhopMaLito Ha
M/ Y KOHTeliHepax nigcTasi 4aHNX JOKNIHIYHMX
noniMepHux; no 2 mn LOCTiHKeHb). 3MiHM BHECEHO B
ab0 5 mMn y KoHTelHepi KopoTKy xapakTtepucTumky
04HOA030BOMY, MO 4, nNiKapcbKoro 3acoby A0 po3ainy
abo 8, abo 10, abo 12 "®apmakognHaMmiyHi
KOHTEliHepIB y nauuj 3 BNacTUBOCTI" (BHECEHO
KapToHy iHchopmaLito Ha nigcTasi AaHunx
OOK/TIHIYHNX JOCTIIKEHD).
BBefeHHA 3MiH NPOTArom 6-1m
MiCALIB MIiCNA 3aTBEPL)KEHHS
39. AEHOBE/Ib® 30 TabneTku, BKpUTI TOB «MIBE YkpaiHa mi6e Mm6X HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/15836/01/01
NNiBKOBOK 060/IOHKOHO, YKPAIHA» ApuHaiimiTTens peecTpauiiHix maTepianis:
no 0,03 mr/2 wr; no 21 3MiHW | TUMY - NoAaHHA
Tabnetui, no 1 a6o no 3, OHOBJ/IEHOrO cepTudikaTty
ab6o no 6 6nictepis y BignosigHocTi €EP Ne RO-CEP
KapTOHHI KopoobLyi 2016-155-Rev 01 gna A®l
[ieHorecTy, Big BXe
3aTBEPAKEHOTO BUPOOHMKA
NEWCHEM S.p.A., ltaly, Ta sk
Hacnifok JofaBaHHSA
HEMIKPOHI30BaHOro CTyneHs
OYMCTKY [il040i PEYOBUHM 3
BiAMOBIAHWM ONVMCOM MeToay,
LLIO He BMN/IMBAE Ha AKICTb
nNikapcbKoro 3acoby, OCKi/bku B
npoueci BupobHuuTtea M3
BUKOPWCTOBYETHCA MLLE
MIKpOHi30BaHa CTyMiHb OYNCTKM
Ad|
40. AENAKIH® TabneTtku, BKPUTI TOB "CaHodi- Ykpaina CaHocdpi BiHTpon dpaHuin/ BHECEHHS 3MiH 0 3a peyenmom UA/2598/02/01
EHTEPIK 300 060/10HKOI0, ABeHTiC YkpaiHa" IHpacTpia, ®paHuis; Icnanis peecTpauiiHnx matepianis:

KMLUKOBOPO34MHHI N0
300 mr Ne 100 (10x10):
no 10 TabneTtok y
6nicTepi; no 10
6nicTepiB y KAPTOHHiIl
Kopobui

CAHOO®I-ABEHTIC
C.A,, IcnaHis

3MiHW | TUNY - BUNYYEHHS 3i
crneuugikavii 4oNoOMiXHOT
peuoBuHM KanbLijto cunikart
He3HauHMX NoKa3HWKIB
“Mikpo6ionoriyHa uncrtorta” Ta
“Po3mip yactok”
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

41.

AEPMABIH

masb no 15 ry 1y6i; no 1
Ty6i y nayui 3 KapToHy

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX faHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVIKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepgakuis: ow,
TeTsHa tOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0cobM
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsag

3a peyenmom

UA/14273/01/01

42,

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
'm6X i Ko. KT,
HimeuunHa
(BUpOGHMLTBO,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BMNYCK cepil );
®apm/lor dapma
NopxicTik TM6X,
HimeyunHa
(anbTepHaTMBHA
OinbHUUS ons
BTOPVHHOTIO
nakyBaHHs);
LTeremaHH

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK |l TUNY - 3MiHWM BHECEHO A0
IHCTPYKUIiT 4NnA MeanyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby Ao po3ginis
"®apmakonoriyHi BractneocTi”,
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Cnoci6b 3acTocyBaHHA Ta f03n"
BiANOBIAHO A0 iHhopmav,i
OHOB/IEHOT KOPOTKOT
XapaKTepucTuky NikapcbKoro
3acoby, "Aitn" (BHeceHo
He3HauHi pefaKTopChbki MpaBKu).
BBefeHHA 3MiH NPOTArom 6-11
MiCALIB MIiCNSA 3aTBEPLKEHHS

3a peyenmom

UA/14980/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
Himeuunna
(anbTepHaTnBHA
AinbHUUA Ana
BTOPVHHOIO
nakyBaHHs)
43, MKAPAIHC® TabneTkun, BKpUTI BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/14980/01/02
N1iBKOBOK 060/IOHKOLO, IHrenbxanm IHrenbxaivm ®apma peecTpauiiHux matepianis:
no 10 mr no 10 TabneTok IHTepHewHn M6X 'm6X i Ko. KT, 3MiHK |l TUNY - 3MiHWM BHECEHO A0
y nepchopoBaHomy HimeuunHa IHCTPYKUIiT 4NnA MeanyHoro
6nicTepi; no 1 a6o 3 (BUpOGHMLTBO, 3aCTOCYBaHHS NiKapCbKOro
6nicTepy y KapTOHHIl nakyBaHHs, 3acoby Ao po3ginis
Kopoobui MapKyBaHHs, "®apmakoorivyHi BnacTmsocTi”,
KOHTPO/b AKOCTI, "Oco6MBOCTI 3aCTOCYBaHHSA",
BMNYCK cepil ); "Cnocib 3acTocyBaHHA Ta f03n"
dapm/lor Papma BiANOBIAHO A0 iHhopmav,i
NopxicTik TMBX, OHOBJ/IEHOT KOPOTKOT
HimeyunHa XapaKTepucTuky NikapcbKoro
(anbTepHaTUBHA 3acoby, "Aitn" (BHeceHo
AinbHUUA Ans He3HauHi pefaKTopChbki MpaBKw).
BTOPVHHOIO BBegeHHA 3MiH NpoTArom 6-tu
nakyBaHHs); MiCALIB MIiCNSA 3aTBEPL)KEHHS
LLteremaHH
NboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuyunHa
(anbTepHaTMBHA
OinbHUUS gns
BTOPVHHOTIO
nakyBaHHs)
44, AIATHON® NopoLIoK AN AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/11708/01/01

OpasibHOro po3ynHy, 64
r/nakeT; no 73,69 r
MOPOLLKY Yy NakeTi; no 4
nakeTu B nauui 3
KapToHy

peecTpavuiiHux maTepianis:
3MiHM | TNy - 3MiHa y meToaumLi
BMNpoGyBaHHA Ans Ad| 3a
nokasHvkom «MikpobionoriyHa
ynucToTar», a caMe BUIy4YeHo
OMnC NPOBEAEHHS METOLMNKN,
OCKi/TbK/ METOAMKA KOHTPOSIO 3a
[aHVM NOKa3HWKOM
NpoOBOAMTLCA BIANOBIAHO A0
sumor EP, gonosHeHo
nocuaaHHAM Ha JdY* (*- gitove
BUAAHHS); KpuTepil
NPUAHSATHOCTI 3a/IMLLEHi 6e3
3MiH; 3MiHK | TMNY - 3amiHa
Ajto40i MeToANKN BUNPO6GYBaHHS

48




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ons A®I nonieTuneHrnikonto
4000 3a noKasH1KoM
«ETuneHokcung Ta giokcaH» Ha
HOBY METOAWKY, L0 BignoBigae
BMMoOram EP; 3miHu | Tuny -
BBE[EHHS aNibTepHaTUBHOT
MeTOAVKM BUNPOBYBaHHA 4151
A®I nonieTunenrnikonto 4000 3a
nokasHukom «ETuneHokcug ta
LiOKCaH»
45, AYAK renb; no 15 r a6o no 25 nakcoCmiTKnsiAH Benvka nakco OnepeiiLHe Benvka BHECEHHS 3MiH 0 6e3 peyenma UA/8202/01/01
r, a6o no 30 r rento B EkcnopT flimiteq BpuTanis tOK Nimiteq BputaHis peecTpauiiHnx matepianis:
Ty6i; mo 1 Ty6i B

KapTOHHIlA KOpooLi

3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO liKapCbKOro 3acoby
(3miHa macwn/o6'eMy BMiCTy
KOHTelHepa 6araTof030B0ro
nikapcbKoro 3acoby ans
HenapeHTepasibHOro
3acTocyBaHHs (abo
0[1HO030BOr0, YaCTKOBOIO
BMKOPUCTaHHS))
BBeaeHHS 40AaTKOBOrO po3mipy
ynakosku N3 no 30 rreno y
Ty6i 3 BigMNOBIgHVMY 3MiHAMU B
p. «YnakoBka». BBeieHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
AMIHICTPaTVBHI 3MiHW.
BunyueHHsi BUPO6HUYOI
AinbHUUI (BKTHOYAOYM AiNbHUL
ans A®l, NpoMiXHOro NPoAyKTy
a60 roToBOro NikapcbLKoro
3acoby, AinbHuUUi Ans
NpoBefeHHs NakyBaHHs,
BMPOGHMKA, BiAMNOBifa/IbHOTO 3a
BWMYCK Cepiii, MicLe
NpOBeAEHHSA KOHTPOIO cepil)
abo noctavyasibHUKa BUXiAHOrO
mMarepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3Ha4YeHo Yy JOCbE) -
BU/TYYEHHS OAHOrO i3
3aTBEpPAKEHNX BUPOBHWKIB 13
Cridhen Nabopatopis (IpnaHais)

J1T4., Ipnangis (BMPOGHULTBO 3a
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

MOBHVM LMK/I0M). 3MiHM
BHECEHO B IHCTPYKLitO 4715
MeAMYHOro 3aCTOCyBaHHS LLOAO
BU/TyYEHHS BUPOOHNMKa
(HaliMeHyBaHHSA Ta
MiCLIe3HaxXOMKEHHS) 3
BIAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BeefeHHA
3MiH NpOTArom 6-Tu MicsLiB
nicnsa 3aTBepaXeHHs. 3MiHn |
MMy - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiZANOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAyKTy, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
MogaHHA OHOBEHOro
cepTtudpikaTy BifgnoBigHOCTI
€Bponelicbkin hapmakonei R1-
CEP 2013-178 - Rev 01
(3atBepmxeHo: R1-CEP 2013-
178 - Rev 00) ansa Aol
KniHaamiumHy cocdaT Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
ZHEJIANG HISOAR
PHARMACEUTICAL CO., LTD.,
KnTaii pns iioro BUpo6HWYOI
pinbHULi ZHEJIANG HISOAR
CHUANNAN
PHARMACEUTICAL CO., LTD.,
Kutaii. Ak HacnigokK, OHOB/IEHHS
nepeniky BUPOGHWKIB NPOMIKHUX
NpoAykKTiB 415 BUPOOHULTBA
Ad| kniHgamiumHy dooccpar.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHu | TMRNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(BMNYYEHHS yNAKOBKW NEBHOTO
po3mipy) - BunyueHHs
3aTBepxeHoi ynakosku /13 no
50 r rento B Ty6i, 3 BigNOBigHNMM
3MiHamMu B p. «YnakoBka». 3MiHU
BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3aCTOCYBaHHS y
po3ain «YnakoBka» 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby (BUyYEHHS
3arBepmxeHoi ynakosku — 50 r).
BBegeHHA 3MiH npoTArom 6-tm
MicALiB Nic/a 3aTBEPIAXKEHHS.
46. AyoKonTt Kpansi O4Hi, po34nH no 5 Nabopatyap Tea dpaHuis LENOAPM TYP dpaHuis BHECEHHS 3MiH 0 3a peyenmom UA/18728/01/01
My 6aratofo30BOMYy peecTpauiiHux maTepianis:
pN1akoHi 3 HAcCOCOM i BUMNPAB/IEHO TEXHIYHY NOMUJIKY Y
3aXMCHVM KOBMauKoM; TEKCTi MapKyBaHHS1 TUKETKN
no 1 donakony y ans ynakosku 10 mn, a came: y
[0NOMDKHOMY NPUCTPOT n.6 IHLWE TekcTy MapKyBaHHA
ans poctasku; Nel abo eTVKETKMN 3aMiCTb NOMWU/IKOBO
Ne3 y kopobui abo no 10 BKa3aHoro 06"emy «5 mi»
mny 6aratof030BOMY 3a3HayeHo NpaBW/IbHWIA 06"eM —
dpoNakoHi 3 HacCOCOoM i «10 m1». 3a3HayeHe
3aXMCHUM KOBMaYKoM; BUMPaB/IEHHS BiANOBIAAE
no 1 cpnakony y marepianam peecTpauiiHoro
[OMOMDKHOMY NPUCTPOT [ocbe
ons poctaBku; Nel abo
Ne2 y kopobui
47. AYONPOCT Kpanni O4Hi, PO34¥H Mo K.T. POM®APM PymyHis K.T. Pomdrapm PymyHis BHECEHHS 3MiH 40 3a peyenmom UA/15824/01/01
2,5 Mn y donakoHi- KOMMAHI C.P.J1. Komnani C.P.J1. peecTpauiiHux maTepianis:
KpanenbHuyj; no 1 3MiHU | TUNY - NoAaHHS
onakoHy-KpanenbHuui y OHOB/IEHOTO cepTudikata
KapTOHHI KopoobLi BiANOBIAHOCTI EBpONeiiChKil
apmakonei Ne R1-CEP 2010-
084-Rev 02 gns gitoyoi
peyoBuHM Tumonon Masear Bif
BXe 3aTBepA)XEeHOro BUpobHuKa
48. EBKABA/1®600 NMopOoLIOK ANs ecnapma M6X HimeuunHa Ningodapm MeX HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/16272/01/02
CALLE 0pPa/IbHOIO PO34UHY NO peecTpauiiHux maTepianis:

600 mr; no 31 B cawe;
no 10, a6o no 20, abo

BUMNPaBIEHO TEXHIYHY NOMUIIKY
B po3gini "OcobmsocTi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 50 calue B KapTOHHIl 3acTocyBaHHS" IHCTPYKLiT Ans
ynakoBLi MeANYHOro 3aCTOCYBaHHS
nNikapcbKoro 3acoby, fonyLLeHy
npu Npoueaypi BHECEHHS 3MiH
(Haka3 Ne 1498 Big 20.07.2021):
3anponoHOBaHO: ... MNauieHTn i3
PiAKiCHOO CNaJKoBO
IHTONIepaHTHICTIO 0 ranaxkTosu,
AediymTom nakrasu abo
MasibabcopbLieto rKo3un-
ranakTosu He MOBWHHI NpuAMaTy
«EBKABAJI®600 catue».
3a3HaueHe BUMpaBieHHs
Bignosigae marepianam
peecTpauiiiHoro Aocke
49. EHO)XEPUKC™-B | | cycneHsis gns iH'ekuji, nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH g0 3a peyenmom UA/15740/01/01
ENGERIX™-B 20 mkr/1 mn, no 1 mn (20 Ekcnopt NimiTeq BputaHis Bionompxikans C.A. peecTpavuiiHux maTepianis:
BAKUVHA And Mkr) (1 go3a gns 3MiHu Il TUny - 3MiHW BHECEHO [0
MAPO®ITAKTUKN popocnux) Tano 0,5 mn IHCTPYKLii 4Ns MeguyHoro
BIPYCHOIO (10 mkr) (1 posa ans 3aCTOCYBaHHSA NikapCcbKoro
FENATUTY B, aitein) y donakoHi; no 1, 3acoby Ao po3giny "YmoBu
PEKOMBIHAHTHA ab6o 10 abo 25 cknsHuX 36epiraHHA" Ta pegakuiiHi
MOHOZ,03HUX (P1IaKOHIB Y npasku TekcTy po3ginis "Cknag",
KapTOHHI kopobui; no 1 "IMyHONOriYHI Ta 6ioN0riyvHi
mn (20 wmkr) (1 posa ans BnacTuBocTi", "Cnoci6
nopocnux) Ta no 0,5 mn 3aCcToCyBaHHA Ta 403n",
(10 wkr) (1 gosa ans "Ynakoska".
AiTeid) y nonepefHb0 OHOBNeHHS iHthopmawii B
HanoBHEHOMY LLUNPUL; po3aini «YMoBu 36epiraHHs.
no 1 nonepeaHbo [JopaTkoBa iHhopmauis Wwoao
HarnoBHEHOMY LUNpULy B cTabiNbHOCTI» B iIHCTPYKL,T ANs
KapTOHHIlA KOpooLi MeAUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby.
3anponoHoBaHo: JaHi npo
CTabifbHICTb CBigYaThb Npo Te,
L0 BakuuHa EHgpxkepnkc™-B €
cTabinbHO Npy TemMnepaTypi o
37 °C npotarom 3 gHiB abo fo
25 °C npotarom 7 gHis. Lii gani
npv3HaYeHi gNsa MeanuHux
npauiBHUKIB NuLLEe y BUNaAKY
TUMYaCOBOrO BiAXU/IEHHS
Temneparyp. TepMmiH BBELEHHS
3MiH - NpPOTArom 6 MicsLiB nicns
3aTBEPKEHHS
50. ETONO3UA KOHUeHTpaT ans EBEBE ®apma ABCTpIs EBEBE ®apma ABCTpis BHECEHHS 3MiH [0 3a peyernmom UA/2569/01/01
"EBEBE" pO34nHy Ans iHgysil, 20 Fec.m.6.X. Hpr.KI lec.m.6.X. Hdpr. KT, peecTpavuiiHux matepianis:

mr/mn, no 2,5 mn (50

ABCTpis (MOBHWIA

3MiHM | TNy - NogaHHA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Mr), a6o no 5 mn (100 LMK BUPOGHNLTBA); OHOBJ/IEHOTO cepTudikaTa
mr), a6o no 10 mn (200 3eiibepcaopd BiANOBIAHOCTI EBpONEiiChKilt
mr), a6o no 20 mn (400 Nabop M'm6X , apmaxonei Ne R1-CEP 1999-
Mr) y doniakoHi, no 1 ABcTpist 144 - Rev 06 pns Al
(h/1aKOHY B KapTOHHii (TecTyBaHHs); M eTono3uay Bif BXxe
KopoobLi Mikpob6ionoriwec 3aTBEPAKEHOT0 BUPOOHUKA
Mptodhnabop Mv6X , Sicor S.r.l, ITanisa, y Hacnigok
ABCTpis BW/TyYEHHS NOKa3HWUKA «BadKKi
(TecTyBaHHs) MeTa/In» Ta BBELEHHS 3BIiTy 3
OLLiHKV PU3VKIB LLOAO BMICTY
e/1eMEeHTHUX JOMILLIOK
BIAANOBIAHO [0 BUMOr HACTaHOBM
ICH Q3D; 3MiHu | Tuny -
nofaHHs OHOBIEHOTO
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne
R1-CEP 2007-061 - Rev 05 ans
A®| eTonosngy Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
CIPLA LIMITED, IHgjs, y
HacnifoK BUTyYEHHS METOAY
aHanisy «Hyflo Supercel»;
YTOYHEHHSI afpecy BUPOGHMYOT
AinbHUUi, a came — Ha3Ba MicTa
3MiHeHa 3 baHrasiopy Ha
BeHranypy
51. 30BI/TIAM TabneTkun, BKpUTI MAWNTAH IHAaiA MAUNAH IHAis BHECEHHS 3MiH 0 3a peyenmom UA/11204/01/02
N1iBKOBOK 060/IOHKOLO, NTABOPATOPI3 NABOPATOPI3 peecTpauiiHux maTepianis:
no 150 mr/300 mr, no 60 NIMITEL NIMITEL, 3MiHu | TUNYy - AgMiHICTpaTUBHI

Tabnetok y
n1acTUKoBOMy
KOHTeliHepi; no 1
nnacTykoBoMy
KOHTEliHepi y nayui

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHMKa
(BnacHvka peecTpadiiHoro
noceigyeHHs) 3miHa Ha3Bu Ta
afipecu 3asBHMKa (BNacHuka
peecTpaLiiHoro NocBigYEHHS)
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNYy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoHa4n
LOinbHULL BUNYCKY cepii abo
MicLe NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IOYAK0UM BUMYCK Cepii) 3MiHa
Ha3BuW Ta agpecu BUPO6HWKa,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

6e3 3MiHN MicLA BUPOGHMLTBA.
BBefeHHA 3MiH NPOTArom 6-1m
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cucTemun chapmakoHarnsgy)
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
3pilicHeHHs chapMakoHarnaay:
[itoua pepakuis: Coyyek
CsiTnaHa BacunisHa.
MponoHoBaHa pegakuis:
BansaHT Xiap / Balwant Heer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CobM
3as1BHVKa, BiANOBIAA/IbHOT 32
3[iiCHEHHSI chapMakoHarnaay.
BBefeHHs KOHTaKTHOI ocobu
YNOBHOB&XEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
3ailicHeHHs thapmakoHarnsgy B
YkpaiHi. MponoHoBaHa
pepakuisn: basunescbka HOnis
BanepiisHa.
BBeleHHs1 KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6bm
YNOBHOB&XEHOT 0cobM
3as1BHVKa, BiANOBiAA/IbHOT 32
3pificHeHHs1 hapmakoHarnsay B
YkpaiHi. 3MiHu | TUny - 3MiHn
oo 6e3nekn/edpeKTMBHOCTI Ta
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy (iHwi 3MiHN)
BHeceHHSA 3MiH 40 po3ainy
«MapkyBaHHA» MKA /13
3arBepkeHo: MapKyBaHHS.
TeKCT MapKyBaHHS, L0
HaHOCUTbLCA Ha NEPBUHHY Ta
BTOPVIHHY YNaKOBKY.
3anponoHoBaHo: MapKyBaHHS.
3riHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edpeKTUBHOCTI Ta
dhapmakoHarnsgy. BunyyeHHs
(cuna gii) BuganeHHs cunu aji
30 mr/60 mr. 3MiHn Woa0
BUAANEHHA [03yBaHHA Mo 30
Mr/60 Mr BHECEHI [0 IHCTPYKLT
AN5 MeNYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginu
"Cknag", "Mlikapcbka opma.
OCHOBHI (Pi3UKO-XiMiYHi
BnactusocTi", "Cnoci6
3aCTOCyBaHHSA Ta 031" Y 3B'A3KY
3 BiK/IMKaHHAM peecTpaLiiiHoro
NOCBiAYEHHS AN1A [03yBaHHA N0
30 mr/60 wmr.

52.

30BINTAM

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 150 mr/300 mr, no 60
Tabnetok y
n1acTMKoBOMY
KOHTeliHepi; no 1
n1acTMKoBOMY
KOHTEliHepi y nauui 3
KapToHY

MAWIAH
NNABOPATOPI3
NIMITE[,

IHAIA

MAWNAH
NABOPATOPI3
NIMITEL

IHAIA

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUNY - 3MiHW BHECEHI B
TEKCT MapKyBaHHs ynakoBKun
nikapcbkoro 3acoby woao
3a3HaYeHHs OAUHULL
BMMIiptOBaHHA y cuctemi Sl.
BBegeHHS 3MiH NpoTArom 6-tm
MicAILiB nicns 3aTBepIKEHHS

3a peyenmom

UA/11204/01/02

53.

30BINAM

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 150 mr/300 mr, no 60
Tabnetok y
nnacTyKoBoMy
KOHTeliHepi; no 1
n1acTMKoBOMY
KOHTeliHepi y nauui 3
KapToHy

MAWIAH
NNABOPATOPI3
NIMITE[,

IHAIA

MAMNAH
NNABOPATOPI3
NIMITEL

IHAIA

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW BHECEHO A0
IHCTPYKLii 4ns MeguyHoro
3aCTOCYBaHHA NiKapCbKoro
3acoby y pos3ginu:
"apmakoTepanesTuyHa rpyna’,
"B3aemMogis 3 iHWMMKn
niKkapcbknMmuy 3acobamm Ta iHLWi
BMAM B3aemogiit", "Oco6/mMBOCTi
3acTocyBaHHA", "3acToCcyBaHHSA
y nepiof BariTHOCTi abo
rogysaHHs rpyaar”, "Cnocib

3a peyernmom

UA/11204/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHsa Ta gosu", "ditn"
(yTouHeHHs iHdopMmauir),
"Mo6iuHi peakuii" 3rigHo 3
iHchopMmauieto WoA0 MeguyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (COMBIVIR,
TabneTkun, BKpUTIi 060/TOHKOI,
150 mr/300 mr, He
3apeecTpoBaHuii B YKpaiHi);
3MiHM | TURY - 3MiHW BHECEHI A0
IHCTPYKUIT AN MeguyHoro
3aCcTOCYyBaHHS NikapCbKoro
3aco0y WOoA0 KOHTaKTHUX AaHnX
ANA NOBIJOMNEHHS NP0
BUHUKHEHHS NOGIYHMX peakuiid.”

54,

IHAAMNEH

TabneTku, BKpUTI
060/10HKOI0, M0 2,5 Mr;
no 10 TabneTtok y
6nicTepi; no 2 abo 3 abo
6 6nicTepiB y KapTOHHIi
Kopobui

dapmaneBTUYHNIA
3aB0J,
"MONTb®APMA"
C.A.

MonbLa

dapmaleBTUYHNI
3aBof,
"MONb®APMA"
C.A.

Monba

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUMy - 3MiHW BHECEHO [0
IHCTPYKUIiT 4ns Mean4Horo
3aCTOCyBaHHS NiKapCbKOro
3acoby A0 po3ginis "B3aemogist
3 iHWKMK NiKapcbKuMn
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3actocyBaHHs", “INo6i4vHi
peakuii” Wwoao 6esneku
3aCTOCYBaHHSA Ail040i peHOBUHM,
BiAMOBIAHO [0 pekomeHaawii
PRAC

3a peyernmom

UA/0877/01/01

55.

IHAAMEH SR

TabneTkun, BKpUTI
060/10HKOIO 3
MoAandiKkoBaHUM
BUBISTbHEHHAM NO 1,5 mr;
no 14 a6o no 15
Tabnetok y 6nictepi; no
2 abo no 4 6nictepu B
KapTOHHIA KopoobLi

dapmaueBTUYHMIA
3aBOf,
"MONIb®APMA"
C.A.

MonbLa

dapmaueBTUYHN
3aBof,
"MONMb®APMA"
C.A.

Monbwa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW BHECEHO A0
IHCTPYKUiT 4nA MeanyHoro
3aCTOCYBaHHA NiKapCbKOro
3acoby a0 poszinis "B3aemopis
3 iHWYMK NiKapcbKuMn
3aco6amu Ta iHLWi Buan
B3aemogii", "OcobmBocTi
3acTocyBaHHs", "Mo6iYHi
peakuii" oao 6e3nekun
3acToCyBaHHSA Ait040l pevoBUHN,
BiAMNOBIAHO [0 pekomeHaaLin
PRAC

3a peyernmom

UA/0877/02/01

56.

KANEHAYNA
KBITKA

KBiTKM N0 25T, 40 r 260
50 r a6o 55 r y naykax 3
BHYTPILLHIM NakeTom 3

AT "Nly6Hu1chapm"”

YKpaiHa

AT "Nly6Huapm"

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuinHMX MaTepiasnis:
3MiHKM | TMNY - 3MiHW 3 AKOCTI.

6e3 peyenma

UA/8282/01/01
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PeecmpayjitiHa npoyedypa

Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

[oTOBMIA NiKapcbKuii 3acio.

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Li/IbHOIO CMPOBWHOIO; MO
251,401 @60 50 r abo
55 r y naukax 3
BHYTPILLHIM MakeToMm 3
noapi6éHeHo
CUPOBMHOIO; N0 1,5y
hinbTp-nakeTi, no 20
inbTp-nakeTiB y naydi 3
KapToHy

Cucrema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3miHa po3mipy ynakoBku

roTOBOrO J1iKapCbKOro 3acoby
(3miHa macu/o6'emy BMiCTY
KOHTelHepa 6aratof030B0ro
nikapcbkoro 3acoby ans
HenapeHTepanbHOro
3acTocyBaHHs (abo
0[HOA,030BOT0, YaCTKOBOrO
BMKOPUCTaHHS))
JofaBaHHA [0AATKOBOTO BUAY
NepBUHHOI YNaKoBKN — no 551 B
naykax 3 BHYTPILLHIM NakeToMm 3
BigNOBIAHMMM 3MiHaMK A0
po3ainis: "Ynakoska", "Cknag",
"Cneuundpikauis" MKA. TekcT
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapcbKoro
3acoby HaHeCceHOo Ha navkax.
BBegeHHs 3MiH NpoTArom 6-tm
MiCsILiB Micns 3aTBepPAKEHHS

UA/17873/01/01

57.

KANBLIIO
Xnoeup,

PO34nH ANa iH'ekuid, 100
mr/mn; no 5 mn a6o no
10 mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
2 KOHTYpPHI YapyHKOBI
yMakoBKU B mauLi

TOB "APTEPIYM
nTa”

Ykpaina

AT "Tannacpapm”

YkpaiHa

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
YTOUYHEHHS peecTpaLiiiHoro
Homepa B Hakasi MO3 YkpaiHu
Ne 2740 Bip 09.12.2021 B
npoueci BHECEHHA 3MiH (3MiHU
| TNy - 3miHK 3 AkocTi. FoToBMIA
nikapcbknii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax NpuaaTHoCTI
abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW) - 36iNbLUEHHSA
TepMiHy NpuaaTHOCTI 3 2 pokiB
Ha 6inbLL TpUBaIUA TEPMIH - 3
POKW, HA OCHOBI MO3UTUBHUX
pes3ynbTaTiB LOBrOCTPOKOBUX
JocnigpKeHb cTabinbHOCTI y
peanbHOMY Yaci. BBegeHHs 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBepMAKeHHs1). Pepakuis B
Hakasi: UA/17873/001/01.
3anponoHoBaHa pepakLis:
UA/17873/01/01.
BHECEHHS 3MiH [0

3a peyenmom

3a peyenmom

UA/7139/01/01

58.

KAPAOCAN®
ANKoC 20/12,5

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,

no 20 mr/12,5 wr, no 14

MeHapiHi
IHTepHeLwoHan
OnepeioHc

IMokcembBypr

BEP/IIH-XEMI AT,
HimeyunHa
(MepBuHHE Ta

peecTpavuiinHMx maTepianis:

3MiHW | TMNY - 3MiHW BHECEHO 10
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no NMokcembypr C.A. BTOPUHHE IHCTPYKUIiT 4ns MeanyHoro
1 a6o no 2 6nictepu B nakyBaHHs, 3aCTOCYBaHHS NikapcbKoro
KapTOHHilA KOpO6L KOHTPO/b Ta BUMYCK 3acoby Ao posginis:
cepiid); Aaivi CaHkio "Oco6nMBOCTI 3aCTOCYBaHHS",
Opoyn Mm6X, "Mo6iuHi peakyii" woao 6esneku
HimeuunHa 3aCTOCYBaHHS fil04O0l PevyoBUHN
(BupobHuuTBo "in BiAMOBIAHO [0 pekomeHaaw,ii
bulk"); MeHapiHi- PRAC. BeefieHHS 3MiH
®oH XeilgeH Mv6X, npoTArom 6-Tn MicALiB nicns
HimeuunHa 3aTBEPAKEHHS
(BMPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiin)
59. KAPAOCAN®MN/O TabneTku, BKPUTI MeHapiHi Iokcembypr BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/7140/01/01
C 20/25 N1iBKOBOK 060/IOHKOIO, IHTepHeLoHan HimeuunHa peecTpauiiHnx matepianis:
no 20 mr/25 wr, no 14 OnepeiiwoHc (MepBuHHE Ta 3MiHM | TUMy - 3MiHW BHECEHO 0
Tabnetok y 6nictepi; no NMokcembypr C.A. BTOPVIHHE IHCTPYKUIT ANS MeanYHOro
1 a6o 2 6nictepu B nakyBaHHs1, 3aCTOCYBaHHS NiKapCbKoro
KapTOHHIA Kopoo6Li KOHTPO/b Ta BUMYCK 3acoby [0 po3ginis:
cepiid); Aaiui CaHkio "Oco61MBOCTI 3aCTOCYBaHHA",
tOpoyn Mmo6X, "Mo6iuHi peakyi" wWoao 6esnekn
HimeuyunHa 3aCTOCYBaHHS fjil040T pevyoBUHU
(BMPOGHMLTBO "in BiANOBIAHO [0 pekomeHaaLii
bulk"); MeHapiHi- PRAC. BBegeHHS 3MiH
DoH XeigeH M'vbX, npoTArom 6-Tu MicAuiB micns
HimeyunHa 3aTBEPMKEHHS
(MepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)
60. KAPI3OH Kpem, 0,5 mr/lr, no 15, TOB «MIBE Ykpaina Mmi6e Mv6X HimeyunHa 3 BHECEHHS 3MiH 0 3a peyernmom UA/10950/02/01
a6ono 30 r, a6o no 50 r YKPATHA» ApuHaimMiTTeNb peecTpaujiiHux mMaTepianis:
y Ty6i; no 1 Ty6i B 3MiHM | TUMY - NogaHHA
KapTOHHIlA KopooLi oHoBneHoro CEP Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Aitoyoi pevoBrHN KnobeTtazony
nponioHaty, R1-CEP 2007-066-
Rev 03, sik Hacnifgok 3a3Ha4yeHHs
OOMIWKM «D» i «E» - NMT 0,10
%, Ta npuBeAeHHs cnevundikawii
Ta MeToAjiB KOHTposio Adly
Bi4NOBIAHICTb 40 MOHOrpadii
€D
61. KAPI3OH ma3b, 0,5 mr/r, no 15 1 TOB "MIBE YkpaiHa mibe Tm6X HimeyunHa BHECEHHS 3MiH 10 3a peyenmom UA/10950/03/01

58




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
abo 30r,a6050ry YKPAIHA" ApuHaiimiTTens peecTpauiiHnux matepianis:
Ty6i; no 1 Ty6i B 3MiHM | TUNY - NOAaHHA
KapTOHHI nauw,i oHoBneHoro CEP Big Bxe
3aTBEPAKEHOrO BUPOOHMKA
Litoyoi pevyoBuHY KnobeTtasony
nponioHaty, R1-CEP 2007-066-
Rev 03, sk Hacnigok 3a3Ha4YeHHs
OoMilWwkn «D» i «E» - NMT 0,10
%, Ta NpMBeAEeHHNA cneumndikaii
Ta MeTogjiB KOHTposio Adly
BiANOBIAHICTb A0 MOHOrpadii
(0]
62. KITPYOA® KOHLeHTpaT Ans Mepk Wapn i Joym LLiBefiuapis BMPOGHUK IpnaHgis/ BHECEHHS 3MiH 40 3a peyenmom UA/16209/01/01
pO34nHy Ons iHysil, 25 I1OEA Tm6X Hepo3dgacoBaHOl Higepnaxnawn/ peecTpavuiiHux maTepianis:
Mr/M; no 4 mn NpoAyKLii, KOHTPO/Tb Benvka 3MiHn | TURY - 3MiHK WoAo
KOHLeHTpaTy Y do/1aKoHi; AKOCTi Ta BpuTanis/ 6e3nekn/edreKTMBHOCTI Ta
no 1 cpnakoHy 3 TecTyBaHHs HimeyuunHa/ hapmakoHarnsgy. 3miHa y
npenaparom B cTabinbHoCTI, Benbris KOPOTKili XapakTepucTu,i
KapTOHHIA Kopoo6Li nepBUHHE NiKapcbKoro 3acoby, TEKCTi
nakyBaHHS: MapKyBaHHs Ta iHCTPYKLIT A1

MCJ, IHTepHeLwHn
M6X/MCA IpnaHgais
(Kapnoy), IpnaHgis;
KOHTPO/b AKOCTi Ta

TecTyBaHHSA
cTabinbHOCTI:

MCJ, IHTepHeLwHn
M6X/MCA IpnaHgais
(BpiHHi), IpnaHgis;

H.B. OpraHoH,
Higepnangu;
KOHTPO/b SKOCTi Ta
TECTyBaHHS
cTabinbHOCTI:
aKTuBHICTb ELISA,
ineHTudikauis 3a
akTuBHicTIO ELISA:
KoaHc Jlabopatopi3
Nimiteq (KosaHc),
Benwvka BputaHis;

Me[MYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKOro
3acoby B nicnspeecTpauiiHni
nepiog, abo sk pesynbTart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BigNoBiAHO J0
nnaxy negjiaTpuyHnX
pocnipkeHs (PIP) (3miHy
Y3rO[)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHeCeHO A0 [HCTpyKu,i
A5 MeANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ainy
"Mo6iuHI peakuii BigNOBIAHO A0
pekomeHgauii PRAC EMA.
BBegeHHs 3MiH npoTsirom 6

TecTyBaHHsA MiCALB NiCNsa 3aTBEPAXKEHHS.
cTabinbHOCTI: 3MiHn |l TUny - 3MiHK Wwoao

TeCcTyBaHHs 6e3nekn/edreKTMBHOCTI Ta

LinicHOCTI 3aKpuTTa hapmakoHarnsgy. 3miHu y

KOHTelHepy: TepaneBTUYHUX MOKa3aHHSIX
HyBicaH Mm6X, (mopaBaHHSA HOBOTO

HimeyumnHa; TepaneBTUYHOTO MoKa3aHHA abo

BTOPWHHE 3MiHa y 3aTBEpAKEHOMY
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHs Ta rokasaHHi) - 3MiHM BHECEHO [0
IHCTPYKUIT ANS MeaUYHOro

MapKyBaHHS, A03BiN
Ha BUMYCK cepii:
LepiHr-Mnay /1a6o
H.B., benebris

3aCcTOCYyBaHHS NMikapCbKoro
3acoby Ao posginy "MNokasaHHa"
(mopaHe HoBe nokasaHHsA: Tpudi
HeraTuBHWIA pak rpyHoi 3a/103u
Mpenapat Kitpyga® y
NnoeHaHHI 3 XimioTepanieto
nokKasaHuii AN NikyBaHHS
nauieHTiB 3 MicLLeBO
peunamByoUnm
Hepe3ekTabenbH1M abo
mMeTacTaTuyHUM Tpui
HeraTuBHUM PakoMm rpyaHoi
3an03u (triple-negative breast
cancer, TNBC), konv nyx/iuHn
ekcnipecytoTb PD-L1 (CPS ? 10),
LLIO NiATBEPAKEHO Baslif0BaHUM
TecTtoMm (AvB. po3gin «Cnoci6
3aCTOCyBaHHA Ta [031»).), Ta,
AK Hacnigok Ao posginis "Cnocio
3aCToCyBaHHA Ta [03n",
"Mo6iyHi peakui”. BBefeHHSA
3MiH NpOTArom 6 MicAuiB nicns
3aTBepMXeHHs. 3miHu Il Tuny -
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHMX NOKa3aHHAX
(BopaBaHHA HOBOTO
TepaneBTUYHOTO MoKa3aHHs abo
3MiHa y 3aTBepakKeHOMYy
nokasaHHi) - 3MiHN BHECEHO [0
IHCTPYKUIiT 4Nns MeanyHoro
3aCTOCYBaHHA NikapCbKoro
3acoby Ao po3giny "MokasaHHsA"
(BHECEHO YTOUHEHHS [0
3aTBEPKEHOr0 NokasaHHs,
3anpornoHoBaHo: KnacmyHa
nimchoma XomkkiHa MNpenapat
KiTpyga® nokasanuii gns
NiKyBaHHS [OPOC/VX 3
peumnaveyroyoo abo
pedpakTepHoIo KI1acuyHo
nimchomoro XogpkkiHa (classical
Hodgkin lymphoma, cHL).
Mpenapar Kitpyga®
npv3HayeHuii ansa nikyBaHHs
AiTeli 3 pedppakTepHoto cHL abo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3 peumausom cHL nicnsa 2 abo
GinbLUe NiHili Tepanii.), Ta, SK
Hacnifok Ao posainis
"Oco6nMBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 4o3u",
"AiTn", "Mo6iuHi peakwii”.
BBegieHHs1 3MiH npoTsirom 6
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHn |l TUny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili xapakTepucTu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MeZMYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKTIHIYHUMM,
KMIHIYHUMW A@aHMU Ta JaHumn 3
thapmakoHarnsgy - 3miHu
BHECEHO A0 [HCTpyKUii ans
MeJNYHOro 3aCTOCyBaHHS
NikapcbKoro 3acoby [0 po3ainy
"Oco61BOCTi 3acTOCyBaHHA"
CTOCOBHO MOX/IMBOCTI
BUHUKHEHHS CK/1EPO3YH0Y0ro
XONaHriTy 3a AaHnuMu
NOCTMapKETUHIOBUX
CrnocTepexeHsb.
BBeneHHA 3MiH NpoTArom 6
MicsILiB NiCNs 3aTBEPAYKEHHS.

63.

KNOTPUMAS3ON

kpem 1 %; no 20 r y Ty6i;
no 1 Ty6i B KAPTOHHIi
Kopobui

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BputaHis

"nakcoCmiTKnsaiiH
dapmacboTrKan3
C.A.

Monba

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y

KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi Ans
MEJUYHOIO 3aCTOCYBaHHS
reHepnyHnxX/ribpngHnx/6ionoaio
HUX Nikapcbknx 3acobiB nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHsA XOLHNX
HOBUWX A0AATKOBUX AaHWX) 3MiHN
BHeceHi J0 IHCTpykuii gns
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"apmMakonoriyHi B1acTnBocCTi”,

6e3 peyenma

UA/2564/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"MokasaHHs", "B3aemogis 3
iHLWMMK NiKkapcbknMmy 3acobamm
Ta iHWi BUAaW B3aemopiii",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "3gaTHicTe BNAMBaTtu
Ha LBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNoOpTOM
abo iHWMKN mexaHiamamn®,
"Cnoci6 3acTocyBaHHS Ta 4o3un",
"Mo6iuHi peakwji" BigNoBigHO A0
iHdhopmauii pedepeHTHOro
nikapcbkoro 3acoby (Canesten
Cream, 1%). BeeeHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

64.

KOKAPBOKCW/A3
1 rAPOXNIOPU,

pO34uH ANs iH ekuin, 50
Mr/2 M1, no 2 Mn B
amnyni; no 5 amnyny
6nictepi; no 1 a6o 2
6nictepy y nauui

TOB "®3
"BIO®PAPMA"

YKpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuisi: oy,
TeTsaHa tOpiiBHa. 3MiHa
KOHTaKTHUX JaHnX
YNOBHOBaXeHOI 0cobu
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsag

3a peyenmom

UA/15971/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
65. KOKAPBOKCW/A3 | niodhinizat gns po3unHy TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/3242/01/01
nrigpoxnorung Ans iH'ekuii no 50 wr; 5 "BIODPAPMA" BIO®APMA" peecTpauiiHux maTepianis:
h/1aKoHiIB 3 3MiHM | TUny - 3MiHK Woao
niodghinizatom y 6nictepi; 6e3nekn/edeKTMBHOCTI Ta
no 2 6nictepu y nauui 3 thapmakoHarnagy. BeefeHHs
KapToHy; 5 donakoHiB 3 a60 3MiHM [0 y3arasibHEeHNX
niodgpinizatom y [OaHyX Npo cuctemy
KoMnnekTi 3 5 amnynamu chapmakoHarnsgy (BBeeHHs
po34MHHKKa (BoAa Ans y3arasibHeHUX faHuX Npo
iH eKUili mo 2 mn) y cuctemy chapmakoHarnsgy,
6nicTepi; no 1 abo 2 3MiHa YNOBHOBaXeHOI ocobu,
6nicTepn y nauuj 3 BiNOBIAaAbHOT 3a 34iICHEHHS
KapTOHY thapmakoHarnsgy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVIKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepgakuis: ow,
TeTsHa tOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0cobM
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsag,
66. KONOMILUMH MOPOLLIOK A1 PO3UMHY TOB «TeBa YkpaiHa Brpo6HMLUTBO [Janis/ BHECEHHS 3MiH 0 3a peyenmom UA/7533/01/01
IH'EKLIA ONs iH'eKUii, iHdy3il YkpaiHa» Hepo3dacoBaHoro Benuka peecTpauiiHux maTepianis:
abo iHransuin no 1 000 NpoAyKTY, NepBUHHA BpuTaHis/ 3MiHY | TUnNY - 3MiHW 3 AKOCTI.
000 MO; 10 donakoHiB 3 ynakoBKa, KOHTPO/Ib YroplmHa/ [oTOBMIA NiKapcbKuii 3acio.
MOPOLLKOM B KapTOHHIlA cepii: Kcenis IpnaHgis/ 3MiHM Yy BUPOGHMLTBI. 3MiHa
Kopobui dapmacbioTikens HimeuunHa iMnopTepa/amiHu, Lo
AnC, [aHis; CTOCYHOTbCSl BUMYCKY Cepii Ta

BTopvHHa ynakoBka,
[03BiN Ha BUMNYCK
cepii: MeH
dapmacbioTikan
Cepsices JlimiTesq,
Benwvka BputaHis;
KoHTpornb cepii:
Kcenia
dapmacbioTikens

KOHTPOJIH0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0JaBaHHA BUPOOHUKA, WO
BignoBifgae 3a BBe3eHHs Ta/abo
BUNycK cepii) - He Bkovaroum
KOHTPO/b/BUNPOBYBaHHA cepii -
BBE/leHHA a/ibTepHaTUBHOI
AinbHuui Millmount Healthcare
Limited (Ireland),
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NTp., YroplmHa; BiANOBIA&ILHOI 3a BUMYCK cepii
[l03Bin Ha BUNycK N3. 3MiHV BHECEHO B IHCTPYKLIO
cepii: MinmayHT 0191 MeAUYHOIo 3aCTOCYBaHHSA
Xenckeap Nimites, LLI0A0 HaliMeHyBaHHS Ta
IpnaHgia; BropyHHa MicLie3HaXOMKeHHS BUPOOHUKA
ynakoska: Mpectux (aofaBaHHst BUPOOHUYOT
MpomoyLH OiNbHWLI) 3 BiANOBIAHUMY
BepkaBcthepaepyHr 3MiHaMW y TeKCTi MapKyBaHHS
yHA, Bepbecepsic yNakoBKM NikapcbKoro 3acoby.
v6X, HimeyunHa BBefeHHs1 3mMiH npoTsrom 6
MicAILiB Micns 3aTBepPIKEHHS
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHV Yy BUPOGHMLTBI. 3amiHa
abo BBeiEHHA 404AaTKOBOI
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (finbHMULA
AN BTOPUHHOTO MakKyBaHHS)
BBE[EHHS aNibTepHaTUBHOT
AiNbHULI 715 BTOPUHHOMO
nakyBaHHs /13 - Prestige
Promotion Verkaufsfoerderung &
Werbeservice GmbH
(Germany). BBegeHHA 3MiH
npoTsArom 6 micAuis nicns
3aTBEPAKEHHSA
67. KONomMIiunH NOPOLLOK A/191 PO3UNHY TOB «TeBa Ykpaina Bupo6bHuuTBO [Oanis/ BHECEHHS 3MiH 0 3a peyernmom UA/7533/01/02
IH'€EKLIA ONs iH KU, iHdy3in YkpaiHa» Hepo3acosaHoro Benvka peecTpauiiHnx matepianis:
abo iHransauin no 2 000 NpoaykTy, NepBrHHA BpuTanis/ 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
000 MO 10 hnakoHis 3 yrnakoBKa, KOHTPO/1b YropumHa/ [oTOBMIA NikapcbKuii 3acio.
MOPOLLKOM B KApTOHHI cepii: Kcenis IpnaHgis/ 3MiHN Yy BUPOGHULTBI. 3MiHa
Kopobui dapmacbioTikens HimeuunHa iMnopTepa/3miHu, Lo
AnC, faHisi; CTOCYHTbCS BUMYCKY cepil Ta
BTOpVHHa ynakoBka, KOHTPO/H0 SIKOCTi rOTOBOrO
[03BIiNT Ha BUMYCK nikapcbKoro 3acoby (3amiHa abo
cepii: MNeH [oflaBaHHA BUPOOHUKA, Lo
dapmachbtoTikan BignoBigae 3a BBe3eHHA Ta/abo
Cepgices JlimiTepa, BUNYyCK cepii) - He BkIoYatoun
Benuka bpuTaHis; KOHTPO/1b/BUNPOBYBaHHSA cepil -
KoHTponb cepii: BBE[EHHS a/lbTePHATUBHOT
Kcenis AinbHuui Millmount Healthcare
dapmacbioTikens Limited (Ireland),
Nta., YropwuHa, BiANOBIAabHOI 3a BUMYCK cepii
[lo3Bin Ha Bunyck N3. 3MiHM BHECEHO B iHCTPYKLtO
cepii: MinmayHT 0191 MegUYHOro 3aCTOCYBaHHSA
Xenckeap Nimites, {00 HallMeHyBaHHS Ta
IpnaHgis; BropmHHa MicLle3HaxX04KEHHS] BUPOOHMKA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoska: [MpecTmx
MpomoyLuH
BepkaBcthepaepyHr
yHA, Bepbecepsic
v6X, HimeuunHa

(mopaBaHHs BUPOGHMYOT
OinbHUU]) 3 BIANOBIAHUMM
3MiHaMW y TEKCTi MapKyBaHHS
YMakoBKM NiKapCbKoro 3acoby.
BBepfeHHA 3MiH NpoTsArom 6
MiCALIB MiCNA 3aTBEPL)KEHHSN
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOBHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULUI BUpOGHMLTBA A5
4acTVHM abo BCLOro
BMPOBHNYOro NpoLecy rotosoro
nikapcbKoro 3acoby (ginbHULA
[ANA BTOPUHHOTO NakyBaHHS)
BBEEHHA aNlbTEePHATUBHOT
OinbHULI AN BTOPUHHOTO
nakyBaHHs J13 - Prestige
Promotion Verkaufsfoerderung &
Werbeservice GmbH
(Germany). BBegeHHS 3MiH
npoTsArom 6 micAuis nicns
3aTBEPAKEHHS

68.

KOPUH®AP® YHO
40

TabneTku
MPOJIOHroBaHoi Aji no 40
Mmr, no 10 TabneTok y
6nicTepi; no 2 abo no 5,
abo no 10 6nicTepiB y
Kopobui

TOB "TeBa YkpaiHa"

Ykpaina

3irdopig N4,
LBeiiuapis
(KOHTpONb cepii);
3irdpig Manbta
nra., ManbTa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPUHHA
ynakoBKa, KOHTPO/1b
cepii); 3irdopig,
®apma AT,
Llseiiuapis
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPVHHA
ynakoBka, KOHTPO/b
cepii); KoHdapma
®paHc, PpaHuisa
(koHTpO/Ib cepii
(TinbKM
MikpobiosnoriuHe
TeCcTyBaHHs));
Mepkne 'm6X,
HimevumHa (go3Bin

Lsenuapis/
Manbta/
PpaHuia/

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHU | TUNY - NOAa@HHS HOBOrO
cepTtudikaTy BignoBigHOCTI
€Bponeiicbkii hapmakonei Ne
R1-CEP 1996-105-Rev 04 A®|
HicheamniHy Big HOBOrO
BMpo6HMKa MOEHS Catalana
S.L. (3oNoBHEHHS); 3MiHU | TUNY
- BUIYYEHHS1 HE3HAYHOTO
MoKa3HMKa AKOCTi
(BUnNpobyBaHHA Ha NMMTOMY
nnowy nosepxHi (BET) 3i
cneuudikauii APl HidheauniHy
Bif, BUpo6HuKa Siegfried Ltd,;
3MiHK | TUNY - NPUBEAEHHS
BMMOT crieumdikavii AdI
HiheauniHy y BigNOBIHICTL 00
Aitoyoi MoHorpacii € —
KinbkicHe BU3Ha4YeHHs aitoyoi
PeyoBMHN NPOBOANTLCS NMLLe
MeTOA0M TUTPYBaHHS i He
npoeoanTLCa metogom BEPX;
3MiHK | TUNY - NpUBEAEHHS
BMMOTr crieumdikavii AdI
HidpegMniHy y BigNoBIgHICTL A0

3a peyenmom

UA/9902/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha BUMyCK cepil)

Aitoyoi MoHorpadii EP —
loeHTUdikauis airo4oi peqyoBuHU
meTtogom BEPX He
NpOBOANTLCS; 3MiHW | TNy -
npvBeAeHHs BUMOr
cneuucpikauii APl Hidbeguniny y
BigNoBIAHICTb A0 Aitoyoi
MOHorpadii €EP —
BunpobyBaHHs Ha TemnepaTypy
NNaBeHHA He NPOBOANTLCA
BigNoBigHO A0 MOHOrpadii €®;
3MiHK | TUNY - NPUBEAEHHS
BMMOT crieumndikavii AdI
HicheamniHy BiANOBIAHICTL J0
Aitoyoi MoHorpacii €P —
[opaHo BunNpobyBaHHA Ha BMICT
Jomiwkm D Ta iHWMX OCHOBHUX
[OMILLOK BiANoBiAHO [0
MoHorpadii EP. Takox
NPONOHYETLCA BHECTU PAS,
peaakuiiHnx 3MiH, a came
BWTYYUTU BUNPODBYBAHHS 5K
npoBOAATH 3rigHO 3
MOHorpadpieto USP, a came: UV
spectrum, Sulphate, Chloride,
Titration, Heavy metals (Pb)

69.

NAKTION-ICTOK®

MOPOLLIOK A5
opasibHOro
3aCTOCyBaHHSA; MO 5Ty
calue, no 20 cawe y
KapTOHHI Kopo6Lij; Mo
10 r y cawe, no 15 cawe
Y KapTOHHiIi kopobu; No
200 r y KoHTeliHepi
nnactmacosomy; no 500
Iy KOHTelHepi
n1acTMacoBomMy

ToBapucTeo 3
oGmeXeHoto
BignoBiganbHicTIO
"WcTok-Mmoc”

Ykpaina

ToBapucTtBo 3
o6GmexeHor
BiANOBiAa/ILHICTIO
"WcTok-TMnioc"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
YTOUYHEHHSI HanCaHHSA Ha3B
3asiBHMKA Ta BUPOOGHUKa B
Hakasi MO3 YkpaiHu Ne 2690
BiA 02.12.2021 B npoveci
peecTpavuii. Pegakuisi B Hakasi:
TOB "WcTok-TMnoc".
3anponoHoBaHa pefakLjisi:
ToBapucTBO 3 0GMEXeHOo
BignoBigaNbHiCTIO "N CTOK-
Mnioc".

6e3 peyenma

UA/19081/01/01

70.

NA®EPOBIOH®

cynosuTopii no 150 000
MO; no 3 cynosuTopii no
11y KOHTYpHii
YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIlA YapyHKOBIli
ynakoBLji B nayi 3
KapToHyY; No 5
cynosutopiiB no 1 ry
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 a6o no 2

TOB "®3
"BIO®PAPMA"

Ykpaina

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHW WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cucTemy chapmakoHarnsgy,

6e3 peyenma

UA/13779/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTYPHI YapyHKOBI
ynakoBKM B nauvj 3
KapToHy

3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnagy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepfakuis: Moy,
TeTsHa lOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnag,

71.

NA®EPOBIOH®

cynosuTopii no 500 000
MO; no 3 cynosuTopii no
11y KOHTYpHIN
YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIli YapyHKOBIl
ynakoBLji B mauui 3
KapToHy; No 5
cynosutopiiBno 1ry
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 a6o no 2
KOHTYPHI YapyHKOBI
ynakoBkM B nauli 3
KapToOHyY

TOB "®3
"BIO®PAPMA"

YKpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.

6e3 peyenma

UA/13779/01/02

67




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MponoHoBaHa pepakuisi: oy,
TeTsaHa tOpiiBHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsag
72. NA®EPOBIOH® cynosuTopii no 150 000 TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 40 - UA/14695/01/01
MO, in bulk Ne 1230: no "BIODAPMA" BIO®APMA" peecTpavuiiHux maTepianis:
3 cynosutopiinolry 3MiHM | TUny - 3MiHK Woao
6nicTepi; no 410 6e3nekn/edreKTBHOCTI Ta
6nicTepiB B rpynoBiii i thapmakoHarnagy. BeefeHHs
TPaHCNOPTHIN Tapi; in a60 3MiHM [0 y3arasibHEeHNX
bulk Ne 1250: no 5 [OaHyX Npo cuctemy
cynosutopiiB no 1 ry thapmakoHarnagy (BBefeHHs
6nicTepi; no 250 y3araslbHeHuX AaHux npo
6nicTepiB B rpynoBii i cuctemy dhapmakoHarnsgy,
TpaHCMOpPTHIl Tapi; in 3MiHa YNOBHOBaXeHOI 0cobu,
bulk Ne 1250: no 10 BiANOBIAA/IbHOI 3a 34iiCHEHHSA
cynosuTtopiiBno 1ry thapmakoHarnsgy; KOHTakTHOl
6nictepi; no 125 ocobu 3 hapmakoHarnsgy
6nicTepiB B rpynoBi i 3asBHVKa 415 34IACHEHHS
TpaHCMopTHIli Tapi thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOi 0Co6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepgakuisi: ow,
TeTsHa tOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsag
73. NA®EPOBIOH® cynosuTopii no 500 000 TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 0 - UA/14695/01/02
MO, in bulk Ne 1230: no "BIOPAPMA" BIO®APMA" peecTpauiiHux maTepianis:

3 cynosutopiino 1 ry
6nictepi; no 410
6nicTepiB B rpynoBiii i
TpaHCMOopPTHIl Tapi; in
bulk Ne 1250: no 5
cynosutopiiB no 1 ry
6nictepi; no 250

3MiHK | TURy - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHnx npo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepiB B rpynoBii i cuctemy dhapmakoHarnsgy,
TpaHCMOpPTHIl Tapi; in 3MiHa YNOBHOBaXeHOI ocobu,
bulk Ne 1250: no 10 BiiNOBIAaAbHOT 3a 34iICHEHHS
cynosuTtopiiBno 1ry thapmakoHarnsgy; KOHTakTHOT
6nictepi; no 125 ocobu 3 hapmakoHarnsgy
6nicTepiB B rpynoBii i 3asBHMKA A1 3AiICHEHHS
TpaHCMOpTHIli Tapi thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXeEHOI 0Co6U
3as1BHVKa, BiANOBIAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepgakuis: ow,
TeTsHa lOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0cobM
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmMakoHarnsag,
74. NA®PEPOBIOH® cynosuTopii no 1 000 TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH 0 - UA/14695/01/02
000 MO, in bulk Ne "BIO®APMA" BIO®APMA" peecTpauiiHnux maTepianis:

1230: no 3 cynosuTopii
no 1 ry 6nictepi; no 410
6nicTepiB B rpynoBiii i
TpaHCMOpPTHIl Tapi; in
bulk Ne 1250: no 5
cynosuTtopiiBno 1ry
6nictepi; no 250
6nicTepis B rpynosii i
TpaHCMOopPTHIl Tapi; in
bulk Ne 1250: no 10
cynosuTtopiiBno 1ry
6nicTepi; no 125
6nicTepiB B rpynoBiii i
TpaHCMopTHIli Tapi

3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBiAaIbHOI 3a
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsag.
MponoHoBaHa pepfakuis: Moy,
TeTsHa lOpiiBHa. 3miHa
KOHTaKTHUX JaHnx
YNOBHOB&XEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnag

75.

NA®EPOBIOH®

cynosuTopii no 3 000
000 MO; in bulk Ne
1230: no 3 cynosuTopii
no 1ry 6nictepi; no 410
6nicTepis B rpynoBii i
TpaHCMOopPTHIl Tapi; in
bulk Ne 1250: no 5
cynosutopiiBno 1ry
6nicTepi; no 250
6nicTepiB B rpynoBiii i
TPaHCMOPTHIl Tapi; in
bulk Ne 1250: no 10
cynosuTopiiB no 1 ry
6nictepi; no 125
6nicTepiB B rpynoBiii i
TpaHCMopTHIl Tapi

TOB "®3
"BIO®PAPMA"

YKpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuisi: oy,
TeTsaHa tOpiiBHa. 3MiHa
KOHTaKTHUX JaHnX
YNOBHOBaXeHOI 0cobu
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsag

UA/14695/01/04

76.

NE®NOKAL

TabneTku, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
no 250 wmr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
Kopobui

Lxy6inaHt
[bxeHepikc NimiTeq,

IHAjA

xy6inaHTt

[bxeHepikc NimiTeq

IHAjA

BHECEHHS 3MiH [0

peecTpavuiiHux maTepianis:

3MiHK | TRy - 3MiHK WOA0

6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS
TEKCTY MapKyBaHHS yNakoBKn
roToBOrO NikapcbKoro 3acoby 3
BHECEHHsM iHchopmMalii woao

3a peyenmom

UA/13423/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HavYeHHs oAVHNLb
BMMIpIOBaHHsA y cuctemi Sl 1a
IHLLOT TEXHIYHOT iHchopmaLii.
OHOB/IEHHSA BXE 3aTBEPKEHOIO
TEKCTY MapKyBaHHs ; TOLLO);
BHECEHHS 3MiHM A0 po3ainy
«MapkyBaHHA» MKHA /13:
3anponoHoBaHo: MapkyBaHHA Y
BiANOBIAHOCTI A0
3aTBEPKEHOr0 TEKCTY
MapKyBaHHA. TepMiH BBeieHHS
3MiH NpOTArom 6 MicAuiB nicns
3aTBEPKEHHS

717.

NE®NOKAL

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 500 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobui

Lbxy6inaHT
IxeHepike Miviteq

IHais

[xy6inaHt
[xeHepike Mimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

thapmakoHarnsgy - OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
roTOBOrO JliKapCbKOro 3acoby 3
BHECEHHSAM iHchopmalii Wwoao
3a3HaYeHHs OAUHULL
BMMIpIOBaHHsA y cuctemi Sl 1a
IHLLOT TEXHIYHOT iHchopmaLii.
OHOB/IEHHA BXe 3aTBEPMKEHOr0
TEKCTY MapKyBaHHS ; TOLLO);
BHECEHHS 3MiHM A0 po3ainy
«MapkyBaHHsA» MKHA N13:
3anponoHoBaHo: MapkyBaHHA Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBEAEHHS
3MiH NpOTArom 6 MicAUiB micns
3aTBEPAKEHHS

3a peyenmom

UA/13423/01/02

78.

NED®NOKAL

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
no 250 wr, in bulk: no
5000 Tabnetok y
naketax

Lbxy6inaHt
IxeHepike Mimiteq

IHais

[xy6inant
[xeHepike Mimiteq

IHAis

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepianis:
3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarns4y - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
roTOBOrO NikapCbKoro 3acoby 3
BHECEHHSAM iHchopmalii Wwoao
3a3HaYeHHs1 OAUHNULb
BMMIpIOBaHHsA y cuctemi Sl 1a
iHLLOT TeXHIYHOT iHdhopmaLyii.
OHOB/IEHHA BXe 3aTBEPAKEHOr0
TEKCTY MapkyBaHHs in bulk: no

UA/13424/01/01
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Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

79.

NE®NOKAL

TabneTku, BKPUTI

Lbxy6inaHT

5000 TabneTok y nakerax
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIPIOBaHHS i3 3aCTOCYBaHHAM

niTep naTuHcbKoro andasity;
TOLLLO); BHECEHHS 3MiHW [0
po3gainy «MapkysaHHs» MKA
N3: 3anponoHoBaHo:
MapkyBaHHs. Y BiAnNoBigHOCTI A0
3aTBEPKEHOT0 TEKCTY
MapkyBaHHA. MapkyBaHHA. Y
BignoBiAHOCTI A0
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, WO AOAAETLCA.
TepMiH BBEEHHS 3MiH
npotsArom 6 micAuis nicns
3aTBEPAKEHHS

80.

NIAOKCAH NMMOH

NAiBKOBOK 060/IOHKOHO,
no 500 wr, in bulk: no
5000 TabneTok y
nakeTax

IxeHepike Miviteq

IHais

[xy6inaHt
[xeHepike Mimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
roTOBOrO JliKapCbKOro 3acoby 3
BHECEHHSAM iHchopmalii Wwoao
3a3HayYeHHs OAUHULb
BMMIpIOBaHHsA y cuctemi Sl 1a
iHLLOT TEXHIYHOT iHdhopmaLyii.
OHOB/IEHHA BXe 3aTBEPAKEHOrO
TEeKCTY MapkyBaHHs in bulk: no
5000 TabneTok y naketax
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIPIOBaHHS i3 3aCTOCYBaHHAM
niTep natMHcbKoro andasity;
TOLLO); BHECEHHS 3MiHW O
po3ainy «MapkyBaHHs» MKHA
N3: 3anponoHoBaHo:
MapkyBaHHS. Y BifnoBigHOCTi 40
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. MapkyBaHHA. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS1, L0 AOAAETLCS.
TepMmiH BBELEHHS 3MiH
npoTarom 6 micsuis nicns
3aTBEPKEHHS

UA/13424/01/02

CMPEN

cnpeii ons poToBoi
NOPOXHUHWY, 2 Mr/0,5 Mr

Ha 1 mn; no 30 mny

TOB "CaHpo3
YkpaiHa"

YKpaiHa

Na6opaTtopia
Ksanicpap HB
(KBanicpap HB),

Benebris/
CnoseHis

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:

6e3 peyenma

NOMWKM NOB'si3aHi 3

UA/16227/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chnakoHi, no 1 donakoHy Benbris nepeknagom abo nepeHeceHHsM
B KOpPOOL (BUpPOGHMLTBO 3a iHdbopmawii, ski 6ynu gonyLieHi
MOBHWUM LMK/IOM); nif Yac nNpoBeAeHHA npoueaypu
Nex BHECEHHS 3MiH (Haka3 Ne2931
$papmaueBTUYHA Big 16.12.2020p.). Y po3aini
KoMnaHisa 4.4., Cknag He 6yno BpaxoBaHo
CnoBeHis (BUMycK 3MiHYy 3aTBEp)KEHY Haka3oMm
cepiif) MO3 Nel729 Big 30.07.2020p,
00 A0faBaHHS HOBOIO
BMPOGHMKa AP| XnoprekcnguHy
aurnokoHaty MEDICHEM, S.A,,
Spain. 3a3HayeHe BUMNpaB/eHHsA
BiANOBigae marepianam
peecTpauiiiHoro 4ockbE sKi
npeacTaBneHi B apxisi
81. NOPICTA® H TabneTku, BKpUTI KPKA, a.4., HoBo CnoseHis BMPOGHMLTBO "in CnoBeHisi BHECEHHS 3MiH g0 3a peyenmom UA/6454/01/01

N/1iBKOBOK 060JI0HKOIO,
50 mr/12,5 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6 abo no 9
6nicTepiB y KAPTOHHIN
Kopo6ui; no 14 TabneTok
y 6nictepi, no 1, abo no
2, abo no 4, abo no 6,
abo no 7 6nictepiB y
KapTOHHIlA KOpooLi

MecTo

bulk", nepBrHHe Ta
BTOPVIHHE

nakyBaHHs,

KOHTPONb Ta BUMYCK

cepii: KPKA, a.4.,

HoBo mecTo,

COBEHIS; KOHTPO/b

cepii:

KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KOHTpPOb cepii:
NabeHa p.0.0.,
CnoBeHis

peecTpavuiiHux maTepianis:
3MiHM | Tuny - BUKIageHHs MKA
13 yKkpaiHCbKOK MOBOIO
(3aTBEpPAXEHO pOCIliCbKO
MOBOI0), 6€3 3MiHWN aHaNITUYHNX
MeTOZiB, 3 BUNPaB/IEHHAM
TEXHIYHUX NOMUJIOK Ta HE3HAauHI
KOpekLji onncy mMeTogis
KOHTPOJIIO AKOCTI. BBEAEHHA
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs; 3MiHu |
TUMY - AONOBHEHHS crneundikauil
A®I no3zapTaH Kanito (Big,
BMpOGHMKa J13) A0AaTKOBUM
MOKa3HWKOM SKOCTi: «Impurity
NDMA — not more than 0,03
ppm; Impurity NDEA — not more
than 0,03 ppm». BunyueHHs 3i
cneundikauii A®l nosaptaH
KaUito nokasHuka sikocTi "Heavy
metals" ans rapmoHisadii i3
nito4oto MoHorpadieto EP Ha
A®I; 3miHM | TUNY - BUNYYEHHA
nokasHuka «Po3nagaHHa» (Esp.
$apm., 2.9.1) 3i cneyudpikauii
N3, 3a HasiBHOCTI
3aTBEPAXEHOro napameTpy
«P0O34nHEHHSs». BBEEHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
He3HauHi 3MiHV B
3aTBEPAKEHOMY METOAj
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dopma sunycky

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Ymosu Howmep
peecmpayiliHo2o

PeecmpayjitiHa npoyedypa
Bionycky
nocsio4yeHHs

BMNPOGYBaHHSA «laeHTudikauis i
KifIbKiCHE BU3HAYEHHSA
no3apTaHy Kanito i
rigpoxnopTia3ngy B Tabnetkax».

n/n

Ha3sBsa nikapcbko20
3acoby

(nikapcbka ¢hopma,
ynakoska)

BBefeHHA 3MiH NPOTArom 6-1m
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHW | TUMY - HE3HAYHI 3MiHN Y

3aTBEPMKEHOMY MeTOog|

"OAHOPIHICTb BMICTY
no3apTaHy Kasito i
rigpoxnopTiasuay" - OHOB/IEHHS
MeToAy Y 3B'3Ky 3 TUM, L0
Hapasi meTog 6yae
BUKOPWCTOBYBAaTUCA AN
BM3HAYEHHS KiNIbKICHOTrO BMICTY
Ta igeHTudikauji.
3anponoHoBaHo: «OAHOPIAHICTb
[1030BaHVX OAMHULb —
OHOPIZHICTb BMICTY, KiflbKiCHE
BM3HAYEHHS Ta igeHTudikauis
no3apTaHy Kanito i
rigpoxnoptiasngy». BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs; 3MiHu |
TUMY -HE3HaYHa 3MiHa Y
3aTBEPMKEHOMY MeTOog|
"CynyTHi AOMILLK/ no3apTaHy
Kanis i rigpoxnopTia3ngy B
Tabnetkax". BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3amiHy meTtogy “laeHTudikauis
Ta KiNbKiCHe BU3HAYEHHS
no3apraHa kanis i
rigpoxnopTiasuga B TabneTkax"
Ha "OfHOPIAHICTL 4030BaHUX
OAMHULb - OAHOPIAHICTL BMICTY,
KifIbKiCHE BU3HAYEHHA Ta
ifeHTudikaLis nosaptaHy Kanito
i rigpoxnopTiasugy ons
KoHTponto f13 B cneyudikavii
npu BUMYycKy. BBeAeHHSA 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
He3HauHi 3MiHV B NpoLeci
BMPOGHMLTBA Ta 6iNbLu
AeTasnbHWI onuc npouecy
BMpo6HUUTBA J13; 3MiHM | TUny -
3MiHa agpecu BUpo6HuKka AdI
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"Jlekxim-XapkiB"

oTOBMIA Nikapcbknii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHa
po3mipy cepii (BkoUYaoun
[janasoH po3mipy cepii)

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nosapTtaH kanito Zhejiang
Menovo Pharmaceutical Co.,
Ltd: 3MiHW y agMiHIiCTpaTWBHIlA
afpeci Ta BUPOOHUYINA AinbHUL.
Brpo6Huya ainbHUUA Ta yci
BMPOOGHUYI onepauvi
3a/MWATECA HE3MIHHUMN
82. MAIHE-B6 ® TabneTtku, BKPUTI TOB "Onenna Ykpaina CaHodpi BiHTpon PpaHuia/ BHECEHHS 3MiH 0 6e3 peyenma UA/4130/01/01
AHTUCTPEC N1iBKOBOK 06O/TOHKOO Xenckea YkpaiHa" IHaacTpia, ®paHuis; YropumHa peecTpauiiHnx matepianis:
Ne 60 (15x4): no 15 XIHOIH 3aBog 3MiHY | TUMy - NoAaHHSA HOBOTO
Tabnetok y 6nictepi; no $bapmaueBTUYHNX Ta cepTuduikara BiZNoBILHOCTI
4 6nicTepu B KAPTOHHIN XimiyHnx MpogykTis €sponevicbkin hapmakonei Ne
kopo6ui; Ne 60 (20x3): Mpaiisit Ko. NiT4,. RO-CEP 2013-165-Rev 01 gns
no 20 TabneTtok y MignpuemcTso 2 Aitoyoi pevoBuHM Pyridoxine
6nictepi; no 3 6rictepn (nignprvemcTBo hydrochloride Big HoBoro
B KapTOHHIi kopo6ui Bepelueabxas), BMpo6HmKa JIANGXI TIANXIN
YropLpHa PHARMACEUTICAL CO., LTD.,
[04aTKOBO A0 3aTBEPAKEHOrO
BMpo6HMKka DSM Nutritional
Products GmbH, Germany;
3MiHU | TUNY - NOAAaHHS HOBOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
RO-CEP 2017-027-Rev 00 gns
Aitoyoi peyoBuHM Pyridoxine
hydrochloride Big HoBoro
BMpOo6HMKa DSM Vitamin
(Shanghai) Ltd., Kutaii
83. MAIHE-B6 ® TabneTkun, BKPUTI TOB "Onenna YkpaiHa CaHodi BiHTpon PpaHuis/ BHECEHHS 3MiH 0 6e3 peyenma UA/4130/01/01
AHTUCTPEC N1iBKOBOK 06O/IOHKOIO Xenckea YkpaiHa" IHpacTpia, ®paHuis; YroplmHa peecTpauiiHnx matepianis:
Ne 60 (15x4): no 15 XIHOIH 3aBog 3MiHK | TUNY - NOAAHHS HOBOTrO
Tabnetok y 6nictepi; no $bapmaueBTUYHNX Ta cepTudikara BiZNOBIAHOCTI
4 6nicTepn B KAPTOHHIW XimiyHnx MpoaykTis €Bponevicbkinn hapmakonei Ne
Kopo6ui; Ne 60 (20x3): Mpatiisit Ko. NiT4,. RO-CEP 2015-129-Rev 01 gns
no 20 TabneTtok y MignpuemcTso 2 Aitoyoi pevoBuHM Magnesium
6nicTepi; no 3 6nictepu (nignpnemcTeo citrate BiJ HOBOro BMPOGHMKa
B KapTOHHIi kKopo6ui Bepelueabxas), JUNGBUNZLAUER
YropLmHa LADENBURG GMBH
84. ME/TOKCUKAM- PO34MH N8 iH'ekuin, 15 ToBapucTBO 3 YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/14486/01/01
BEPKAHA Mmr/1,5 mn no 5 amnyn y 06MexeHo akuioHepHe peecTpauiiHux maTepianis:
6nictepi; no 1 6nictepy BiANOBiAA/IbHICTIO TOBapuCTBO 3MiHU | TURY - 3MiHW 3 AKOCTI.
Y KapTOHHIl nayui "BEPKAHA+"

75




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rOTOBOrO JliKapCbKOro 3acoby - B
po3gini 3.2.P.3.2. Cknag Ha
Cepilo 3a3HayYeHHs1 po3mipy cepil
B amrnysiax 3 ypaxyBaHHsM
TEXHOMOriYHMX BTpaT Ta
HaAMLWKOBOro 06'eMy
HanoBHEeHHs. OCHOBHUIT 06'eM
PO3uuHy cepii 3amMwaeTbes 6e3
3MiH. 3anponoHoBaHo:

89,1 n (91,7 kr) abo 50000
amnyn; 178,2 n (183,4 kr) abo
10000 amnyn

85.

METOHAT®

Kancynu no 250 mr no
10 kancyn y 6nictepi; no
5 6nicTepis y nauui 3
KapToHy

TOB
"dbapmaueBTnyHa
KOMNaHis
"CANKOTAPIC"

YKpaiHa

MAT "MoHdapm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa peaakuis:
CadhoHoBa IpuHa
OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnag,

3a peyenmom

UA/11399/01/01

86.

METOHAT®

pO34uH ANs iH ekuin 100

TOB

YKpaiHa

MpAT "/lekxim -

YKpaiHa

BHECEHHS 3MiH Ao

3a peyenmom

UA/11449/01/01
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

mr/mn no 5 mn B
amnynax; no 5 amnyn B
6nicTepi
OfIHOCTOPOHHLOMY, MO 2
6nictepa y nayuji
KapTOHHIiA

"bapmaueBTnyHa
KOMnaHis
"CantoTtapic"

Xapkis"

peecTpauiiHnux matepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
hapmakoHarnsg,.
MponoHoBaHa pegakuis:
CacpoHoBa IpnHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag,

3a peyenmom

UA/4860/01/01

87.

METPOHIAA30/

pO3unH Nns iHdysili 5
mr/m; no 100 mn 'y
nAsLKax

TOB "lOpia-®apm"”

Ykpaina

TOB "tOpis-®Papm”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(BWNYyYEHHS yNaKoBKW NEBHOTO
PO3Mipy) - BUlyYEHHS YNaKOBOK

no 100 Mn y KoHTellHepax, 3
BiANOBIAHMMU 3MiHaMU B po3Aini
«YnakoBka». 3MiHN BHECEHI B
po3ain "YnakoBka" iHCTPYKL,iT
AN MeAUYHOro 3acToCyBaHHs

NikapcbKoro 3acoby Ta B po3fin

77




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6.5. "Tun Ta BMiCT NepBUHHOT
ynakoBKW" KOPOTKOI
XapakTepuCTUKM NiKapCbKoro
3aco6y y 3B"A3KYy 3 BUTYYEHHAM
NeBHOro Po3Mipy ynakoBku, Sk
HaCnNifoK - BUNYYEHHSA TEKCTY
MapKyBaHHS BignoBigHOT
ynakoBkn. BBefeHHsA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS
88. MOHYPAN rpaHynun ans opasbHoro 3am60H C.M.A. ITania 3aM60H LBeiiLapis BHECEHHS 3MiH 0 3a peyenmom UA/9833/01/01
po3uMHy no 3r; no 8 r CaiTuepnang /174, peecTpauiiHnx matepianis:
npenapary (3 r gito4oi 3MiHM | TUny - 3MiHK Woao
peyoBMHKM) B NakeTi; No 6e3nekun/edekTBHOCTI Ta
1 a6o 2 nakeTn B thapmakoHarnagy - 3MiHu
KapTOHHI navu,i BHECEHO B TEKCT MapKyBaHHS
nepBuHHOI (NyHKTN 8, 13) Ta
BTOPUHHOI (NyHKTK 8, 12, 13)
yMakoBOK NiKapCbKoro 3acoby
89. MYKANTUH Tabnetku no 50 mr, no ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/5779/01/01
30 TabneTok y 6aHL;j obmexeHoro BMPOGHMLTBA, peecTpauiiHnx matepianis:
abo KoHTeliHepi; no 1 BiANOBiAA/IbHICTIO KOHTPO/b AKOCTI, 3MiHa 3aaBHVKa (B/1acHMKa
6aHLj abo KoHTeillHepy Y "PapmaLeBTnyHA BUNYCK cepil: peecTpaLiiHoro NocBigYeHHs)
nauui 3 kKapToHy; no 10 KomnaHis "3gopos'a" ToBapucTBo 3 (3rigHo Hakasy MO3 Big,
TabneToK y KOHTYPHUX 0bMexeHo 23.07.2015 Ne 460). BeeaeHHs

6e34apyHKOBUX
ynakoskax; rno 30
Tabnetok y 6aHkax abo
KOHTeliHepax; no 10
TabneTtok y 6nictepax;
no 10 Tabnetok y
6nictepi; no 1, a6o no 3,
abo no 10 6nicTepis B
naJui 3 KapToHy

BiANOBIAANILHICTIO
"flocnigHwiin 3aBog "
FHUCY, Ykpaina;
BCi cTaaii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"PapmaueBTnyHa
KOMMaHis
"3p0poB'a”, YkpaiHa

3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXeHOI 0cobw,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiICHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cucTemun chapmakoHarangy).
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHa yNnoBHOBaXKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag. fdivoua
pepakuisi: MnakciHa OneHa
BonogumupisHa. NponoHoBaHa
pepaxuisi: LLleBueHko OneHa
IropiBHa. 3MiHa KOHTaKTHMX
[aHux yrnoBHOBaXeHO! 0cobu
3a8BHVKa, BigNoBigabHOT 3a
34iicHeHHs1 hapmakoHaragy.
90. MYKANTUH Tabnetku no 50 mr, in ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 - UA/11488/01/01
bulk: no 1000 TabneTok obmexeHor BMPOGHMLTBA, peecTpauiiHnx matepianis:
y naketax BiANOBIAA/ILHICTIO KOHTPO/b AKOCTI, 3MiHa 3asBHWKa (B/1acHUKa
nonietuneHosux; in bulk: "PapmaLeBThYHA BUNYCK cepil: peecTpaLiiHoro NocBigYEHHS)
no 9000 a6o no 15000 KomnaHis "3gopos'a" ToBapucTBo 3 (3rigHo Hakasy MO3 Big,
Tabnetoky 0bMexeHot 23.07.2015 Ne 460). BBeaeHHs
KOHTeliHepax BiANOBIAA/ILHICTIO 3MiH NPOTAroM 6-Tu MicALiB

"flocnigHwin 3aBog "
FHLUCY, Ykpaina;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"PapmaueBTnyHa
KOMnNaHis
"3p0poB'a”, YkpaiHa

nicns 3aTBepkeHHs. 3MiHu |
TMny - 3MiHN LWOA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemun chapmakoHaraingy).
3mMiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnag. firoya
pepakuisi: MnakciHa OneHa
BonogumupisHa. MNponoHoBaHa
pegaxuisi: LLleBueHko OneHa
IropiBHa. 3MiHa KOHTaKTHMX
[aHux yrnoBHOBaXXEHOT 0cobu
3asBHVKa, BigNoBigaIbHOT 3a
3iicHeHHs1 hapmakoHariagy.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
91. HASIK® Ansa cnpeii HasasTbHUIA, Kaccenna-vep, HimeuunHa Knoctepdpay HimeuunHa BHECEHHS 3MiH 0 Be3 peyenma UA/9133/01/01
DITEA po34uH no 10 mny v6X & Ko. KI Bepnin M'M6X peecTpauiiHux maTepianis:

thnakoHi; no 1 donakoHy
pa3om 3 HacagfKot AN
PO3MNWEHHS Y KaPTOHHIi
Kopo6ui; no 10 mny
chnakoHi, no 1 dpnakoHy
3 (hiKCOBAHO HacaKo
NS PO3NUNEHHS B
KapTOHHI KopoobLi

BUMNPaBAIEHO TEXHIYHY NOMUIIKY
B TEKCTi MapKyBaHHS BTOPUHHOT
ynakosku. 3ANMPOINMOHOBAHO:
6. OCOBNMBI
3ACTEPEXEHHA WOAO0
3BEPIFTAHHA NIKAPCbKOIO
3ACOBY Y HEAOCTYMHOMY
ONA OITEN MICLL 36epiraTit B
HeA0CTYNHOMY NS AiTel Micui.
15. ANA NIKAPCbKMX
3ACOBIB, AKI MPU3HAYEHI
ONA CAMOCTIVMHOIO
NIKYBAHHA — IHOPOPMALIA
WOA0 3ACTOCYBAHHA. Ana
chnakoHa 3 hikcoBaHoo
HacafKow A5 PO3NUIEHHS.
Cnocib 3actocyBaHHs. Nepeg,
3aCTOCyBaHHAM 3HATW 3aXMCHUI
KOBNavoK 3 Hacagku Ans
po3nuneHHs. MNepes nepumm
3aCTOCYyBaHHAM Crpeto
Ha3a/IbHOro HaTUCHYTY AeKinbka
pasis Ha Hacafky [0 NosiBu
[Lpi6HOro, piBHOMIpPHOTro
posnunieHHsa. BeecTtu Hacagky y
HI3API0 Ta HATUCHYTW OAVH pas,
noTiM NOBTOPUTK NS APYroi
Hi3gpi. Micns BUKOpUCTaHHSA
3aKpUTU HacafKy 3aX1CHUM
KoBnaykom. [nsa cpnakoHa 3i
3’€MHOI0 HacaKow Ans
po3nuneHHs. Crnoci6
3acToCyBaHHsA
Mepep, 3acTOCyBaHHAM 3HATN
[OBINIA 3aXMCHWIA KOBNAYOK.
BigkpyTnTh KpULLIKY 3 dpnakoHa
Ta HaKpPYTUTW Hacagky ans
po3nuneHHs Ha dinakoH. Mepef
nepLuM 3aCTOCYBaHHAM Cnpeto
Ha3a/IbHOro HaTUCHYTY AeKinbka
pasis Ha Hacafky [0 NosiBu
[Lpi6HOro, piBHOMIPHOIro
posnuneHHsa. BeecTtu Hacagky y
Hi3[pI0 Ta HATWCHITb OAVH pas,
noTiM NOBTOPUTK NS APYroi
Hi3gpi. Micns BUKOpUCTaHHSA
3aKpUTW HacafKy 3aXMCHUM
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KoBMaykoM. 3a3HaueHe
BUNpaB/ieHHs Bignosigae
apxiBHUM marepianam
peecTpauiiiHoro Aocbe

92.

HATPIIO
AMIHOCANIUNNAT

rpaHynm
KMLLKOBOPO34MHHI 0,8 r/1
rno 100 r y nakeTi; no 1
nakeTy pasom i3
[03Y04NM NPUCTPOEM Y
KOHTEeliHepi

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNy - 3MiHa
nepiogNYHOCTI KOHTPOSIIO 3a
nokasHnkom "MikpobionoriyHa
ymctoTa" B Cneumdikaii 113 3
nocepiliHOro Ha BMGIpKOBWiA
(nepLuy Ta KOXHY M'ATY HacTynHy
cepii, ane He pifLie ogHOro pasy
B piK)

3a peyenmom

UA/10531/01/01

93.

HATPIIO
TIOCY/NIb®AT-
BIONIK

pO3unH AN1s iH'ekuii 300
Mmr/mn no 5 ma B amnyni,
no 10 amnyn B naJi; no
5 amnyn y 6nictepi, no 2
6nictepn y navui

AT "BIOJTIK"

Ykpaina

AT "BIONTIK"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3akynoproBasibHWi
3aci6 (iHWi 3MiHM) — BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoproBasibHWi
3acib, a came BBeEHHSA
[,04aTKOBOI YNaKoBKM
npenaparty B 6nictepu (no 5
amnyn y 6aictepi, no 2 6nictepu
pa3om 3 iHCTpYKLieo ans
MeAMYHOr0 3aCTOCYBaHHS i
ckapucikaTopom y naui) 3
BiANOBIAHMMMN 3MiHAMU Yy p.
«YnakoBka». 3MiHW BHECEHI B
po3ain "Ynakoska" B iHCTPYKL,it0
ANA MeANYHOro 3acTOCyBaHHs
NiKapcbKoro 3acoby

3a peyernmom

UA/11142/01/01

94.

HAT®NY

kancynu Teepgai no 30
mr; no 10 kancyn y
6nictepi; no 1 6nictepy
B KQPTOHHIi1 KOpoou,i

Hartko ®apma
Nimitepn

IHais

Hatko ®apma
NimiTen

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
BUMNpPaB/IEHHS TEXHIYHOI
NOMUIKM Y 3MiHax 4o MKA N13
(BHECEHHSA 3MiH [0 TEPMIHY
npuaaTHoOCTI), a caMe HeBIPHO
BKasaHo gaTty (Micsup)
3aTBepMAKeHHs1 Hakasy
MiHicTepcTBa OXOPOHY 340POB’S
YKpaiHn Ha TUTY/IbHIlA CTOPIHL,.
MonepeaHs pefakuis:
3arBepxeHo Hakas
MiHiCTEpCTBa OXOPOHM 340POB’A

3a peyenmom

UA/18753/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ykpainm 14.03.2021 Ne 938.
3anponoHoBaHa peaakuis:
3arBepxeHo Hakas
MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainn 14.05.2021 Ne 938.
TexHiYHy NOMWU/IKY BUNpPaB/ieHo
Y TEKCTi Ha TUTY/IbHINA CTOPIHLI
3MiH [0 IHCTPYKUIT ANns
MEJUYHOr0 3aCTOCYBaHHs
nikapcbKoro 3acoby woao gatm
(micsiub) 3aTBEPOXEHHS HaKa3y
MO3. 3anponoHoBaHa pefakuis
HoMepy PeecTpauiiHoro
nocCBiAYEeHHS, AaTh Ta HoMepy
Haka3sy Bignosifae maTtepianam
peeCTpaLiitHOro AOChE.

95.

HAT®NY

Kancynu teepai no 45
mr; no 10 kancyny
6nicTepi; no 1 6nictepy
B KapTOHHIi Kopo6Lyi

Hartko ®apma
Nimiten

IHais

Hartko ®apma
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
BMMpPaB/IEHHS TEXHIYHOI
NOMUIKM Y 3MiHax Ao MKA N13
(BHECEHHSA 3MiH [0 TEPMiHY
npuaaTHOCTI), a caMe HEBIpHO
BKa3aHo faTty (Micaup)
3aTBepKeHHA Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
YKpaiHu Ha TUTY/bHI CTOPIHL.
MonepeaHs pepakuis:
3areepmkeHo Hakas
MiHicTepcTBa OXOpPOHU 340POB’A
YkpaiHu 14.03.2021 Ne 938.
3anponoHoBaHa pegakuis:
3areepaxeHo Haka3
MiHicTepcTBa OXOPOHY 340POB’S
Ykpainm 14.05.2021 Ne 938.
TexHiYHy NOMW/IKY BUNpaBieHo
y TEKCTi Ha TUTY/IbHIA CTOPIHL
3MiH [0 iHCTPYKUiT Ans
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby woao gatm
(MicAub) 3aTBEpPAKEHHS HakKasy
MQO3. 3anponoHoBaHa pefakLis
Homepy PeecTpadiiHoro
NOCBIAYEHHS, AaTh Ta Homepy
Hakasy Bignosigae marepianam
peecTpaLiiiHOro AOChE.

3a peyenmom

UA/18753/01/02

96.

HATo®NY

Kancynu Teepai no 75
mr; no 10 kancyn y
6nictepi; no 1 6nictepy
B KQPTOHHIli Kopooui

Hartko ®apma
Nimiteq

IHAjA

Hatko ®apma
NimiTen

IHAjA

BHECEHHSA 3MiH [0
peecTpavuiiHux matepianis:
BUMNpPaBIEHHS TEXHIYHOI
NOMWJIKK Y 3MiHax Ao MKA 13

3a peyernmom

UA/18753/01/03

82




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BHECEHHS 3MiH 10 TEpMiHy
npuaaTHocTi), a caMe HeBIpHO
BKa3aHo gary (Micsub)
3aTBepAXeHHA Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
YKpaiHn Ha TUTYbHI CTOPIHL.
MonepeaHs pefakuis:
3arBepaxeHo Hakas
MiHicTepcTBa OXOPOHY 340POB’S
Ykpainm 14.03.2021 Ne 938.
3anponoHoBaHa peaakuis:
3arBepmxeHo Hakas
MiHicTepcTBa OXOpPOHY 340POB’S
Ykpainn 14.05.2021 Ne 938.
TexHiYHy NOMWU/IKY BUNpPaB/eHo
Y TEKCTi Ha TUTY/IbHINA CTOPIHLI
3MiH [0 IHCTPYKUIT ANns
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby woao gatm
(micsiub) 3aTBEPOXEHHS HaKa3y
MO3. 3anponoHoBaHa pefakuis
HoMepy PeecTpadiiHoro
noCBIiAYEeHHS, AaTh Ta HoMepy
Haka3sy Bignosifae maTtepianam
peeCTpaLiitHOro AOChE.
97. HENPOTOM &N pO34uH AN iH'ekuUiid, 50 3AT «Papmnira» JInToBCbKa 3AT «JlikBop» Pecny6nika BHECEHHS 3MiH 0 3a peyenmom UA/16933/01/01
Mr/M/1; MO 2 MN B Pecny6nika BipmeHis peecTpauiiHnx matepianis:
chnakoHi; no 5 chnakoHiB 3MiHY | TUny - AOMiHICTpaTWBHI
Y KOHTYpHIii YapyHKOBIli 3MiHW. 3MiHa HaliMeHyBaHHs
ynakosui; no 1 Ta/abo agpecy 3asBHMKa
KOHTYPHIli YapyHKOBIi (BnacHvika peecTpadiiHoro
ynakoBLji B nayi 3 NnocBigYeHHs) - 3MiHa agpecu
KapToHy; No 4 Mn B 3asBHMKa. 3MiHW BHECEHO B
chnakoHi; no 5 chnakoHiB IHCTpYKLjl0 A8 MegnyHoro
Y KOHTYpHIii YapyHKOBIli 3acToCyBaHHA y po3ainu
ynakosui; no 1 "3asABHUK" Ta
KOHTYPHIli YapyHKOBIi "MicLe3HaxomkeHHs 3asBHMKA"
ynakoBLji B nayi 3 3 BIANOBIAHUMU 3MiHAMU Y TEKCTI
KapToHy MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby. TepmiH
BBEJ,eHHS 3MiH NpoTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS
98. HEOTPN30/1® TabneTku BariHa/bHi; No OPIrAHOCWH OAE EBepTomXeH flaiid IHAjA BHECEHHSA 3MiH 40 3a peyernmom UA/10674/01/01
4 TabneTkn y cTpuni; no NANDCAEHCU3 CaeHcus Jlimiteq peecTpavuiiHux maTepianis:
2 cTpunv pasom 3 (E® 3ET 1) 3MiHu | TURY - 3MiHK 3 SKOCTI.

annikaTopom y
KapTOHHIA KopobLi; no 8
Tabnetok y 6nictepi; no
1 6nicTepy pasom 3

[oTOBMIA NikapcbKuii 3acio.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ansikaTopom y
KapTOHHilA KopooLi

NiKapCcbKoro 3acoby (3MeHLIeHHS
TepMiHy NpuAaTHOCTI TOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOi YNakoBKW - 3MEHLLEHHS
TepMiHy npuaaTHocTi Ans
roTOBOrO NikapCbKOro 3acoby 3
24 wmicsiuiB go 18 micAuis.
3MiHM BHECEHI B iHCTPYKLUit0 Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
«TepMiH NpuaaTHOCTI».

99.

HICTATUH

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOHO,
no 500000 OJ, no 20
Tabnetok y 6nictepi; no
1 6nicTepy B mauui

My6niuHe
akKujioHepHe
TOBapuCTBO

"HaykoBo-

BVMPOGHWYMNIA LEHTP
"BopLyariBcbkuii
XiMiKo-
hapmaLeBTUYHNI
3asof”

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaLeBTUYHWIA
3asofa”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKM | TUNY - HE3HaYHa 3MiHa Y
npoeci BUpobHULTBA Nonsarae y
BVIKOPVCTaHHI A1 KaslibpyBaHHs
rpaHynATy TypborpaHynsatopa
BTS 100 Ha onepadii
«KanibpyBaHHs rpaHynsTy»
3aMicTb aHas10rivyHoi 3a
NPYHLMNOM Po60TU MaLLIMHK
Ans npocitoBaHHs HG-2; 3MiHu |
TMNY - BUNYYEHHS YNakKoBKW
nikapcbKoro 3acoby in bulk 3
BigNOBiAHMMM 3MiHaMK A0
p.3.2.P.2 dapmaueBTMYHA
po3pobka, p.3.2.P.3 Mpouec
BMpo6HuuTBa /13, p.3.2.P.7
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3acib, p.3.2.P.8 CtabinbHicTb

3a peyernmom

UA/3625/01/01

100.

HOBOKAIH

PO34UH A5 iH'EKUINA, 5
mr/mMn no 5 mn B amnyni,
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLj, no
2 KOHTYpPHi YapyHKOBI
yNakoBKM B nauLli

MAT "Tanuudapm"

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
A®|. CtabinbHicTb. 3miHa
nepiogy NOBTOPHMX
BMNpoGyBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI
y 3aTBEPKEHOMY [OCbE
cepTudikara BiZNOBIAHOCTI
€Bponeiicbkii hapmakonei, Lo
BK/TIOHAE Nepiog, MOBTOPHOrO
BMNPO6YBaHHS) (nepiopg,
NOBTOPHOrO
BMNpobyBaHHA/nepios
36epiraHHs) - 36inbLIeHHs abo
BBE/IEHHS Nepiogy NOBTOPHOTO

3a peyenmom

UA/5126/01/01
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

BMNpOGYyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI
pesynbTaTiB AOCNILDKEHDb Y
peaslbHOMYy Yaci - 36iNbLLUEHHS
nepiogy NOBTOPHOrO
BMNPOBYBaHHSA Ha OCHOBI
pe3ynbTaTiB [OC/iMKEHb Y
peasibHOMY Yaci ana AdI
HoBsokaiHy (npokaiHy
rigpoxnopua) BUpobHNLTBa
Chongging Southwest N2
Pharmaceutical Factory Co.,
Ltd., Kutaii. 3anponoHoBaHo: 4
poku

UA/11626/01/01

101.

OKTPA®

pO34nH ANs iH'ekuiid, 0,1
mr/mn, no 1 mn B
amnyni, no 5 amnyny
nauuj; no 1 mn B amnyni,
no 5 amnyn y 6nictepi,
no 1 6nictepy B nauu;i

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHW BHECEHO A0
IHCTPYKLii 4ns MegnyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby y po3ginu:
"®apmakonoriyHi BractneocTi”,
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta 4o3u",
"Mepeno3yBaHHA" 3rigHO 3
iHchopMmaLieto WoA0 MeauyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbKkoro 3acoby
(CAHOOCTATUH®, po3uunH ans
iH'eKUili). BBeiEHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/12374/01/01

102.

OMENPA30/
AHAHTA

kancynu 3
MoAandikoBaHUM
BUBINIbHEHHAM M0 20 Mr
no 10 kancyn y 6nictepi,
no 3 a6o 10 6nictepis y
KapTOHHIA KopoobLi

AHaHTa Mepjkeap
nrg.

Benvka
BpuTanis

ApTypa
dapmacbioTikans
Mer. 114,

IHAis

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa KiNbKOCTi 0AnHULL
(Hanpuknag Tabnetok, amnyn
TOLLO) B yNakoBLji:) - 3miHa nosa
[ianasoHoM 3aTBepKeHUX
pO3MipiB yNakoBKMN - BBEAEHHS
[04aTKOBOrO BMAY NakKyBaHHS:
Ne30 (10x3) no 10 kancyn y

6nictepi no 3 6nictepu y

3a peyenmom

85




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI Kopobui, 3
Bi4NOBIAHMMU 3MiHAMKN A0
po3ainy “Ynakoska’ MKA N3,
6€3 3MiHU NEePBUHHOIO
nakyBa/lbHOro matepiany. 3miHu
BHECEHI B IHCTPYKLiito AN
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"YnakoBKa" ik Hacnigok nosisa
[0AaTKOBOrO NaKyBaHHS.
BBEJEHHSA 3MiH NPOTArom 3-X
MiCALIB MiCNsA 3aTBEPL)KEHHS

103.

OHAAHCETPOH

TabneTku, BKpUTI
060/10HKO0, N0 4 Mr, N0
10 TabneTok y 6nicTepi;
no 1 6nictepy B nauui 3
KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUNY - 3MiHa
nepioguYHOCTI KOHTPOIO 3a
nokasHnkom "MikpobionoriuHa
yuctoTa" B Cneumndikavii M3 3
nocepifiHOro Ha BMGIpKOBWiA
(nepLuy Ta KOXHY N'ATY HacTymnHy
cepii, ane He pigLie ogHOro pasy
B piK)

3a peyernmom

UA/10081/01/01

104.

OHAAHCETPOH

TabneTtku, BKPUTI
060/10HKOI0, MO 8 Mr, M0
10 TabneTok y 6nicTepi;
no 1 6nictepy B nauui 3
KapToHy

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHu | TUNYy - 3MiHa
nepioaNYHOCTI KOHTPOSIIO 3a
nokasHnkom “"MikpobionoriyHa
yuctoTa" B Cneumdikauii M3 3
nocepiliHoOro Ha BMGIpKOBWA
(nepLuy Ta KOXHY M'ATY HacTynHy
cepii, ase He pigLle o4HOro pasy
B piK)

3a peyenmom

UA/10081/01/02

105.

NAHKPEA3UM
10000

Tabnetku
racTpope3nCTeHTHi; No
10 TabneTok y 6nictepi,
no 2 abo no 5 6nictepis
y nauui 3 KApTOHY

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHM | TURY - 3MiHX 3 SKOCTI.
oTOBMIA Nikapcbknii 3aci6.
KOHTPO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa napameTpis
cneumndikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
NikapcbKoro 3acoby - 3MiHa
nepioANYHOCTI KOHTPOJIIO 3a
nokasHukom "MikpobiosnoriyHa
yuctoTa" B Cneumndikavii MNN3 3
NocepinHOro Ha BMOGIPKOBWIA
(nepLuy Ta KOXHY M'ATY HacTynHy

6e3 peyenma

UA/16722/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepii, ane He pifLe ogHOro pasy
B PiK)
106. | NEr-®INCTUM PO34nH ANs iH'EKUIN, 6 TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/15552/01/01
mr/0,6 mn; no 0,6 mn (6 "BIO®APMA" BIO®APMA" peecTpauiiHux maTepianis:
Mr) y nonepeaHb0 3MiHK | TUNy - 3MiHW WoA0
HarnoBHEHOMY LLUNPULL; 6e3nekn/edeKTMBHOCTI Ta
no 1 nonepefHL0 chapmakoHarnsgy. BeegeHHs
HamoBHEHOMY LINpULy y a60 3MiHU [0 y3araslbHEHNX
6nictepi; no 1 6nictepy LaHuX Npo cuctemy
B KapTOHHIi kopo6Lj; no hapmakoHarnsgy (BBefeHHs
0,6 Mn (6 Mr) y dhNakoHi; y3ara/ibHeHNX AaHux rnpo
no 1 dnakony y cuctemy chapmakoHarnsgy,
6nicTepi; no 1 6nictepy 3MiHa yNOBHOBaXeHOT 0cobw,
B KapTOHHI Kopo6Lyi BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Moy,
TeTsHa lOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
yMNOBHOBaXEHOI 0co6Yu
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnag,
107. | NPEAHI3ONOH pO34uH AN iH'ekuiid, 30 TOB "®3 Ykpaina TOB "3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/1889/01/01
Mr/Ma no 1 mn B amnyni; "BIOPAPMA" "BIOPAPMA" peecTpauiiHnx matepianis:

no 5 amnyn y 6nictepi;
no 1 6nictepy B nauui 3
KapToHy

3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarniagy; KOHTakTHol
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobu 3 hapmakoHarnisgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&aXXEHOT 0CO6U
3a8BHVKa, BigNoBigaNbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepfakuis: Moy,
TeTsHa lOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U
3a8BHVKa, BignoBiganNbHOT 3a
thapmakoHarnag,

108.

NMPEHENIA®

Tabnetku, no 4 mr, no 10
TabneTtok y 6nictepi, no
3 6nicTtepu y navui

TOB "APTEPIYM
nTar

YKpaiHa

MAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOXYETHCA AAHUMU
peasibHOro Yacy) - 36iMbLUEHHS
TepMiHy NpWAATHOCTI FOTOBOTO
niKkapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3y/bTaTiB
[0BrOCTPOKOBUX AOCNIAKEHD

CTabiNbHOCTI y peaslbHOMY Yaci:

3arBepmKeHo: TepMiH
npugaTHocTi: 1,5 poku
3anponoHoBaHo: TepMmiH
npuaaTHoOCTI: 2 pokn BeeaeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicns sarsepaKeHHs

3a peyenmom

UA/18088/01/01

109.

MNPEHENIA®

Tabnetku, no 8 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y naywi

TOB "APTEPIYM
nTa”

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acib.

3a peyernmom

UA/18088/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbkoro 3acoby
(36iNbLUEHHS TEPMIHY
nNpUAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peasnibHoro yacy) - 36ibLIeHHs
TepMiHy NpuaaTHOCTI TOTOBOrO
niKapcbKoro 3acoby Ha OCHOBI
MO3UTUBHUX Pe3ynbTaTiB
[0BrOCTPOKOBUX AOCNIAKEHD
CTabiNbHOCTI y peaslbHOMY Yaci:
3areepkeHo: TepmiH
npugartHocTi: 1,5 poku
3anponoHosaHo: TepMiH
NpUAATHOCTI: 2 poku BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs

UA/15254/01/01

110.

APOr'MHOPM
FECTA

kancynm m'ski no 200 wr;
no 15 kancyn M’akmx y
6nicTepi; no 2 6nictepn
y nauui

3AT «dapmnira»

JInToBCbKa
Pecny6nika

NABOPATOPIOC
JTEOH ®APMA C.A.

IcnaHis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHY | Tuny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
nocBigyeHHs) - 3MiHa agpecu
3asBHUKa. 3MiHN BHECEHO B
IHCTPYKLj0 A48 MegnyHoro
3aCTOCyBaHHS y po34inu
"3asABHUK" Ta
"Micue3HaxomkeHHs 3anBHMKA"
3 BiANOBIAHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby. TepmiH
BBE/IeHHS 3MiH NPOTArom 6
MiCsILiB Micns 3aTBepPIKEHHS

3a peyernmom

111.

NPOrMHOPM
FECTA

Kancynm m'ski no 100 wr;
no 15 kancyn M’sakux y
6nictepi; no 2 6nictepu
y nauui

3AT «dapmnira»

JinToBcbKa
Pecny6nika

NABOPATOPIOC

NNEOH ®APMA C.A.

IcnaHis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvka peecTpadiiHoro
noceigyeHHs) - 3MiHa agpecu
3asBHMKa. 3MiHV BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCyBaHHSA y po3ginun
"3anBHUK" Ta

3a peyernmom

UA/15254/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"Micue3HaxomKeHHs 3asBHNUKA"
3 BIAMNOBIAHUMU 3MiHAMU Y TEKCTI
MapKyBaHHS yrNakoBKM
nikapcbKoro 3acoby. TepmiH
BBE/leHHs 3MiH NpoTArom 6
MiCALIB MiCNsA 3aTBEPLKEHHS

112.

APOrMHOPM OBO

kancysm m'ski no 100 wr;
no 15 kancyn mM’sakmx y
6nicTepi; no 2 6nictepn
y nauui

3AT «dapmnira»

JInToBCbKa
Pecny6nika

NABOPATOPIOC
JTEOH ®APMA C.A.

IcnaHis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | Tuny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpadiiHoro
nocBigyeHHs) - 3MiHa agpecu
3asBHUKa. 3MiHN BHECEHO B
IHCTPYKLjO 418 MegnyHoro
3aCTOCyBaHHS y po34inu
"3asABHUK" Ta
"Micue3HaxomkeHHs 3anBHMKA"
3 BiANOBIAHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. TepmiH
BBE/IeHHS 3MiH NPOTArom 6
MiCSILiB Micns 3aTBEpPIKEHHS

3a peyenmom

UA/15255/01/01

113.

NPOrMHOPM OBO

Kancynm m'ski no 200 wr;
no 15 kancyn mM’akux y
6nictepi; no 2 6nictepu
y nauui

3AT «dapmnira»

JinToBcbKka
Pecny6nika

NABOPATOPIOC
NNEOH ®APMA C.A.

IcnaHis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvka peecTpadiiHoro
noceigyeHHs) - 3MiHa agpecu
3asBHMKa. 3MiHV BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCyBaHHSA Yy po3ginu
"3anBHUK" Ta
"Micue3HaxoKeHHs 3asBHNKA"
3 BiNOBIAHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS yrnakoBKu
nikapcbKoro 3acoby. TepMiH
BBE/€HHS 3MiH NpoTsArom 6
MicsLiB MicNsa 3aTBEPAXKEHHSA

3a peyernmom

UA/15255/01/02

114.

NPONMIOTEKC

PO34MH ANA iH ek
25mr/mnno 1 mny
dhnakoHi; no 7 dpnakoHis
B KAPTOHHIlA KOpOGL

IBCA IHCTUTYT
Bioximik C.A.

LBeliuapis

IBCA [HCTUTYT
Bioximik CA,
LLiBeiiuapis (Bunyck
cepii); IBCA
IHCTUTYT BioXimik
CA, Weeliyapis
(BPO6HMLTBO
roTOBOro
nikapcbKkoro 3acoby,

Lseliuapis

BHECEHHS 3MiH [0
peecTpavuinHMX MaTepianis:
3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edpeKkTBHOCTI Ta
hapMakoHarnsay - 3miHu
BHECEHO B TEKCT MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby
LLI0A0 NO3HAYEHHS OAUHULB
BUMIipOBaHHSA BiANoBiaAHO A0

3a peyenmom

UA/14719/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nepBuHHe Ta cuctemu Sl Ta BHECEHHS
BTOPVHHE TeXHi4HoI iHdhopMaLil.
nakyBaHHs) BBefeHHs 3MiH NpoTArom 6-Tu
MICALIB MIiC/1A 3aTBEPLKEHHS
115. | MPOMOLE®® NOPOLUOK A/15 PO3UYUHY MpuBatHe YKpaiHa MNpvBaTHe YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/15379/01/01
ansiHekuinno 1,0ry akujioHepHe akujioHepHe peecTpauiiHnx matepianis:
chnakoHi, no 1 a6o 5 TOBapUCTBO TOBapUCTBO "“J1ekxiM

h1aKoHIB 3 NOPOLLKOM Y
nauuj

"JlekxiM-Xapkis"

- XapkiB", YkpaiHa
(BMPOGHMLTBO i3
chopmu in bulk
ipMU-BUpPOBHMKA
Ksiny
dapmaueyTikan Ko.,
N1a., Kntaid)

3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro
3acoby B mic/speecTpayiiiHmii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BignoBiAHO 40
nnaHy negjaTpudHnX
pocnigxeHb (PIP) (3mMiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO A0 IHCTPYKUIT
ANA MeANYHOro 3acTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyi" wWoao 6esnekn
3acTOCyBaHHS Ail040i Pe4yoBUHM,
BiANOBIAHO [0 pekomeHaaLii
PRAC. CynyTHS 3MmiHa - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(K) 40 3060B'A3aHb Ta
YMOB BuAadi peectpauiiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBAiHHA pr3nKamu
(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHom) - OHOB/1EHO MnaH
ynpaB/liHHA pu3nKamu, Bepcis
3.1. 3MiHM BHECEHO [0 YaCTUH:
V «3axoam 3 MiHimizawi
pu3ukiB» (Mogysnb V.1, V.3) Ta
VI «Pe3tome nnaHy ynpasniHHA

pusukamm» (mogynb VI.1.,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3ginu VI.1.1., VI.1. 4., mogynb
VI.2., po3gin VI.2.7)

116.

PAMI3EC® KOM

Ta6netkun, 10 mr/25 mr
no 10 Tabnetok y
6nictepi, no 3 6nictepu
y nauui

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeiChKil
thapmakonei Ne R1-CEP 2006-
011 - Rev 01 gna A®l
rigpoxnopTiasngy Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kutaii, y Hacnigok
BBeJeHHSA nepiogy
peTecTtyBaHHA — 4 poku;
BBE/IEHHS 3BiTYy 3 OLjiHKM PU3MKIB
LLIOA0 BMICTY €N1eMEeHTHUX
[OOMILLIOK BiANOBIAHO A0 BUMOT
HacTaHosu ICH Q3D

3a peyernmom

UA/15545/01/01

117.

PAMISEC® KOM

Tabnetkn, 5 mr/12,5 mr
no 10 TabneTtok y
6nicTepi, no 3 6nictepu
y nauuj

AT "®dapmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHW | TUMy - NogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEChKIl
hapmakonei Ne R1-CEP 2006-
011 - Rev 01 ana A®Il
rigpoxnoptiasungy Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kutaii, y Hacnigok
BBE/IeHHA nepioay
peTecTyBaHHs — 4 poKu;
BBE/EHHS 3BiTYy 3 OL|iHKN PU3MKIB
LLIOA0 BMICTY €/IeMEHTHUX
[LOMILLIOK BiANOBIAHO 40 BUMOT
HactaHosu ICH Q3D

3a peyenmom

UA/15545/01/02

118.

PETABO/IN

pO34uH A4 iH'ekuiid, 50
mr/Mn, no 1 mn B
amnyni; no 1 amnyniy
nnacTuKoBili hopmi y
KapTOHHi KOpO6L

BAT "TeneoH
PixTep"

YropumHa

BAT "TeneoH
PixTep"

YropLmHa

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHM | TRy - 3MiHW WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHEeHNX
[aHyX Npo cuctemy
chapmakoHarnsgy (BBefeHHs
y3araslbHeHNX AaHnx npo
cuctemy dhapmakoHarnsgy,

3a peyenmom

UA/7501/01/01
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol

BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnagy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y

0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,

PO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOT 0CobM
3as1BHVKa, BiANOBIAA/IbHOT 32
3[iiCHEHHS chapmakoHarnagy.
3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy

BHECEHHS 3MiH 0

3a peyenmom

UA/2865/01/02

119.

POAKKYTAH®

kancynu no 10 mr; no 10
kancyn y 6nictepi; no 3
6nictepu B KOpO6L

®.XothdpmaHH-/15
Pow N1,

LLisefuapis

KeTeneHT [hxepmai
E6epbax Mm6X,
HimeyunHa
(BPO6GHMLTBO
Hepo3dacoBaHoi
npoaykuii); .
XohchbmaHH-/15 Pow
Nta, Weenuapis
(BunpobyBaHHs
KOHTPO/HO SIKOCTI);
®.XohcpmaHH-/15
Pow NTpA,
Llseiiuapis
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/I0 AKOCTI,
BWMYCK Cepil)

Himeuunna/
LBeiiuapis

peecTpauiiHnux maTepianis:
3MiHu |l TUny - 3MiHK WoAa0
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
ab60 3MiHa(1) L0 3060B'A3aHb Ta
YyMOB BMAaui peectpauiiHoro
nocBig4YeHHs, Bkovatoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), sKi(a)
B/MaratTh(€) NogasbLLIOro
06I'pyHTYBaHHA HOBMMU
[04AaTKOBUM AaHVMW, L0 MaloTb
Ha/faBaTnca KOMMNETEHTHUM
opraHoMm, OCKiflbk/ BUMaraeTbcs
CyTTEBA OLLiHKA KOMMETEHTHUM
OpraHom) - 3asBHUKOM HaJaHo
MnaH ynpasniHHA
pusvnkamu(rNyP) sepcia 1.0 y
3B'A3KY 3 NPUBEAEHHAM
marepianis peecTpadiiHoro
[LOCbE Y BiANOBIAHICTb A0
[okymeHTauii 3asBHuka. Liei
MYP iMnneMeHTyeTbCA Ha

3amiHy core RMP Bepcis 3.0.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MYP 6yB nigrotoBneHni
BiANOBIAHO [0 pekomeHaaLii
Guideline on good
pharmacovigilance practices
(GVP) Module V - Risk
management systems (Rev 2)
120. | POAKKYTAH® kancynv no 20 mr; no 10 ®.XohbpmaHH-/15 LLiBefiuapis KeTeneHT [hxepmaHi Himeuunna/ BHECEHHS 3MiH 40 3a peyenmom UA/2865/01/01
Kancyn y 6nictepi; no 3 Pow Ntg, E6epbax MvbX, LBeiiLapis peecTpavuiiHux maTepianis:
6nicTepy B KOPOOL HimeuunHa 3MiHM Il TUny - 3MiHK Woao
(BMpPOGHMLTBO 6e3nekn/edreKTBHOCTI Ta
Hepo3dgacoBaHOl thapmakoHarnsagy. BHeceHHs
npoaykuii); . a60 3MiHa(K) 40 3060B'A3aHb Ta
XohcpmaHH-/1s Pow YMOB BuAadi peectpauiiiHoro
N1p, Weeiiuapis nocBifYeHHs, BKIoYatoun MNnax
(BnpobyBaHHs ynpaBniHHA pu3nKamu
KOHTPO/IHO SIKOCTI); (3acTocyBaHHs 3MiH(1), Ski(a)
®.XodhhmaHH-/1a BUMaratoTb(€) nofasibLIoro
Pow fltg, 06r'pyHTYBaHHA HOBUMM
Lseiiuapis [0AATKOBUM AaHVIMU, LLO MatoTh
(nepBuHHe Ta Ha/JaBaTnCA KOMNETEHTHUM
BTOPWHHE OpraHoMm, OCKiflbKi BUMaraeTbcs
nakyBaHHs, CyTTEBA OLjiHKa KOMMNETEHTHUM
BUNPOOYBaHHSA opraHom) - 3asiBHUKOM HaJaHo
KOHTPO/IHO SKOCTI, MnaH ynpaBniHHA
BWMYCK cepil) pusukamu(ryP) Bepcia 1.0 y
3B'A3KY 3 NPUBEAEHHAM
marepianis peecTtpauiiHoro
[OCbE Y BiANOBIAHICTb A0
[okymeHTauii 3asBHuKa. Lleit
MYP iMnieMeHTyeTbCS Ha
3amiHy core RMP Bepcis 3.0.
MYP 6yB nigrotoBneHuii
BiAMNOBIAHO [0 pekomeHaaLin
Guideline on good
pharmacovigilance practices
(GVP) Module V - Risk
management systems (Rev 2)
121. | PO3YNIN® TabneTtku, BKPUTI 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH 0 3a peyenmom UA/11831/01/01
NiBKOBOK 06O/IOHKOLO, dapmaueBTUYHMIA dapmaueBTUYHNI peecTpauiiHnx matepianis:
no 5 mr; no 7 TabneTtok y 3aBog ErIC 3aBog, ElC 3MiHU | TUNY - 3MiHK

6nictepi; no 2, a6o no 4,
abo no 8 6nictepis y
KapTOHHIA KopoobLi

HaliMeHyBaHHs Ta agpecu
BMPOGHMKA NPOMIKHOTO
npogykty Metunosoro edipy
posyBactaTuHy Zhejiang Neo-
Dankong Pharmaceutical Co.,
Ltd., Kutaii, (3anponoHoBaHo:
Zhejiang Lepu Pharmaceutical
Co., Ltd., Address: No.29 Binhai
Road, Yantou Jiaojiang Taizhou
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

City, Zhejiang Province, China,
Post code: 318000); 3MiHu |
TUMY - BUNYYEHHS 3i
cneuudikayii APl T. Baxkki
MeTanu, y 3B'A3Ky 3 BUNYYEHHSM
nokasHuka 3i cneumdikawi
CuHTesy B Ha A®I; 3miHm | Tvny
- BU/Ty4eHHs nokasHuka "Onuc
po3unHy" 3i cuHTe3y B Ha gitouy
PeyOoBVHY PO3yBacTaTUH LIMHKY;
3MiHK | TUNY - 3MiHK po3Mmipy
cepii NPOMKHOro NPoAyKTy
TpeT-6yTnnoBsoro edipy
po3yBacTaTuHy (MPOMiXHWIA
npoaykr 8, RS-11 Nantong
Chanyoo Pharmatech Co, Ltd)
AnsA cuHTesy C (3anponoHOBaHO:
306-324 Kr); 3MiHn | Tuny -
[OMOBHEHHAM BUNPOOYBaHHS
«CynpoBsigHi JOMILLKN» B
cneuudikaLii Ha gitody
PeyOoBVHY PO3yBacTaTUH LIMHKY
HOBUM MOKa3HUKOM /181 CUHTE3Y
B: cynyTHs gomiwka M-875-
impurity NMT 0,15%#sKk
NPOMDKHUIA NPOAYKT NPU CUHTESI
Aitoyoi pevoBuHM Resuvastatin;
3MiHM Il TRy - 3MiHW B Npoueci
BUPOGHMLTBA PO3yBacTaTuHy
UnHKYy CuHTes C , a came:
3anpoBapkeHO a/IbTEPHATUBHUI
NPOLEC CYLUIHHS; HOBI
KOHTPO/bHI BUNPOGYBaHHS B
npotieci BUpo6bHMLTBA Ta HOBa
onepawisi BBOAATLCA Micns
noApiGHEHHS, TOHKOTO
pOApIGHEHHS Ta romoreHisaw,ii;
OHOBJIEHO creyudikauito y
mopayni "KoHTponb matepianis”
008 Tigpokeuay HaTpito

122.

PO3YyNiN®

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 10 mr; no 7 TabneTok
y 6nictepi; no 2, abo no
4, abo no 8 bnicTtepis y
KapTOHHIA KopoobLi

3AT
dapmaueBTUYHNI
3aBof ErC

YropumHa

3AT
dapmaueBTUYHN
3aBog ErC

YropLmHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUMY - 3MiHK
HaliMeHyBaHHs Ta agpecu
BMPOGHMKA NPOMDKHOTO
npoaykty MeTunoBoro edipy
posyBactaTuHy Zhejiang Neo-
Dankong Pharmaceutical Co.,
Ltd., Kutaii, (3anponoHoBaHo:

3a peyenmom

UA/11831/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Zhejiang Lepu Pharmaceutical
Co., Ltd., Address: No.29 Binhai
Road, Yantou Jiaojiang Taizhou
City, Zhejiang Province, China,
Post code: 318000); 3MiHu |
TUMY - BUNYYEHHS 3i
cneuudikayii APl T. Baxkki
MeTanu, y 3B'A3Ky 3 BUNYHEHHSM
nokasHuka 3i cneumdikawi
CuHTesy B Ha A®I; 3miHm | Tvny
- BU/Ty4eHHs nokasHuka "Onuc
po3unHy" 3i cuHTe3y B Ha gitouy
PEYOoBVHY PO3yBacTaTUH LIUHKY;
3MiHK | TUNY - 3MiHK po3Mmipy
cepii NPOMKHOro NPoAyKTy
TpeT-6yTnnoBsoro edipy
po3yBacTaTuHy (MPOMiXHWIA
npoaykr 8, RS-11 Nantong
Chanyoo Pharmatech Co, Ltd)
Ansa cuHTesy C (3anponoHOBaHO:
306-324 Kr); 3MiHn | Tuny -
[OMOBHEHHAM BUNPOOYBaHHS
«CynpoBigHi JOMILLKN» B
cneuudikaLii Ha gitoyy
PEYOoBVHY PO3yBacTaTUH LIMHKY
HOBUM MOKa3HUKOM /181 CUHTE3Y
B: cynyTHs gomiwka M-875-
impurity NMT 0,15%sk
NPOMDKHUIA NPOAYKT NPU CUHTESI
Aitoyoi pevoBuHM Resuvastatin;
3MiHM Il TRy - 3MiHK B Npoueci
BUPOGHMLTBA PO3yBacTaTuHy
unHKy CuHTes C , a came:
3anpoBapKEHO a/IbTEPHATNBHUI
NPOLEC CYLUIHHS; HOBI
KOHTPO/bHI BUNPOGYBaHHS B
npotieci BUpo6bHMLTBA Ta HOBa
onepawisi BBOAATLCA Micns
noApiGHEHHS, TOHKOTO
pOApIGHEHHS Ta romoreHisaw,ii;
OHOBJIEHO creyudikalito y
mopayni "KoHTponb matepianis”
008 Tigpokeuay HaTpito

123.

PO3YNIiN®

TabneTtku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 20 wmr; no 7 TabneTok
y 6nictepi; no 2, abo no
4, abo no 8 bnicTtepis y
KapPTOHHI KOpooLii

3AT
dapmaueBTUYHNI
3aBof ElC

YropumHa

3AT
dapmaueBTUYHN
3aBog ErC

YropLmHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUMY - 3MiHK
HalilMeHyBaHHs Ta agpecu
BMPOGHMKA NPOMDKHOTO
npoaykty Metunosoro edipy

3a peyenmom

UA/11831/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3yBacTtatuHy Zhejiang Neo-
Dankong Pharmaceutical Co.,
Ltd., Kutaii, (3anponoHoBaHo:
Zhejiang Lepu Pharmaceutical
Co., Ltd., Address: No.29 Binhai
Road, Yantou Jiaojiang Taizhou
City, Zhejiang Province, China,
Post code: 318000); 3MiHu |
TUMY - BUNYYEHHS 3i
cneuudikayii APl T. Baxkki
MeTanu, y 3B'A3Ky 3 BUNYHEHHSM
nokasHuka 3i cneumdikawi
CuHTesy B Ha A®I; 3miHm | Tvny
- BU/Ty4eHHs nokasHuka "Onuc
po3unHy" 3i cuHTe3y B Ha gitouy
PEYOoBVHY PO3yBacTaTUH LIUHKY;
3MiHK | TUNY - 3MiHK po3Mmipy
cepii NPOMKHOro NPoAyKTy
TpeT-6yTnnoBsoro edipy
po3yBacTaTuHy (MPOMiXHWIA
npoaykr 8, RS-11 Nantong
Chanyoo Pharmatech Co, Ltd)
Ansa cuHTesy C (3anponoHOBaHO:
306-324 Kr); 3MiHn | Tuny -
[OMOBHEHHAM BUNPOOYBaHHS
«CynpoBifHi JOMILLKN» B
cneuudikaLii Ha aitoyy
PeyOoBVHY PO3yBacTaTUH LIMHKY
HOBUM MOKa3HUKOM /181 CUHTE3Y
B: cynyTHs gomiwka M-875-
impurity NMT 0,15%#sKk
NPOMDKHUIA NPOAYKT NPU CUHTESI
Aitoyoi pevoBuHM Resuvastatin;
3MiHM Il TRy - 3MiHK B Npoueci
BUPOGHMLTBA pO3yBacTaTuHy
UnHKy CuHTes C , a came:
3anpoBapKEHO a/IbTEPHATNBHUI
NPOLEC CYLUIHHS; HOBI
KOHTPO/bHI BUNPOGYBaHHSA B
npotieci BUpo6bHMLTBa Ta HOBa
onepawisi BBOAATLCA Micns
noApiGHEHHS, TOHKOTO
pOApIGHEHHS Ta romoreHisaw,ii;
OHOBJIEHO creyudikauito y
mopayni "KoHTponb matepianis”
008 Tigpokeuay HaTpito

124.

PO3YNIN®

TabneTtku, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 40 mr; no 7 TabneTok

3AT
dapmaueBTUYHMI
3aBog ErC

YropumHa

3AT
dapmaueBTUYHN
3aBog ElC

YropLmHa

BHECEHHS 3MiH 10
peecTpavuinHMx maTepianis:
3MiHK | TUny - 3MiHK

3a peyenmom

UA/11831/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

y 6nicTepi; no 2, abo no
4, abo no 8 6nictepis y
KapTOHHilA KOpO6L

HaliMeHyBaHHS Ta agpecu
BMPOBHUKA NPOMIDKHOTO
npoaykTy MeTunosoro edipy
po3yBacTtatuHy Zhejiang Neo-
Dankong Pharmaceutical Co.,
Ltd., Kutaii, (3anponoHoBaHo:
Zhejiang Lepu Pharmaceutical
Co., Ltd., Address: No.29 Binhai
Road, Yantou Jiaojiang Taizhou
City, Zhejiang Province, China,
Post code: 318000); 3MiHu |
TUMY - BUNYYEHHS 3i
cneuudikayii APl T. Baxkki
MeTanu, y 3B'A3Ky 3 BUNYYEHHSM
nokasHuka 3i cneumdikawi
CuHTesy B Ha A®I; 3miHm | Tvny
- BU/Ty4eHHs nokasHuka "onuc
po3unHy" 3i cuHTe3y B Ha gitouy
PEYOoBVHY PO3yBacTaTUH LINHKY;
3MiHK | TUNY - 3MiHK po3Mmipy
cepii NPOMXHOro NPoAyKTy
TpeT-6yTnnoBsoro edipy
po3yBacTaTuHy (MPOMiXHWIA
npoaykr 8, RS-11 Nantong
Chanyoo Pharmatech Co, Ltd)
Ansa cuHTesy C (3anponoHOBaHO:
306-324 Kr); 3MiHn | Tuny -
[OMOBHEHHAM BUNPOOYBaHHS
«CynpoBsigHi JOMILLKN» B
cneuudikaLii Ha gitody
PeyOoBVHY PO3yBacTaTUH LIMHKY
HOBUM MOKa3HUKOM /181 CUHTE3Y
B: cynyTHs gomiwka M-875-
impurity NMT 0,15%#sKk
NPOMDKHUIA NPOAYKT NPU CUHTESI
Aitoyoi pevoBuHM Resuvastatin;
3MiHM Il TRy - 3MiHK B Npoueci
BUPOGHMLTBA PO3yBacTaTuHy
UnHKYy CuHTes C , a came:
3anpoBapKEHO a/IbTEPHATUBHUI
NPOLEC CYLUIHHS; HOBI
KOHTPO/bHI BUNPOGYBaHHS B
npotieci BUpo6bHMLTBA Ta HOBa
onepawisi BBOAATLCA Micns
noApiGHEHHS, TOHKOTO
pOApIGHEHHS Ta romoreHisaw,ii;
OHOBJIEHO creyudikauito y
mopayni "KoHTponb matepianis”
008 Tigpokeuay HaTpito
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
125. | CANOPAJbK Cyno3nTopii pekTasbHi [Op. danbk dapma HimeuunHa BignosiganbHuii 3a Himeuunna/ BHECEHHS 3MiH 0 3a peyenmom UA/3745/03/03
no 1000 mr; no 5 m6X BUMNYCK Cepiii LBeiiLapis peecTpauiiHux maTepianis:
Cyno3unTopiiB y cTpuni;

no 2 a6o 6 cTpunis B
KOpOO6Lj 3 KAPTOHY

KIHLLEBOro NPOAYKTY:

Op. ®anbk Papma
mM6X, HimeuuunHa,;
Brpo6HMK
[030BaHoi chopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
Bichop CA
LiBaiiHigepnaccyHr
Megixemi ETTiHreH,
LBeliuapis; Jlo3aH
dapma 'm6X,
HimeuumnHa,;
BupobHuku,
BiANOBiAa/IbHI 3a
KOHTPO/b SIKOCTI:
Jlo3aH ®apma M'mM6X,
HimeuuunHa; Bichop
CA, LWBeiiuapis;
Bioek3am Al,
LLiBeiuapis;
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
mM6X, HimeuunHa

3MiHY | TUNY - 3MiHK 3 SKOCTi.
[oTOBMIA NiKapcbKuii 3acio.
3MiHV Yy BUPOOHMUTBI. 3amiHa
abo BBeiEHHA 40AATKOBOI
AiNbHULI BUpOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (ginbHNULSA,
Ha SKiih NpoBOAATLCA 6YAb-SKi
BMPOGHUYI CTagji, 3a BUHATKOM
BUMYCKY CepiiA, KOHTPOSIIO AKOCTI,
NepBUHHOTO Ta BTOPYHHOIO
nakyBaHHS1, 4151 HECTePUbHUX
nikapcbknx 3acobiB) - BBegeHHs
BMPOGHUKa, L0 BiANOBiAaIbHMIA
3a BMpo6HULTBO N3, Jlo3aH
dapma M'mbX, OTT0-XaH
LLtpacce 13, 79395 HoeHbypr,
HimeuyunHa/Losan Pharma
GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany;
3MiHY | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHV Yy BUPOGHMLTBI. 3amiHa
abo BBeEHHA 404ATKOBOI
AiNbHULI BUpOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (finbHMULA
AN NePBUHHOTNO NakyBaHHS) -
BBefieHHs1 BUPOGHMKA, Lo
BiANOBIAabHMI 32 NEPBUHHE
nakysaHHs /13, JlozaH ®apma
'm6X, OTTO-XaH LWTpacce 13,
79395 HoeHbypr,
HimeuunHa/Losan Pharma
GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany;
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab60 BBeieHHA 04aTKOBOI
AiNbHULI BUPOBGHMLTBA 415
4acTHM abo BCbOro
BMPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULA

99

[UN1s1 BTOPUHHOIO NaKyBaHHSI) -




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

BeefieHHs1 BUpOGHUKA, L0
BiANOBIAabHWI 32 BTOPUHHE
nakysaHHs /13, JlosaH ®Papma
'm6X, OTTO-XaH LWTtpacce 13,
79395 HoeHbypr, HimeuunHa/
Losan Pharma GmbH, Otto-
Hahn-Strasse 13, 79395
Neuenburg, Germany; 3miHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/II0 SKOCTi FOTOBOTO
nikapcbKkoro 3acoby (3amiHa abo
[0JaBaHHs Ai/TbHULI, Ha SKil
34iACHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBEJEHHS BUPOOHMYOI AiNbHUL,
L0 BignoBigasnibHa 3a KOHTPO/Ib
akocTi 13, NlozaH ®apma M'M6X,
OtT0-XaH LWTpacce 13, 79395
HoeH6ypr, HimeuunHa/Losan
Pharma GmbH, Otto-Hahn-
Strasse 13, 79395 Neuenburg,
Germany; 3miHu | TUny - 3MiHu 3
AKoCTi. FOTOBUIA Nikapcbkuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
3[iACHIOETbCS
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BBefieHHs1 BUPOGHMKA, Lo
BiANOBiAabHNI 32 KOHTPO/Ib
akocTi [N13, NozaH ®apma 'M6X,
Ewobaxep WTtpacce 2, 79427
Ewe6ax, HimeuunHa/Losan
Pharma GmbH, Eschbacher
Strasse 2, 79427 Eschbach,
Germany; 3MiHu | Tuny - 3miHu 3
AKoCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa iMnopTepa/aMiHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro
niKkapcbKoro 3acoby (3amiHa abo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[0JaBaHHs Ai/TbHULI, Ha SKil
34iCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BeeeHHs1 BUpOGHUKA, L0
BiANOBiAaNbHWI 32 KOHTPOSIb
skocTi M3, HaykoBo-#0CNifHWIA
iHCTUTYT Xennenep MM6X, Mapi-
Kropi-LWTtpacce 7, 79539
Nleppax,
HimeuumnHa/Investigation Institute
Heppeler GmbH, Marie-Curie-
Strasse 7, 79539 Loerrach,
Germany; 3MiHu | Tuny - 3miHu 3
AKoCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa iMnopTepa/aMiHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha Kl
3[jCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
[ofaBaHHs BUpobHUuKa Bidop
CA, Pyt ge MoHkop 10, 1752
Binnap-ctop-InaH, LLseiiuapis
(Vifor SA, Route de Moncor 10,
1752 Villars-sur-Glane,
Switzerland), wo BignoBiNbHNI
3a KOHTpOSI0 cepiit [N13; 3miHK |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo
O0JaBaHHS Ai/TbHULI, Ha SKil
34iACHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
[JlogasaHHA BUPOOHMKA
Bioekzam Al, maiirogutpacce
95a, 6006, JiouepH, Lseliuapis
(Bioexam AG, Maihofstrasse
95a, 6006, Luzern, Switzerland);
3MiHY | TUNY - 3MiHK 3 SKOCTi.
[oTOBMIA NiKapcbKuii 3acio.
3MiHN Y BUPOOHULITBI. 3MiHU Y
npoweci BUpO6HULITBA FOTOBOTO

NiKapCcbKoro 3acoby, BKAYakum
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETLCA MPU

BMPOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
HesHauHa 3MiHa y npoueci
BMpo6HuUTBa 13 Ana
3anponoHOBaHOro BUPOBHMKa
NoszaH ®apma M'M6X Ha cTagii
MnasneHHsa — Temneparypa
HarpiBaHHs KOHTeliHepa napTii
3MiHIETBLCA NPU6M3HO 3 50 °C
[0 75 °C; 3MiHn | Tuny - 3miHu 3
AKoCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHu y npoveci BUpobHuuTBa
roTOBOrO /liKapCbKoro 3acoby,
BK/THOHAIOYN NPOMiXHUIA MPOAYKT,
LLI0 3aCTOCOBYETLCS NP
BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6bHNULTBA) -
HesHauHa 3miHa y npoueci
BMpo6HuuTBa M3 AnA
3anponoHOBaHOro BUPOGHMKa
NoszaH ®apma M'v6X Ha cTagii
3MmillyBaHHA Ta romoreHisauis —
yac romoreHisaujii 3MiHIOETbCSA
Ha 8 XBW/INH i 3aCTOCOBYETHCSA
Bakyym Big 0,8 o 0,9 bap;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHW Y BUPOOHULITBI. 3MiHN Y
npoweci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y mpoueci BUpo6bHMULTBA) -
HesHauHa 3miHa y npoueci
BMpo6HuuTBa M3 AnA
3anponoHOBaHOro BUPOOHMKa
NoszaH ®apma M'v6X Ha cTagii
Po3nuB, OXONOLKEHHS,
repMeTu3auis, MapKyBaHHs —
[inA nepeHeceHHs B 610k AN
HanoBHEHHS roToBa CycneHsiliHa
Maca AiIMTbCs Ha TpY NopLjii.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Kpim TOro, Wwemnakicte
3arnoBHEHHS Cyno3uTopiiB y
hopmMu 3MIHIOETLCA 3
«npnbausHo 8500
cynosuTopiis/rog» Ha
«npn6ausHo 30 000
cynosuTopiis/rog». Ans
MapKyBaHHS BUKOPUCTOBYETLCA
CTPYMEHEHWIA NPUHTEP; 3MiHM |
TUny - 3MiHK 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6bHNULTBA) -
HesHauHa 3miHa y npoueci
BMPO6HMLTBA (MPOXOKEHHS
yepes iNbTpP) y 3B’A3KY 3
BMPOGHNYOK HEOOXiZHICTIO, L0
CTOCYETbCS 060X BUPOGHVKIB
'N3. Po3wmip dhinbTpa yepes
AKUI rOTOBa CycneHsis
nepefaeTbCcs B PO3/IMBHUI 610K
3MiHeHo 3 500 Mkm Ha 1,0 mMm.
[ns nBox BUPOBHUKIB; 3MiHU |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK Y npoLeci
BMPOBGHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaKUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCA NpU
BMPOGHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBA) -
HesHauHa 3MmiHa y npoueci
BMPOGHMLTBA - JiHilHa
hopmadis chonbrv gns
BMPOGHUKa 4718 060X
BUpO6HUKIB /13, WO BU3BAHO
BMKOPUCTaHHSAM Pi3HOro
obnafHaHHA A/19 NaKkyBaHHS;
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.

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

po3mipy cepii (BktoYaKun
[ianasoH po3mipy cepir)
roTOBOrO NiKapCbKOro 3acoby
(36inbLeHHs go 10 pasis
NOPIBHAHO i3 3aTBEpPKEHUM
po3mipom) - lofasaHHs po3mipy
cepii roToBOro NikapcbKoro
3acoby 4719 NPONoOHOBAHOro
BMPOGHMKa - JTo3aH Papma
vM6X, HimeuunHa, y 3B'3Ky 3i
306iNbLUIEHHAM PO3Mipy napTii y
10 pasiB, B NOPIBHAHHI 3
3aTBEPKEHUM PO3MIpOM Naprii.
[LonatkoBuii po3mip naprii
cTtaHoBuTb 1,890 kr, Wo
Bignosigae 700 000
Cyno3uTopiiB; 3MiHW | TNy -
3MiHK 3 SiKOCTi. TOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOBHULTBI. 3MiHU
BMNpo6yBaHb abo JoMyCTUMUX
MeX, BCTAHOBNEHNX Y
cneuunaikauisx, nig vac
BMPOBGHULTBA FOTOBOrO
niKapcbKoro 3acoby (iHLwi 3MiHW)
- [oaasaHHsa anbTepHaTUBHOI
npoueaypu BUNPO60ByBaHHSA B
npoueci koHTponto (MakyBaHHsA
Ta MapkyBaHHS). 3aBasku
[0flaBaHHI0 HOBUM BUPOBHMKOM,
Cy4acHOl Ta OHOBJIEHOI
nakysanbHOI MalUnHW,
30BHILLHIW BUrNsg Ta/abo
KINbKICTb 3amMOBHEHNX
mMartepianis MOXHa nepesipuTu
TexHiYHUMK 3acobamu. KinbkicTb
3aUTMBKYW, TaKOX, MOXHA
nepesipnTn BidyasibHO. Cami
TEXHIYHI XapaKTepucTukm
3aMLWATLCA HE3MIHHUMMK,
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
3MiHM Y BUPOGHULTBI. 3MiHN
BUNpobyBaHb abo AoNyCTUMUX
MeX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby (BUyYEHHS

HECYTTEBOTO BUMPO6YBaHHS B
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

npoeci BUPO6HMLTBA) -
BunyyeHHs1 He3HauHOro
Bunpob6yBaHHA “Yield” B npoueci
BMPOGHMLTBA; 3MiHK | TNy -
3MiHW 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHIl
yMakoBL{i FOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK) - 3miHa 'y
nepBUHHIA ynakoBLi N3, a
came 3 nonepesHb0
cdhopMOBaHMX NIACTUKOBUX
CMYXOK [0 HecthopMOBaHoOI
honbru, Wo opmyTbes Y
npoueci BupobHuuTtea M3;
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa nocTavasibHuKa
nakyBa/lbHVX MaTtepianis abo
KOMMNIEKTYUMX (SKLWO
3a3HayeHo B [OCbE) (BUNYYEHHS
noctayanbHuka) - BunyyeHHs
iHbopmauii wono
noctayasnbHUKIB NakyBaslbHOro
matepiany 3 mogynio 3.2.P.7;
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo
O0MYyCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOrO NiKapCbKoro
3aco6y (J0MOBHEHHS
crneundikauii HoBUM
NOKa3HUKOM 3 BiANOBiAHNM
MEeTOAOM BUMNPOOGYBaHHS) -
[onoBHeHHs cnevmdikauii
NepBUHHOT yNakoBku (donbru)
nokasHukoMm «laeHTudikavis»
Identity (PVC) by IR
spectroscopy. Corresponds to
reference spectrum; 3minu | TUNYy
- 3MiHu 3 sKocTi. FoToBwiA
nikapcbkuii 3aci6. Cucrema

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

3aci6. 3miHa napameTpis
cneundgikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOT
YNaKoBKM rOTOBOTO /liKapCbKOro
3aco06y ([0NOBHEHHS
cneyudikaLii HOBUM
NOKa3HMKOM 3 BignoBigHNM
MeTOA0M BUNPOOYBaHHS) -
[lonoBHeHHs crevuudikawii
NepBUHHOI yNakoBku (donbru)
NOKa3HUKOM «TOBLLMHA»
Thickness/physical
inspection/126-157 pm; 3minu |
TUny - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneumdikain Ta/abo
[ONYCTUMUX MEX NEPBUHHOIT
yNakoBKM rOTOBOTO NliKapCbKOro
3aco6y (BW/yYEHHSI HE3HAYHOTO
nokasHuka (Hanpvknag,
3acTapifioro NokasHuka)) -
BunyyeHHs HecyTTEBOro
napameTpa cneyudikauii «Print»
MOB’A3aHO 3 TUM, L0 AaHWi
napameTp, Sk 3a3Ha4eHo B
Mopyni 3.2.P.7., He ABNSAETbLCA
napaMeTpomM, L0 BU3HAYae
AKICTb BUKOPUCTOBYBAHOI
chonbrn Ta BpaxoByum Te, Lo
OpPYyK BigbyBaeTbCA NMiHINHO,
30BHILLHIN BUTNAL CMYXOK,
BK/It0HaoUn "Apyk CMy»xoK"
ABNSETHCA YACTUHOO
BunpobysaHHa "IPC". Taknum
YMHOM, NapamMeTp crneumndikawi
«Print» 6yB BU3Ha4eHwit
He3HaYyHWUM Ta 6yB BUAANEHWI 3
Moayns 3.2.P.7.; 3MiHn | Tuny -
3MiHK 3 sKOCTi. FOTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEPMXEHNX MeToAax
BUNpobyBaHHSA) - He3HauyHa
3MiHa B 3aTBEPAKEHOMY MeTOogj
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMNPOGOBYBaHHSA 3a
nokasHukamu «lgeHtudikauis»
Ta «KinbkicHe BU3HauYeHHs Ta
yuctota» metogom BEPX, a
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came BBeEeHHA afibTepHaTUBHOI
KOMOHKM A/15 NPOBEAEHHS
aHaisy, f,04aTKOBO YTOYHEHO
HoMep cTaTTi €Bp.®apm. ons
nokasHuka "Po3mip yacTuHOK", y
3B'A3KY 3 NPVBEAEHHAM Y
BiANOBIAHICTb A0 AOKYMEHTIB
ipMU-BUPOBHMKA; 3MiHK | TUNY
- 3MiHu 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(BWNYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo
iAeHTHikalis 6apBHUKIB Un
CMakoBWX A06aBOK)) -
BunyyeHHs HecyTTEBOrO
napameTpa cneuugikaw,i
«PO34YMHEHHSA», Y 3B'A3KY 3
NpUBELEHHSM Y BifNOBIgHICTb
0,0 BUMOT MOHorpadii
€Bponeiicbkoi ®apmakoner;
3MiHM | TUny - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHUUI (BKIOYAOYN AiNbHUL
ana A®l, npoMiXXHOro NpoayKTy
abo roToBOro NikapcbLKoro
3acoby, AinbHuui Ans
NPOBEefEeHHs NaKyBaHHs,

BUMYyCK cepiiA, micLe
NpOBeLEHHS KOHTPOSO cepii)
abo nocrtavasibHUKa BUXiLHOro

maTepiany, peareHTy abo
[L,0MOMIXHOT pevyoBUHU (SIKLLO
3a3HayeHo y JOCLE) -
BunyueHHs BUPO6HUYOI
AinbHuui p. dansbk apma
'M6X, HimeuyuuHa, wo

BMPOGHMWKA, BiAMnoBifaIbHOTO 3a

BiANoBiAasbHa 3a
a/lbTEPHATUBHE BTOPVIHHE




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

ynakoska)

nakyBaHHs, OCKi/Ibku GinbLue He
BUKOPVCTOBYETLCA B AKOCTI
AaHoi pyHKUT; 3MiHW | TRy -
3MiHn 3 sKkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneumdikain Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo
BUXIZAHUA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AP| (BUNYYEHHA
HEe3HaYyHOro MokKasHukKa AKOCTi
(Hanpuknag BUyYeHHN
3acTapifioro NokasHuka)) -
BunyueHHs 3i cneyudikanii AdI
MecasiasnHy KOHTPO/Ib JOMILLIOK
3-Kap6okcun-5-ACA 1a 5-
ri4POKCMAHTPaHINIOBOI KNCNOTH,
Lo 6inbLe He cTtocytoTbes CEP
R1-CEP 2003-188. fitounii CEP
He MICTWUTb onucy; 3MiHu | Tuny -
3MiHu 3 sKocTi. CepTudikar
signosigHocTi/TE-cepTudikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/MoHorpadii. 3miHn,
noB'sAA3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasTbHOI dhapmakonel
nepxasun €C (iHWi 3MiHW) -
3MiHU Y 3B'A3KY 3 HEOOXifHICTIO
npuBeeHHs cneumdikauii
BMPOGHMKA Y BiAMOBIAHICTb fO
MoHorpadii €sp. ®apm.
CTOCOBHO 0401 Pe4yoBUHU
«MecanasuHy»; 3MiHu | Tuny -
3MiHu 3 sKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiiChKilt
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa suxigHoro

MaTepiany/peareHTy/npomiKHOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ons
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
MopaHHA oHoBneHoro CEP R1-
CEP 2008-046-Rev 03 gns Adl
Bif} 3aTBEPAKEHOro BUPOBHYMKa
Chemi S.P.A., ltaly, 3
OHOBJIEHHAM Ha3Bu A/1A
NPOMiXXHOro BUPOGHKMKa Aoyl
pevoBuHn gna Chemi S.P.A. 3
Zhejiang Sanmen Hengkang
Pharmaceutical Co., Ltd. Ha
Zhejiang Hengkang
Pharmaceutical Co., Ltd.
126. | CAJTIOPANIbK CYNno3uTopIi peKkTasbHi Op. ®anbk Papma HimeuyunHa Bichop CA LLBeiiuapis/ BHECEHHS 3MiH 0 3a peyenmom UA/3745/03/02
no 500 mr; no 5 6X LiBaiiHigepnaccyHr HimeuunHa peecTpauiiHnx matepianis:
Cyno3unTopiiB y CTpuni; Megixemi ETTiHreH, 3MiHM | TUMy - 3MiHW BHECEHO 0
no 2 cTpunu B KOpooLi 3 LBeiiLapis IHCTPYKUIT AN MeguuHoro
KapToOHY (BUPOGHWMK 3aCTOCYBaHHS NiKapCbKOro
[030BaHoi chopmu, 3acoby Ao po3gainis
nepBuHHe Ta "Oco61MBOCTI 3aCTOCYyBaHHA",
BTOPVHHE "Mo6iuHi peakyji" woao
nakyBaHHs); Ap. OHOBJ/IEHHS iHChopMaL,i 3
danbk Papma M'v6X, 6e3nekun Aitoyoi pevyoBuHU
HimeuunHa BiANOBIAHO [0 pekomeHaaLin
(BignoBiganbHWiA 3a PRAC EMA. BBefeHHs1 3MiH
BUMNYCK Cepiit NpoTArom 6-Tv MicsLiB nicns
KIHLLEBOrO NPOAYKTY 3aTBEPMKEHHS
Ta albTepHaTNBHe
BTOPWHHE
nakyBaHHs)
127. | CANIOPANbK CYNno3uTOpIi peKTasIbHI Op. ®danbk Papma HimeuyunHa Bidhop CA LLBeruapis/ BHECEHHS 3MiH [0 3a peyernmom UA/3745/03/01
no 250 mr; no 5 6X LiBaiiHizepnaccyHr HimeyunHa peecTpavuiiHux matepianis:

Cyno3unTopiiB y cTpuni;
no 2 cTpunu B kopobu,i 3
KapToHyY

Megixemi ETTiHreH,
LBeiiLapis
(BUPOBHYK

[030BaHoi chopmu,

nepBuHHe Ta
BTOPWHHE
nakyBaHHs); Ap.
danbk Papma Mm6X,
HimeuyunHa
(BignoBiganbHuii 3a
BUNYCK cepilt

3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHA NikapCbKoro

3acoby Ao pos3gainis
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii" Wwoa0

OHOBJ/IEHHS iHChopMaL,i 3

6e3nekun Ailo4oi pevoBrHN
BiANOBIAHO [0 pekomeHaaLii
PRAC EMA. BeefeHHs 3MiH
npoTArom 6-Tu Micsuis nicns
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KiHLIeBOro NpoayKTy 3aTBEPAKEHHS
Ta aflbTepHaTNBHE
BTOPWHHE
nakyBaHHs)
128. | CAHOMEH cnpeii HasaslbHUiA, CaHpo3 CnoseHisa Nex CnoBeHis BHECEHHS 3MiH 0 3a peyenmom UA/15870/01/01
[030BaHuil, cycneHsis dapmacbloTikans dapmaueBTUYHA peecTpauiiHnx matepianis:
50 mkr/go3y, no 60 a6o n.4. KoMnaHisa 4. 4. 3MiHW | TUMY - 3MiHX 3 SKOCTI.
120, a6o 140 po3 y [oTOBMIA NikapcbKuii 3acio.
KOHTelHepi, no 1 KOHTpPO/1b FOTOBOrO NiKapcbkoro
KOHTEliHepy y Kopo6Li 3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
NiKapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BUNPOGYBaHHS) - BHECEHI
He3HauHi 3MiHV A0 MeTOAWKM
BWU3HAYEHHS NOKa3HWKIB
«KinbkicHuiA BMIiCT Ta
laeHTudikavis 6eH3ankoHio
xnopuay»
129. | CEHTOP® TabneTtku, BKPUTI BAT "l'eneoH YropwmHa BAT "T'efeoH YropumHa/ BHECEHHS 3MiH 0 3a peyenmom UA/7042/01/01
NiBKOBOK 06O/IOHKOLO, PixTep" PixTep", YropwuHa; Monbua peecTpauiiHnx matepianis:

no 50 mr no 10 TabneTtok
y 6nictepi; no 1 a6o no
3 6nicTepu y KapTOHHIN
ynaxoBLiji

TOB "T'eneoH Pixtep
Monbwa”, Nonba

3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3araJlbHeHuX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiga/bHOI 3a 3MjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHux
yNOBHOBaXeEHOI 0co6u
3asBHVKa, BigNoBigabHOT 3a
3[iiCHEeHHS chapmakoHarnagy.
3MiHa Micus 34iACHEHHS!
OCHOBHOI AiS/IbHOCTI 3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy. 3miHa
MicLLe3HaXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnagy

130.

CEHTOP®

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 100 mr no 10
Tabnetok y 6nictepi; no
1 a6o no 3 6nictepn y
KapTOHHIA ynakoBL,i

BAT "TeneoH
PixTep"

YropumHa

BAT "TepeoH
PixTep", YropwuHa;
TOB "I'egeoH Pixtep
Monbwa”, NMonba

YropumHa/
Monbwa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX
yMNOBHOBaXEHOI 0co6Yu
3asBHVKa, BigNoBigaIbHOT 3a
3[jiCHEeHHS hapmakoHarnagy.
3MiHa MicLs 3AiCHEHHS
OCHOBHOI fii/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLIe3HaxopKeHHs macTep-
thaiina cuctemmn
dhapmakoHarnsgy

3a peyenmom

UA/7042/01/02

131.

CUNIBOP 35

TabneTtku, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 35 wr, in bulk: no
1000 a6o 10000
TabneTok y nakeTi
nonieTuieHoBoMy

ToBapucTso 3
06MEXEHOI0
BiANOBIAANLHICTIO
"GapmateBTuyHa
KomnaHis "3gopos'a"

YKpaiHa

ToBapucTso 3
06MeXeHot
Bif4NoBiAaNbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
YTOUHEHHS1 peecTpauiiiHol
npoueaypu B Hakasi MO3

Ykpainu Ne 2690 Big
02.12.2021. 3MmiHu | TUNYy -
3MiHK 3 SiKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa nocTavyasibHVKa

UA/14692/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

nakyBa/lbHVX MaTtepianis abo
KOMNEKTYUMX (SKLWO
3a3HayeHo B A0Cbe) (3aMiHa abo
[ofaBaHHA nocTavasibHUKa)
BHECEHHS 3MiH 10 MaTepianis
peecTpaLiiHoro AocLE p.
3.2.P.7. Cuctema koHTeliHep/
3aKynoproBasibHWiA 3acib, a came
[04AaTKOBO A0 3aTBEPIKEHNX
noctavyasibHUKIB NePBUHHOIO
nakyBaHHs (posbru
asNIloMiHiEBOT) BBOANTLCA HOBUIA
noctavanscHuk TOB “AnTpeiig’”,
YkpaiHa. Cneumdikauii Ta
MEeTOAM KOHTPOSIO SAKOCTI
i€HTNYHI. AKiCHI ab0 KiNbKiCHi
3MiHU CKafy nakyBasibHOro
marepiany BigCyTHI. 3MiHu |
TMMy - 3MiHM 3 AKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTucpikaTta BiANOBIAHOCTI
€Bponeliicbkiin hapmakonei: Ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHa oHossieHoro CEP Ne
R1-CEP 2008-237-Rev 04 gnsa
A®I po3Toponii NASMUCTOI
EKCTPaKTy CyXoro Bif, BXe
3aTBEPAKEHOrO BUPOOHMKA
TEVA CZECH INDUSTRIES
S.R.0O., Czech Republic 3
YTOYHEHHAM afpecu
MicLLe3HaxoKeHHS BUPOBHYKa;
B pamax npowenypu BHeCeHi

3MiHM y cneumdpikauito/meToamn
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTpoO0 Ha A®| a came
BWyYEHO N. «BTpaTta macu npu
BUCYLUYBaHHi», BBEAEHO
nokasHuk «Boga» (y 3B's3Ky 3
npuBeAEeHHAM Yy BiANOBIAHICTb
o sumor EP). Y p. «Cknag»
MKA N3 - yTouHeHHs
CNiBBiLHOLUEHHS BUXIOHOIO
marepiany i ogepxaHoro
ekcTpakTy (3aTBepgxeHo DER
24-27:1, 3anponoHosaHo: DER
22-27:1), BiANOBIAHO A0
npefcTaB/IEHOro OHOB/IEHOrO
CEP. 3MiHM y TeKcTi
MapKyBaHHS BTOPUHHOT
yNaKkoBKW NiKapCbKOro
3aco6y. BBefieHHA 3MiH
nporarom 6-tu micsAuiB nicna
3aTBepKEHHS.

132.

CUMBACTATUH

KpuCTaniuHmiA NopoLLOK
(cy6eTaHuisa) y naketax
nonieTMneHoBuUx s
chapmaLeBTUYHOro
3acTocyBaHHS

ToBapucTso 3
06MEXEHOI
BigNoBiAa/IbHICTIO
"GapmaueBTuyHa
KomnaHisa "3gopos's"

YKpaiHa

LLAHIOW LI3IHCIHb
®APMACBIOTIKAN
KO., NTA.

Kutait

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
CepTtudikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS
cepTuchikata BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: Ans
A®I; pns BuxigHoro
mMaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMIKXHOT PEYOBUHM
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakone) -
OHoBReHwWi cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOBHMKA -
nofaHHs OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2005-300 - Rev 05
(3aTBepaxeHo: R1-CEP 2005-
300 - Rev 04) ana Adl, sk
HacnifgoK NpMBEeAEHHA TEPMIHY
NEPEKOHTPOII0 Y BigNOBIAHICTb

UA/18073/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
0,0 BUMOT oHoBneHoro CEP
(6yno: 18 micsuis; ctano: 36
MicALiB)
133. | COAEPM® pO34MH HaluKipHuii 0,1 TOB "MIBE YkpaiHa mi6e Mm6X HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/10254/01/01
%, no 15 mn, 30 mn, 50 YKPAIHA" ApuHaiimiTTens peecTpauiiHux maTepianis:
mn, 100 mn y pnakoHax 3MiHM | TUny — 3miHa chopmu
3 KpanesnbHuLueto; no 1 KpanenbHuL,, Wwo
dhakoHy B KapTOHHiiA BMKOPWUCTOBYETLCSA AN1A
nauui BBEEHHS /iKapCbKOro 3acoby
nns cnakoHa (Hacagka-
KpanenbHULA CTana AoBracra),
6e3 3MiHN NnaKyBasIbHOro
maTepiasny. OHOBMEHHS p.
3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasIbHWIA 3aci6
(BHeceHi 3miHu, sKi Tenep
BiJ06pakatoTb NOTOUHUIA CTaH
LLIOA0 MaTepianiB, a TakoX
Aeknapadii BignoBigHOCTI
134. | COJIEPOH 100 Tabnetku no 100 mr, no TOB "ACIHO YkpaiHa TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/10209/01/01
10 TabneToK y 6icTepi; YKPAIHA" peecTpaujiiHux mMaTepianis:

no 1, 3 abo 6 6nictepis
Y KapTOHHIl nauui

3MiHW | TUMy - NogaHHA
oHosneHoro CEP Ne R1-CEP
2003-099-Rev 03 ana Adl
amicynbnpuay Bif
3aTBEPKEHOr0 BUPOOHUKA
Laboratorios Espinos Y Bofill
S.A. (LEBSA), Icnania
(3atBepmxeHo: R1-CEP 2003-
099-Rev 02); 3MiHu | TURy -
nogaHHs oHossieHoro CEP Ne
R1-CEP 2009-215-Rev 01 gns
A®| amicynbnpugy Big,
3aTBEPAKEHOTO BUPOOHMKA
ICROM S.R.L., ITania
(3atBeppxeHo: R1-CEP 2009-
215-Rev 00); 3MiHu | Tuny -
3aTBEPKEHHS METOAIB
KOHTponto ana N3 ConepoH
100, ConepoH 200, TabneTkm no
100 mr, no 200 Mr yKpaiHCbKO
MOBOIO; 3MiHU | TUMY - NOAAHHSA
oHossieHoro CEP Ne R1-CEP
2009-215-Rev 02 gnsa Adl
amicynbnpuay Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
ICROM S.R.L., ITania
(3atBepmxeHo: R1-CEP 2009-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
215-Rev 01)
135. | COJIEPOH 200 Tabnetku no 200 Mr no TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/10209/01/02
10 TabneToK y 6ricTepi; YKPATHA"

no 1, 3 abo 6 6nictepi
Y KapTOHHIl nauui

peecTpavuinHMx maTepianis:
3MiHK | TUNY - NoAaHHA
oHosneHoro CEP Ne R1-CEP
2003-099-Rev 03 ana Adl
amicynbnpugy Big
3aTBEPKEHOr0 BUPOOHUKA
Laboratorios Espinos Y Bofill
S.A. (LEBSA), IcnaHis
(3atBepmxeHo: R1-CEP 2003-
099-Rev 02); 3Minu | TUny -
nogaHHs oHossieHoro CEP Ne
R1-CEP 2009-215-Rev 01 gna
A®| amicynbnpugy Big,
3aTBEPAKEHOrO BUPOOHMKA
ICROM S.R.L., ITania
(3atBeppxeHo: R1-CEP 2009-
215-Rev 00); 3MiHu | TURy -
3aTBEPKEHHSI MeToIB
KOoHTponto ana N3 ConepoH
100, ConepoH 200, TabneTk1 no
100 mr, no 200 Mr yKpaiHCbKOO
MOBOIO; 3MiHU | TUMY - NOAAHHSA
oHossieHoro CEP Ne R1-CEP
2009-215-Rev 02 gna Adl
amicynbnpuay Bif Bxe
3aTBEPAKEHOrO BUPOOHMKA
ICROM S.R.L., ITania
(3atBeppxeHo: R1-CEP 2009-
215-Rev 01)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
136. | COMI3NM ®OPTE TabneTku, BKpUTI MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/5694/01/01
060/10HKOI0, peecTpauiiHux maTepianis:
KWLLKOBOPO3YMHHI NO 3MiHM | TURY - 3MiHX 3 SKOCTI.
3000 F.I.P. O4, no 10 [oTOBMIA NiKapcbKuii 3acio.
Tabnetok y 6nictepi, no KOHTpO/b rOTOBOro Nikapcbkoro
2 6nictepun y nauuyj 3 3acoby. 3miHa napameTpis
KapToHy cneundikauivi Ta/abo
[0MyCTUMUX MEX rOTOBOr0
NikapcbKoro 3acoby - 3MiHa
nepioguYHOCTI KOHTPOIIO 3a
nokasHukom "MikpobiosnoriyHa
yucroTa" B Cneumndikavii MNN3 3
nocepifiHOro Ha BMGIpKOBWiA
(nepLuy Ta KOXHY M'ATY HacTynHy
cepii, ane He pigLue ogHOro pasy
B piK)
137. | CTPENCIIC® ANA | nbofsHuku; no 12 PekkiTT BeHkizep Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 6e3 peyenma UA/13607/01/01
DITEN 6+ NbOASAHUKIB Y BicTepi; Xenckep BpuTanis Xenckep BputaHis peecTpauiiHnx matepianis:

no 1 a6o 2 6nictepu B
KapTOHHIlA KOpooLi

IHTepHewwHn JlimiTeq,

IHTepHewHn flimiTeq,

3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Ap.
XenbMyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnag. 3MiHa
MicLLe3HaXOMKEHHS MacTep-
thaiina cuctemu
hapmakoHarnsgy Ta oro
HomMepa

138.

CTPENCIIC®
IHTEHCU/B

cnpeli 0poOMYKO3HWIA,
po3uuH 8,75 mr/go3a, no
15 mn y dhnakoHi; no 1
oNakoHy B KApTOHHIl
Kopobui

PekkiTT BeHkizep
Xenckep
IHTepHeLwHN JlimiTeq,

Benuvka
BpuTaHis

PekkiTT BeHkizep
Xenckep
IHTepHeLHN
Nimiten, Benvka
BpuTtaHis (Bunyck
cepii); PekkiTT
BeHkizep Xenckep
MaHychekuypiHr
(TainaHg) Nimites,
TainaHpg,
(BUpOGHMLTBO,
nakyBaHHA Ta
NepBUHHWI BUMYCK
roToBOro
nikapcbKoro 3acoby)

Benvka
BpuTanis/
TainaHg,

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Ap.
XenbmyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0COo6M,
BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLiE3HaxXOMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa

6e3 peyenma

UA/15692/01/01

139.

CTPEMNCIIC® _
OPUIHAMBHMI

NbOASAHUKM; No 12
NbOASHUKIB y 6nicTepi,
no 2 6nictepu B
KapTOHHI KopoobLi

PekkiTT BeHkizep
Xerckep
IHTepHewwHn Jimiteq,

Benuka
BpuTtaHis

PekkiTT BeHkizep
Xenckep
IHTepHewHn flimiTeq,

Benuka
BpuTaHis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTBHOCTI Ta
dhapmakoHarnsigy. BeefeHHs

6e3 peyenma

UA/6479/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ab0 3MiHU [0 y3araslbHEHNX
AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Ap.
XenbMyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta oro
Homepa

140.

CYNbMIPU,

MOPOLLIOK KPUCTaUTIYHWIA
(cybeTaHuis) y
noaBiliHMX
nonieTnIeHoBMX
nakeTtax Ans
chapmaLeBTU4YHOro
3acToCcyBaHHS

TOB "XapkiBcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"340poB'a Hapoay"

Ykpaina

IKPOM C.P.J1.

ITanis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro

Marepiany/peareHTy/npomMiKHOro

NPOAYKTY, WO
BUKOPUCTOBYIOTHCS Y

UA/11475/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHYKA.
MofaHHA OHOBNIEHOrO
cepTudikara BiANoBIAHOCTI
€sponeiicbkiii hapmakonei Ne
R1-CEP 2011-074 - Rev 02
(3aTBepaxeHo: RO-CEP 2011-
074 - Rev 02) ana A®l, sk
HacnifoK BUNYYEHHS NOKa3HUKa
«Baxki meTann», BBeEHHS
3BITY 3 OLiHKV PU3VKIB LLOAO
BMICTY €/TEMEHTHMX AOMILLOK
Bi4NOBIAHO 4O BUMOr HacTaHOBU
ICH Q3D Ta BUK1afeHHs Ha3su
Ta afpecy BUPOBHMKa
BignosigHo CEP.

141.

CYNbOALMN
HATPIIO

Kpanni o4Hi 30 %, no 10
M1y NNacTUKOBOMY
dhnakoHi; no 1 dpnakoHy
y nayui 3 kKapToHy

TOB "®3
"BIO®PAPMA"

Ykpaina

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Moy,
TeTsHa lOpiiBHa. 3miHa
KOHTaKTHUX AaHWX

3a peyernmom

UA/5006/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YNOBHOBaXEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsag
142. | CYHITIHIB-BICTA kancynv TBepgi no 12,5 Mictpan Kenitan AHrnis Pewmegika N1a, Kinp; Kinp/ManbTa BHECEHHS 3MiH 0 3a peyenmom UA/18837/01/01
M, 0 7 Kancyny MeHemKMeHT dapmakea Mpemiym peecTpauiiHix maTepianis:
6nicTepi; no 4 6nictepu Nimiteq Nra., ManbTa 3MiHn | TURY - AgMIHICTPaTUBHI
B KapTOHHIi kopo6ui 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
nocsigyeHHs) 3miHa agpecu
3a8BHUKA
143. | CYHITIHIB-BICTA Kancynv Teepgi no 25 Mictpan Kenitan AHrnis Pewmegika N14, Kinp; Kinp/ManbTa BHECEHHS 3MiH 40 3a peyenmom UA/18837/01/02
M, 10 7 Kancyny MeHemKMeHT dapmakea Mpemiym peecTpauiiHix matepiasis:
6nictepi; no 4 6nictepu Nimiteq Nta., ManeTa 3MiHu | TUnNy - AgMiHICTpaTVBHI
B KQPTOHHIi1 KOpooL,i 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvka peecTpadiiHoro
nocsigyeHHs) 3miHa agpecu
3asBHUKA
144. | CYHITIHIB-BICTA Kancynu Teepgi no 37,5 Mictpan Kenitan AHrnis Pewmegika NTa, Kinp; Kinp/ManbTa BHECEHHS 3MiH [0 3a peyenmom UA/18837/01/03
MTr, M0 7 Kancyny MeHemKMeHT dapmakea MNMpemiym peecTpavuinHMX MaTepiasnis:
6nicTepi; no 4 6nictepu NimiTeq Nta., Maneta 3MiHu | TUNYy - AgMiHICTpaTBHI
B KapTOHHI Kopo6Li abo 3MiHW. 3MiHa HaliMeHyBaHHS
no 4 kancynwu y 6nictepi; Ta/abo agpecu 3asBHUKA
no 7 6nictepis B (BnacHvika peecTpadiiHoro
KapTOHHIlA KOpooLi nocBigyYeHHs) 3miHa agpecu
3asBHUKA
145. | CYHITIHIB-BICTA Kancynu teepai no 50 MicTtpan Kenitan AHrniA Pewmegika Nita, Kinp; Kinp/ManbTa BHECEHHS 3MiH 0 3a peyenmom UA/18837/01/04
MTr; M0 7 Kancyny MeHeKMeHT dapmakea MNpemiym peecTpauiiiHix maTepianis:
6nicTepi; no 4 6nictepu Nimiten Nra., ManbTa 3MmiHu | TNy - AgMiHIiCTpaTuBHI
B KapTOHHIi kopo6Li abo 3MiHW. 3MiHa HaliMeHyBaHHs
no 4 kancynu y énictepi; Ta/abo agpecy 3asBHMKa
no 7 6nicTtepis B (BnacHvika peecTpaduiiHoro
KapTOHHilA KopooLi nocBigyYeHHs) 3miHa agpecu
3asBHMKaA
146. | TAMOKCU®DEH- Tabnetku no 10 wmr; no ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 3a peyernmom UA/5528/01/01
340POB'A 10 Tabnetok y 6nictepi; 06MEXEHO 06MeXeHo peecTpavuiiHux maTepianis:
no 6 6nictepis y BiANOBIAA/LHICTIO BiANOBIAA/LHICTIO 3MiHW | TUMy - 3MiHW BHECEHO [0
KapTOHHI Kopo6Lij; Mo "®apmavleBTUYHa "®apmavueBTUYHa IHCTPYKLii 4Ns MegnyHoro

60 TabneTok y
KOHTeliHepi
nnactmacosomy; rno 1
KOHTEiHepy B KapTOHHiIl
Kopobui

KoMnaHis "3popos'a”

KoMnaHisa "3gopos'a”

3aCTOCyBaHHS NiKapCbKOro
3acoby y posginu: "OcobnmsocTi
3acTocyBaHHSA", "3acToCcyBaHHSA
y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "MobivHi
peakujii" BiANoBigHO A0
OHOBNEHOT iHthopMaLi 3
6e3nekun Ajtoyoi pevOBUHN.
BBegeHHSA 3MiH NpoTArom 6-tm
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Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

147. | TAMOKCU®DEH-

Tabnetku no 20 mr; no

ToBapucTBO 3

MiCALIB NiCNS 3aTBEPAXKEHHS;
CYNyTHS 3MiHa - 3MiHY Woa0
6e3nekn/edpeKTUBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
ab60 3MiHa(K) L0 3060B'A3aHb Ta
YMOB BvAadi peecTpaLiiiHoro
nocBig4YeHHs, Bkovaoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHsI TEKCTY, SIKWiA
NOrOKEHNI 3 KOMMETEHTHNUM
opraHom) - oHoB/eHo MnaH
ynpas/iHHA pu3nkamu, Bepcis
2.1 Ha TamokcudeH-310poB's,
Tabnetkv no 10 mr no 10
Tabnetok y 6nictepi; no 6
6nicTepiB y KAPTOHHIl KOPOO6L;
no 60 TabneTok y KoHTelHepi
naactmacosomy; no 1
KOHTEiHEepY B KapPTOHHI KopoobLi
a6o no 20 mr no 10 TabneTok y
6nicTepi; no 3 abo 6 6nicTepis y
KapTOHHI Kopo6Lji. 3MiHK
BHECEeHO A0 crneuudikauii 3
6e3nekn Ta 3axofiB 3 MiHimizaLiT
PV3NKiB Y 3B'A3KY 3 ypaxyBaHHAM
OHOBNEHOT iHhopMaLi 3
6e3neku 3rigHO pekomeHgawii
PRAC. BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS

340POB'A

10 Tabnetok y 6nictepi;
no 3 abo 6 6nictepis y
KapTOHHIA KopoobLi

obmexeHoo
BiANOBIAA/LHICTIO
"GapmaueBTnyHa
KoMnaHis "3popos'a”

YKpaiHa

ToBapucTso 3

06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKLii 4Ns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y posginu: "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHsA

y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "MobivHi
peakujii BiANoBigHO A0
OHOBNEHOT iHthopMaLi 3
6e3nekun Ajtoyoi pevOBUHN.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPLXKEHHS;
CynyTHS 3MiHa - 3MiHU LWOA0
6e3nekn/edreKTMBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs

3a peyernmom

a60 3MiHa(K) A0 3060B'A3aHb Ta

UA/5528/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOB BMAadi peectpauiiHoro
nocBig4YeHHs, Bkovatoun Mnax
ynpasnAiHHA puU3nKamu
(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHom) - OHOBMIEHO MnaH
ynpas/liHHA pu3nKamu, Bepcis
2.1 Ha TamokcudpeH-340poB's,
Tabnetkv no 10 mr no 10
TabneTtok y 6nictepi; no 6
6nicTepiB y KApTOHHIl KOpOO6L;
no 60 TabneToK y KOHTeliHepi
nnacTtmacosomy; rno 1
KOHTEiHepy B KapTOHHIli kopoobLi
a6o no 20 mr no 10 TabneTok y
6nicTepi; no 3 abo 6 6ricTepis y
KapTOHHIA Kopo6Lii. 3MiHK
BHECEHO A0 cneuudikauii 3
6e3nekn Ta 3axoAiB 3 MiHimizau,ii
PW3MNKiB Y 3B'A3KY 3 ypaxyBaHHAM
OHOB/IEHOT iHdhopMaLiii 3
6e3neku 3rigHO pekomeHaauii
PRAC. BeefieHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

148.

TEMOAAN®

NOPOLLOK A/15 PO3YNHY
Ans iHdysiin no 100 wr,
1 dhnakoH 3 NOPOLLKOM Y
KapTOHHIlA KOpooLi

Mepk Wapn i Joym
IOEA Tm6X

LLiBeiiuapis

BakcTep OHkoNnoaxi
'm6X, HimeyunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
npoAyKuii, NnepBuHHe
nakyBaHHSA Ta
KOHTPO/Ib SIKOCTI);
LepiHr-Mnay Na6o
H.B., Benbris
(BTOpPUHHE
naxkyBaHHs Ta [03BiNn
Ha BUMycK cepif)

Himeuunna/
Benbris

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu Il Tuny - 3MiHW BHECEHO 0
IHCTPYKUIT ANS MeanYHOro
3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posgainis
"Oco61M1BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, a came, yTouHeHa
iHthopmauis wogo TepmiHis
BVIKOPMCTaHHS 3aco6iB
KOHTpauenujii nig vyac nikyBaHHs
npenapatom. BBegeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPMKEHHS

3a peyenmom

UA/4893/02/01

149.

TEMOAAN®

kancynum no 20 mr; no 1
Kancyni y catue; no 5
a6o no 20 cawey
KapTOHHI KopoobLi

Mepk Wapn i Joym
I0EA TM6X

LLiBefuapis

OpioH ®apma,
DiHNAHAIA
(anbTepHaTMBHWMIA
KOHTPO/Ib SIKOCTI);
OpioH ®apma,
PiHnaHaisa

PiHnaHgia/
Benebris

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK |l TUNY - 3MiHWM BHECEHO A0
IHCTPYKUiT 4nA MeanyHoro
3aCTOCYBaHHA NiKapCbKoro
3acoby A0 po3ainis

3a peyernmom

UA/4893/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BMPOGHMLTBO "Oco6nMBOCTI 3aCTOCYBaHHSA",
Hepo3dacoBaHOl "3acTocyBaHHSA y nepiog
NpoAyKLii, NepBuUHHa BariTHOCTi abo rofyBaHHs
ynakoska Ta rpyAar”, a came, yTouHeHa
KOHTPO/Ib SKOCTI); iHbopMmaLis Woao TepMiHiB
LepiHr-Mnay a6o BMKOPUCTaHHS 3acobiB
H.B., Benbris KOHTpauenuii nig yac nikyBaHHs
(nepBuHHa Ta npenapatoM. BeegeHHs 3MiH
BTOPVHHA ynakoBkKa, npoTArom 6-Tn MicALiB nicns
[l03BiNT HA BUMYCK 3aTBEPAKEHHS
cepir)
150. | TEMOAAN® Kancynu no 100 mr; no 1 Mepk Wapn i Joym LLiBeiiuapis OpioH ®apma, PiHnaHpin/ BHECEHHS 3MiH 0 3a peyenmom UA/4893/01/03
Kancyni y cawe; no 5 IOEA Tm6X PiHNAHAiA Benbris peecTpauiiHnx matepianis:
abo no 20 cawe y (anbTepHaTMBHWMIA 3MiHu Il Tuny - 3MiHW BHECEHO 0
KapTOHHIlA KOpooLi KOHTPO/Ib SIKOCTI); IHCTPYKUIT ANS MeanYHOro
OpioH ®apma, 3aCTOCYBaHHS NiKapCbKoro
diHnAHAISA 3acoby Ao posgainis
(BUPOBHMLTBO "Oco61MBOCTI 3aCTOCYyBaHHA",
Hepo3chacoBaHoi "3acTocyBaHHs y nepiog
NpoAyKLii, NepBUHHA BariTHOCTi abo rogyBaHHs
ynakoBka Ta rpyaar”, a came, yTouHeHa
KOHTPO/Ib SKOCTI); iHthopmauis wogo TepmiHie
LWepiHr-Mnay /1a6o BVIKOPMCTaHHS 3aco6iB
H.B., Benbria KOHTpauenujii nig vyac nikyBaHHs
(nepBuHHa Ta npenapatom. BeefeHHs 3MiH
BTOPUHHA YNaKoBKa, npoTArom 6-Tu MicAuiB micns
[03BiN Ha BUMNYCK 3aTBEPMKEHHS
cepii)
151. | TEMOMEOAK Kancynvu no 5 mr, no 5 Mepak lesenbwadpT HimeuunHa Mepak esenbladt Himeuunna/ BHECEHHS 3MiH 40 3a peyenmom UA/13562/01/01
abo 20 kancyn y dotop KAiHiwe hrop KNiHiwe ITania peecTpauiiHux maTepianis:

donakoHi, no 1 dpnakoHy
B nauuj

Lneyjanbnpenapat
e M6X

Lneujansnpenapat
e M6X, HimeuyumHa
(BMpPOGHUYIK, LIO
Bignosigae 3a
BTOPUHHY YNaKoBKY,
KOHTPO/b/BUNPOOYB
aHHA cepii, L03BIN
Ha BUMYyCK cepii);
Hepdapma C.p.J1.,
ITania (BMpo6bHMLTBO
Hepo3dgacoBaHOl
NpoAYyKLUii, NepBNUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHA cepil); Xaynt
Papma Amaper
'm6X, HimeyunHa
(BMpPOGHMLTBO
Hepo3sdracoBaHOi

3MiHK | TUNY - 3MiHK Yy NpoLeci
BMPO6HMLTBA 13 - 3MiHK
nopaaKy 3MillyBaHHs
[OMOMDKHUX PEYOBWH; BHECEHO
3a3HavYeHHs Homep cuTa 4n1s
NpociBaHHs Ta OHOBJ/IEHHSA
po3ainy cTabiflbHICTb Y 3B A3KY 3
BMBYEHHSAM CTabiNbHOCTI AN
cepiii BUrOTOB/IEHMX BiANOBiAHO
[10 OHOB/IEHOTO BMPOGHNYOro
npotecy; 3MiHu | Tuny - 3miHa y
mMeTofax BUNpobyBaHHs AdI -
BW/TyYEHHS] BU3HAYEHHS
3a/IMLLKOBOr0 PO3YMHHMKA M-
renTaH, L0 BUKOPUCTOBYETLCA
Ha noyaTKoBMX CTagisx npotecy
3i CTabiNbHO HU3bKMMU
pesynbtatamu A®| (OHOBJIEHHSA
ASMF Bepcito 6.0 (2016-12-13));
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

152.

NpoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii)

3MiHM | TRy - 3mMiHa po3Mipy
cepii Temozolomide Cryst Dry
Ha OCHOBI CTATUCTUYHUX JaHHbIX
(oHoBNeHHss ASMF Bepcito 6.0
(2016-12-13)); 3MiHu | Tuny -
3MiHa y MeTogax BunpobyBaHHsA
NEepPBUHHOI YNakoBK/ rOTOBOIO
NiKapCbKoro 3acoby BUMYYeHHS
mMeToAy BUNpobyBaHHA XiMiuHa
CTIKICTb chnakoHy
(3aTBEpPMXKEHO: TiApoNiTUYHA
CTiliKiCTb); BUNPaBEHHSA
nomwusky T. iameTp cpriakoHy,
3areepaxeHo: 36,20 mm = 0,5
MM, 3anponoHoBaHo: 35,7 MM+
0,5 MM; 3MiHuM Il TUny -
oHoBneHHss ASMF, 3 Bepcii 3.0
0o Bepcii 4.1 (K Hacnigok
OHOBJ/IEHO Ha3BY BNPOGHKKa ADI
(3aTBepmxeHo: Chemagis LTD,
3anponoHoBaHo: Perrigo API
LTD); 3miHa agpecy BUPO6HUKa
NPOMDKHOr0 NPOAYKTY; 3MiHa
Ha3BW BUPOBGHMYOT AiNbHULI ANA
BMPOGHMYOI cTagii 4 - 3 Hunan
Haili Changde (China) Ha Hunan
Gofar Fine Chemical Industry
TECH.Co.Ltd (China);
OHOBJEHHSA crieundikauii APly
3B 43Ky 3 NPUBEAEHHAM [0
BMMOr MOHorpadii EP
(T.mikpo6ionoriyHa umcToTa
npusegeHo Ao sumor EP);
[0AaBaHHA a/lbTEPHATUBHOIO
metoay TEMO -21 gna
BMU3HAYEHHS 3a/IULLIKOBUX
PO3YMHHIKIB (ALLETOHITPUN Ta
aLeToH); NepernsHyTo MeTos
TEMO-09 (cnopigHeHa
peyoBuHa BEPX)

TEMOMEAAK

kancynu no 20 mr, no 5
a6o 20 kancyny
chnakoHi, no 1 donakoHy
B nauLii

Mepak Nesenbluadt
chrop KniHiwe
Lnevujansnpenapat
e m6X

HimeyunHa

Mepak esenbliadpt
dorop KniHiwe
Lneujansnpenapat
e M6X, HimeuunHa
(BMPOGHUIK, LLIO
BignoBigae 3a
BTOPWHHY YNaKoBKY,
KOHTPO/b/BMNPOGYB

aHHA cepii, 403BIN

Himeuuunna/
ITanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUnY - 3MiHW y Npoueci
BMpOoOHULTBA /13 - 3MiHK
nopsaaKy 3MillyBaHHs
[OMOMiKHUX PEYOBVIH; BHECEHO
3a3HayeHHs1 HoMep cuTa Ans
npociBaHHA Ta OHOBJ/IEHHS

pO34iny CTabifbHICTb Y 3B A3KY 3

3a peyenmom

UA/13562/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Ha BUMNYCK cepii);
Hepcapma C.p.J1.,
ITanis (BMpo6HULTBO
Hepo3dacoBaHoi
nNpoAayKLuii, nepBnHHa
ynakoBka,
KOHTPO/1b/BMNPOGYB
aHHA cepil); Xaynt
dPapma Amaper
mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii)

BMBYEHHSIM CTabiNIbHOCTI AN1si
cepili BUroTOB/IEHMX BiNOBiAHO
[10 OHOB/IEHOTO BMPOGHNYOro
npotecy; 3MiHu | Tuny - 3miHa y
MeTofax BUNpobyBaHHs AdI -
BW/TYYEHHS] BU3HAYEHHS
3a/IMLLIKOBOrO PO3YMHHWMKA M-
renTaH, L0 BUKOPUCTOBYETHCS
Ha noyaTKoBMX CTagisx npotecy
3i cTabiNbHO HN3bKUMK
pesynbtatamu A®I| (OHOB/IEHHSA
ASMF Bepcito 6.0 (2016-12-13));
3MiHM | TRy - 3MiHa po3Mipy
cepii Temozolomide Cryst Dry
Ha OCHOBI CTATUCTUYHUX JaHHbIX
(oHoBneHHss ASMF Bepcito 6.0
(2016-12-13)); 3MiHu | Tuny -
3MiHa y MeTogax BunpobyBaHHs
NEepPBUHHOI YNakoBK/ rOTOBOIO
NiKapCbKoro 3acoby BUMyYeHHS
mMeToay BUNpobyBaHHA XimMiuHa
CTIKICTb chnakoHy
(3aTBEpPMXKEHO: TiApoNiTUYHA
CTiliKiCTb); BUNPaBEHHS
nomwusky T. iameTp cpriakoHy,
3areepaxeHo: 36,20 mm = 0,5
MM, 3anponoHoBaHo: 35,7 MM+
0,5 MM; 3MiHuM Il TUny -
oHoBneHHss ASMF, 3 Bepcii 3.0
0o Bepcii 4.1 (K Hacnigok
OHOBJ/IEHO Ha3BY BNPOGHKKa ADI
(3aTBepmxeHo: Chemagis LTD,
3anponoHoBaHo: Perrigo API
LTD); 3miHa agpecy BUPO6HUKa
NPOMDKHOro NPOAYKTY; 3MiHa
Ha3BW BUPOBGHMYOT AiNbHULI ANA
BMPOGHMYOI cTagii 4 - 3 Hunan
Haili Changde (China) Ha Hunan
Gofar Fine Chemical Industry
TECH.Co.Ltd (China);
OHOBJIEHHSA crieundikauii APly
3B 43Ky 3 NPUBEAEHHAM [0
BMMOr MOHorpadii EP
(T.mikpob6ionoriyHa uMcToTa
npusegeHo Ao sumor EP);
[0AaBaHHA a/lbTEPHATUBHOIO
metoay TEMO -21 gna
BMU3HAYEHHS 3a/IULLIKOBUX
PO3YMHHKKIB (QUETOHITpUA Ta
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
aLeToH); NeperisHyTo MeTos
TEMO-09 (cnopigHeHa
peuvosuHa BEPX)
153. | TEMOMEAAK kancysv no 100 mr, no 5 | Mepak esenbadT HimeuunHa Mepak e3enbadt HimeuunHa/ BHECEHHS 3MiH g0 3a peyenmom UA/13562/01/03
ab6o 20 kancyny dotop KAiHiwe dorop KNiHiwe ITania peecTpauiiHux maTepianis:

thnakoHi, no 1 dpnakoHy
B nauui

Lneuiansbnpenapar
e M6X

Lnewuiansnpenapat
e M6X, HimeuunHa
(BUPOBHUIK, L0
Bignosigae 3a
BTOPWHHY YNakoBKy,
KOHTPO/1b/BUNPOGYB
aHHsA cepii, A03BIN
Ha BUMYycCK cepii);
Hepdapma C.p.J1.,
ITania (BMpo6HMLTBO
Hepo3dacoBaHoi
NpoAayKLUii, NepBnUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHA cepii); Xaynt
Papma Amaper
'mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHs cepii)

3MiHM | TUNY - 3MiHK Y Npoueci
BMpO6HMUTBA 13 - 3MiHK
nopsAKY 3MiLLyBaHHS
[OMOMDKHUX PEYOBWH; BHECEHO
3a3HayYeHHs1 Homep cuTa Ans
NpOCiBaHHA Ta OHOB/IEHHS
po3Ainy cTabiNbHICTb y 3B A3KY 3
BMBYEHHSIM CTabiNIbHOCTI ANs
cepili BUroTOB/IEHMX BiNOBiAHO
[10 OHOB/IEHOTO BMPOGHMYOro
npotecy; 3MiHu | Tuny - 3miHa y
MeToAax BUNpobyBaHHa AdI -
BW/TYYEHHS] BU3HAYEHHS
3a/MLLIKOBOrO PO3YMHHWMKA M-
renTaH, Lo BUKOPUCTOBYETHCS
Ha noyaTKoBMX CTagisx npotecy
3i cTabiNbHO HN3bKUMK
pesynbtatamu A®I| (OHOB/IEHHSA
ASMF Bepcito 6.0 (2016-12-13));
3MiHM | TNy - 3MiHa po3Mipy
cepii Temozolomide Cryst Dry
Ha OCHOBI CTATUCTUYHUX JaHHbIX
(oHoBneHHss ASMF Bepcito 6.0
(2016-12-13)); 3MiHu | Tuny -
3MiHa y MeTogax BunpobyBaHHs
NEepBUHHOI YNakoBK/ rOTOBOIO
NiKapcbKoro 3acoby BU/TyYEHHS
mMeToAy BUNpobyBaHHA XimMiuHa
CTIlKICTb chnakoHy
(3aTBEpPMKEHO: TiApONITUYHA
CTiKICTb); BUMPaBAEHHS
nomwusky T. JiameTp dpriakoHy,
3aTBepaxeHo: 36,20 mm = 0,5
MM, 3anponoHoBaHo: 35,7 MM+
0,5 MM; 3MiHu Il Tuny -
oHoBneHHss ASMF, 3 Bepcii 3.0
0o Bepcii 4.1 (K Hacnigok
OHOBJ/IEHO Ha3BY BNPOGHKKa ADI
(3aTBepmxeHo: Chemagis LTD,
3anponoHoBaHo: Perrigo API
LTD); 3miHa agpecy BUPOGHUKa
NPOMDKHOr0 NPOAYKTY; 3MiHa
Ha3BW BUPOGHMYOT AiNnbHULI ANA
BMPO6HMYOI cTagii 4 - 3 Hunan
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Haili Changde (China) Ha Hunan
Gofar Fine Chemical Industry
TECH.Co.Ltd (China);
OHOBJIEHHS cneundikauii Adly
3B A3KY 3 NPVBEAEHHAM [0
BMMOr MOHorpadii EP
(T.mikpo6ionoriyHa umcToTa
npueeaeHo Ao Bumor EP);
A0faBaHHA aslbTePHATUBHOIO
meTtogy TEMO -21 ans
BU3HAYEHHSA 3a/INLLIKOBUX
PO3YMHHIKIB (ALLETOHITPUN Ta
aLeToH); NeperisHyTo MeTos
TEMO-09 (cnopigHeHa
peuosuHa BEPX)

154.

TEMOMEAAK

Kancynu no 140 wmr, no 5
Kancyn y cpnakoHi, no 1
donakoHy B nauuj

Mepnak esenbwadT
dotop KAiHiwe
Lneuiansnpenapar
e M6X

HimeuunHa

Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa
(BUPOBHVIK, L0
Bignosigae 3a
BTOPWHHY YNakoBKy,
KOHTPO/1b/BUNPOGYB
aHHsA cepii, A03BIN
Ha BUMycK cepii);
Hepdapma C.p.J1.,
ITania (BMpo6HMLTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHA cepii); Xaynt
Papma Amaper
'mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHs cepii)

HimeuunHa/
ITanis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUNYy - 3MiHK Y Npoueci
BMpO6HMUTBA 13 - 3MiHK
nopsAKY 3MiLLyBaHHS
[OMOMDKHUX PEYOBWH; BHECEHO
3a3HayYeHHs1 Homep cuTa Ans
NpOCiBaHHA Ta OHOB/IEHHS
po3Ainy cTabifbHICTb y 3B A3KY 3
BMBYEHHSIM CTabiNIbHOCTI ANs
cepili BUroTOB/IEHMX BifNOBiAHO
[10 OHOB/IEHOTO BMPOGHMYOro
npotecy; 3MiHu | Tuny - 3miHa y
MeToAax BuNpobysaHHa AdI -
BW/TyYEHHS1 BUHAYEHHSI
3a/IMLLIKOBOrO PO3YMHHWMKA M-
renTaH, Lo BUKOPUCTOBYETHCS
Ha noyaTKoBMX CTagisx npotecy
3i cTabiNbHO HN3bKUMK
pesynbtatamu A®I| (OHOB/IEHHSA
ASMF Bepcito 6.0 (2016-12-13));
3MiHM | TNy - 3MiHa po3Mipy
cepii Temozolomide Cryst Dry
Ha OCHOBI CTATUCTUYHMX JaHHbIX
(oHoBneHHss ASMF Bepcito 6.0
(2016-12-13)); 3MiHu | Tuny -
3MiHa y MeTogax BunpobyBaHHs
NEepBUHHOI YNakoBK/ rOTOBOIO
NiKapcbKoro 3acoby BU/TyYEHHS
mMeToAy BUNpoByBaHHA XimMiuHa
CTIlKICTb chnakoHy
(3aTBEpPMAKEHO: TiApONiTUYHA
CTilKICTb); BUNPaBNEHHS
noMukK T. [liameTp dh1akoHy,

3a peyernmom

UA/13562/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3arBepaxeHo: 36,20 mm = 0,5
MM, 3anponoHoBaHo: 35,7 MM+
0,5 Mm; 3MiHu Il TRy -
oHoBrieHHs1 ASMF, 3 Bepcii 3.0
0o Bepcii 4.1 (9K Hacnigok
OHOBJ/IEHO Ha3BY BNPOGHKKa ADI
(3atBepmxeHo: Chemagis LTD,
3anpornoHoBaHo: Perrigo API
LTD); 3miHa agpecy BUPO6HUKaA
MPOMiXXHOrO NPOAYKTY; 3MiHa
Ha3BY BUPOBHMYOT AiNbHULI ANs
BMPOGHUWYOI cTagii 4 - 3 Hunan
Haili Changde (China) Ha Hunan
Gofar Fine Chemical Industry
TECH.Co.Ltd (China);
OHOBJIEHHS cneundikauii Adly
3B°A3KY 3 NPVBEAEHHAM [0
BMMOr MOHorpadii EP
(T.mikpo6ionoriyHa umcToTa
npueeaeHo o sBumor EP);
A0faBaHHA aslbTePHATUBHOIO
meTtogy TEMO -21 ans
BU3HAYEHHSA 3a/INLLIKOBUX
PO3YMHHIKIB (ALLETOHITPUN Ta
aLeToH); NeperisHyTo MeTos
TEMO-09 (cnopigHeHa
peuosuHa BEPX)

155.

TEMOMEAAK

Kancynu no 180 mr, no 5
Kancyn y cpnakoHi, no 1

donakoHy B nauuj

Mepnak esenbwadT
dotop KAiHiwe
Lneuianbnpenapar
e M6X

HimeuunHa

Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa
(BUPOBHVIK, L0
Bignosigae 3a
BTOPWHHY YNakoBKy,
KOHTPO/b/BUNPOGYB
aHHsA cepii, A03BIN
Ha BUMYyCK cepii);
Hepcapma C.p.J1.,
ITanis (BMpo6HNLTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHA cepil); Xaynt
Papma Amaper
'mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoAyKLUii, NepBnUHHA

HimeuunHa/
ITanis

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHM | TUNYy - 3MiHK Y Npoueci
BMpO6HMUTBA 13 - 3MiHK
nopsAKY 3MiLLyBaHHS
[OMOMiXXHUX PEYOBVIH; BHECEHO
3a3HayYeHHs1 Homep cuTa Ans
NpOCiBaHHA Ta OHOB/IEHHS
po3Ainy cTabifbHICTb y 3B A3KY 3
BMBYEHHSIM CTabiNIbHOCTI ANs
cepili BUroTOB/IEHMX BifNOBiAHO
[10 OHOB/IEHOTO BMPOGHMYOro
npotecy; 3MiHu | Tuny - 3miHa y
MeToAax BUNpobyBaHHa AdI -
BW/TyYEHHSI BUHAYEHHSI
3a/MLLIKOBOrO PO3YMHHWMKA M-
renTaH, Lo BUKOPUCTOBYETHCS
Ha no4aTKoBUX CTagisix npouecy
3i cTabiNbHO HN3bKUMK
pesynbtatamu A®I| (OHOB/IEHHSA
ASMF Bepcito 6.0 (2016-12-13));
3MiHK | TNy - 3MiHa po3mipy

3a peyenmom

UA/13562/01/05
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBKa,

KOHTPO/b/BUNPOGYB

aHHs cepii)

cepii Temozolomide Cryst Dry
Ha OCHOBI CTATUCTUYHMX AaHHbIX
(oHoBNeHHss ASMF Bepcito 6.0
(2016-12-13)); 3miHm | TMNYy -
3MiHa y MeToAax BUNpo6yBaHHSA
NepBUHHOT YNaKoBKM rOTOBOIO
NiKapCbKOro 3acoby BUTyYeHHS
MeToAy BUNPoBYyBaHHA XiMiuHa
CTiliKicTb chiakoHy
(3aTBEpAXEHO: TiAPONITUYHA
CTiliKiCTb); BANpPaB/EHHS
nomMunkn T. fliameTp hNakoHy,
3arBepaxeHo: 36,20 mm = 0,5
MM, 3anponoHoBaHo: 35,7 MM+
0,5 Mm; 3MiHu Il TRy -
oHoBrieHHss ASMF, 3 Bepcii 3.0
0o Bepcii 4.1 (9K Hacnigok
OHOBJ/IEHO Ha3BY BNPOGHKKa ADI
(3atBepmxeHo: Chemagis LTD,
3anpornoHoBaHo: Perrigo API
LTD); 3miHa agpecy BUPO6HUKaA
MPOMiXXHOrO NPOAYKTY; 3MiHa
Ha3BW BUPOBHMYOT AiNbHULI ANs
BMPOGHUWYOI cTagii 4 - 3 Hunan
Haili Changde (China) Ha Hunan
Gofar Fine Chemical Industry
TECH.Co.Ltd (China);
OHOBJ/IEHHS cneundikauii Adly
3B'A3KY 3 NPVBEAEHHAM [0
BMMOr MOHorpadii EP
(T.mikpo6ionoriyHa umcToTa
npueeaeHo Ao sBumor EP);
A0faBaHHA aflbTePHATUBHOIO
meTtogy TEMO -21 ans
BU3HAYEHHSA 3a/INLLIKOBUX
PO3YMHHVKIB (ALLETOHITPUN Ta
aLeToH); NeperisHyTo MeTos
TEMO-09 (cnopigHeHa
peuvosuHa BEPX)

156.

TEMOMEAAK

Kancynu no 250 mr, no 5
Kancyn y cpnakoHi, no 1
donakoHy B nauuj

Mepnak esenbwadT

dotop KAiHiwe
Lneuiansbnpenapar
e M6X

HimeuunHa

Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa
(BUPOBHUIK, L0
Bignosigae 3a
BTOPWHHY YNakoBKy,
KOHTPO/1b/BUNPOGYB
aHHsA cepii, A03BIN
Ha BuUMyckK cepil);

HimeuunHa/
ITanis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUNY - 3MiHK Y Npoueci
BMpO6HMUTBA 13 - 3MiHK
nopsAKY 3MiLLyBaHHS
[OMOMiXXHUX PEYOBVIH; BHECEHO
3a3HayYeHHs1 Homep cuTa Ans
NpOCiBaHHA Ta OHOB/IEHHS
po3ainy CTabiNbHICTb y 3B A3KY 3

BMBYEHHSIM CTabiNIbHOCTi ANnsi

3a peyernmom

UA/13562/01/06
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Hepdapma C.p.J1.,
ITanis (BMpo6GHMLTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii); Xaynt
dapma Amaper
'm6X, HimeyunHa
(BMPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NepBUHHa
ynakoBKa,
KOHTPO/b/BUNPOGYB
aHHs cepii)

cepili BUrOTOB/IEHMX BifgNOBIAHO
[10 OHOB/IEHOrO BMPOBHNYOro
npotecy; 3MiHu | Tuny - 3amiHa y
mMeTofax BUnpobyBaHHs AdI -
BW/TyYEHHS BUHAYEHHS
3a/IMLLKOBOr0 PO3YMHHMKA M-
renTad, Lo BUKOPUCTOBYETLCS
Ha no4aTKoBUX CTadisx npouecy
3i CTabiNbHO HU3bKUMU
pe3ynbtatamu A®| (OHOB/IEHHS
ASMF Bepcito 6.0 (2016-12-13));
3MiHW | TUNy - 3mMiHa po3Mipy
cepii Temozolomide Cryst Dry
Ha OCHOBI CTATUCTUYHMX AaHHbIX
(oHoBNeHHs ASMF Bepcito 6.0
(2016-12-13)); 3minm | TMNYy -
3MiHa y MeToAax BUNpo6yBaHHSA
NepBUHHOT YNaKoBKM rOTOBOIO
NiKapCbKoro 3acoby BUTy4YeHHS
MeToAy BUNpPoByBaHHA XiMivyHa
CTiliKicTb chiakoHy
(3aTBEpAXEHO: TiAPONITUYHA
CTiliKiCTb); BANpPaB/EHHS
noMunkn T. fliameTp hakoHy,
3arBepaxeHo: 36,20 mm = 0,5
MM, 3anponoHoBaHo: 35,7 MM+
0,5 Mm; 3MiHu Il TRy -
oHoBrieHHs1 ASMF, 3 Bepcii 3.0
0o Bepcii 4.1 (9K Hacnigok
OHOBJ/IEHO Ha3BY BNPOGHKKa ADI
(3atBepmxeHo: Chemagis LTD,
3anpornoHoBaHo: Perrigo API
LTD); 3miHa agpecy BUPO6HUKaA
MPOMiXXHOrO NPOAYKTY; 3MiHa
Ha3BY BUPOBHMYOT AiNbHULI ANs
BMPOGHUWYOI cTagii 4 - 3 Hunan
Haili Changde (China) Ha Hunan
Gofar Fine Chemical Industry
TECH.Co.Ltd (China);
OHOBJIEHHS cneundikauii Adly
3B°A3KY 3 NPVYBEAEHHAM [0
BMMOr MOHorpadii EP
(T.mikpobionoriyHa umcToTa
npueeaeHo Ao Bumor EP);
A0faBaHHA a/lbTePHATUBHOIO
meTtogy TEMO -21 ans
BU3HAYEHHSA 3a/INLLIKOBUX
PO3YMHHNKIB (ALLETOHITPUN Ta
aLeTOoH); NeperisHyTo MeTos
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TEMO-09 (cnopigHeHa
peyosunHa BEPX)
157. | TUKO3UA, PO34nH N8 iH'eKUi, 4 yorPna MEOULINH Benuka Mecpbap Inau Caw. TypeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/18912/01/01
Mr/2 M1, No 2 MmN B NIMITEL, BpuTaHis A.LL. peecTpauiiHux maTepianis:
amnyni, no 6 amnyn B 3MiHK | TUNY - 3MiHW BHECEHO A0
KOHTYPHIli YapyHKOBIi IHCTPYKLii 4Nna MeguyHoro
ynakosLi, no 1 3aCTOCyBaHHSA NiKapCbKOro
KOHTYPHIli YapyHKOBIi 3acoby y po3gin "Oco6mBocCTi
yMakoBLi B KAPTOHHIl 3acTocyBaHHs" 3rigHo 3
Kopobui iHchopMmaLieto WoA0 MeguyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (Muscoril
4mg/2ml solution for injection,
He 3apeecTpoBaHuii B YkpaiHi).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MIiC/1A 3aTBEPLKEHHS
158. | TIAMPIUIAH® Tabnetku no 100 mr, no TOB "bayw Xenc" Ykpaina 1. ®apma MmM6X ABCTpist BHECEHHS 3MiH 0 3a peyenmom UA/10161/01/01
20 TabneTok y 6nictepi; peecTpauiiHnx matepianis:
no 1 a6o 3 6nictepu y 3MiHK | TUNY - NOAAHHS HOBOrO
KopobLi 3 KapTOHY cepTugikaTy BignosigHocTi €
BiJ, BXE 3aTBEPAKEHOro
BMpo6HUuka A®I Tianpuay
rigpoxnopug, Laboratories
Espinos Y Bofill S.A. (LEBSA),
IcnaHis, ockinbkun gaHui
BMPOGHUK nepeiios 3 ASMF Ha
CEP Ne RO-CEP 2018-066-Rev
00, Ta K HacnigoK BBOAATLCA
HOBI BUPOOHUKN NMPOMDKHUX
NpoAyKTiB; 3MiHW | TUNY - BXe
3aTBEpAKEHUI BUPOGHMK ADI
Tianpuay rigpoxnopuz, ICROM
SpA, ITanis, npegcTasnsie HOBY
Bepcito ASMF: ASMF REV 02
6epesHsa 2012 p. - Jogatok
KBiTeHb 2013 p. Ta sk HacnifoK
3MiHa BUPOGHMKA NPOMIXKHOTO
NPOAYKTY, L0
BMKOPWCTOBYETLCS B MPOLECI
BMPOGHMLTBA Aji040T Pe4OBUHU
159. | TI®IM BI ®/ PO34MH ANA iH'EKLiA No CaHodpi MacTep PpaHLis CAHO®I BIHTPOTIM PpaHuis/ BHECEHHS 3MiH [0 3a peyenmom UA/13057/01/01
TYPHIM VI 25 mkr/gosa; no 0,5 mn IHOACTPIA, YropwumHa peecTpavuinHMX MaTepianis:
BAKUVHA And (1 po3a) y nonepesHb0 PpaHuis 3MiHK | TUNY - 3MiHW WoA0
MPO®ITAKTUKN 3arnoBHEHOMY LUMNpuL 3 (cTepunisytoua 6e3nekn/edpeKkTBHOCTI Ta
YEPEBHOIO MPUKPINIEHO rONKOH inbTpavis, hapMakoHarnsay - 3miHu
TUNDPY Ne 1 B KApTOHHilA 3arnoBHEHHSA BHECEHO A0 IHCTPYKUIT Ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MONICAXAPUAHA | kopob6uj; mo 0,5 mn (1 LUNPULIB, KOHTPOJb MeJNYHOro 3aCTOCYBaHHS
PIAKA [03a) y nonepeaHL0 AKOCTI nikapcbKoro 3acoby [0 po3zainis
3anoBHEHOMY LUNPUL 3 (cTepunbHicTb)); "dapmMakoorivyHi BNacTusoCTi"
MPUKPINIEHOIO FO/KOO CaHodpi MacTep, (He3HauHi pegakuiiHi npaBku),
Ne 1 B cTaHgapTHO- ®paHuisa (BTOpUHHE "Oco61BOCTi 3aCTOCyBaHHA"
€KCMOPTHI ynakoBLi sika nakyBaHHs1, BUMYCK (aofaHa iHdhopmauis woao
MICTUTBCS Y KAPTOHHIl cepii); CaHodi npocTexyBaHocTi), "lMobiuHi
KopooLi MacTep, PpaHuis peaxkuii” (gofaHa iHhopMmais B
(NOBHWIA LUKN pamkax nicnsipeectpauiiHoro
BMPOGHMLTBA, Harnagy 6e3 dpakTyyHoi 3MiHK
KOHTPO/b AKOCTI, iHdhopmadii 3 6e3neku). TepMiH
3arnoBHEeHHS, BBEJleHHS 3MiH- 6 micauiB nicns
BTOPUHHE 3aTBEPAKEHHS
nakyBaHHs1, BUNYCK
cepii); CaHodi-
ABeHrTic MpaiisiT Ko.
Nta., Nnatdopma
NOTicTVKN Ta
AnCcTpubyLii y m.
Bypanewr,
YroplmHa
(BTOPUHHE
nakyBaHHs1, BUNYCK
cepii)
160. | TOXEO pO34nH ANa iH'ekuiid, 300 CaHodpi-ABeHTiC HimeuyunHa CaHodi-ABEHTIC HimeuunHa BHECEHHS 3MiH 40 3a peyenmom UA/14720/01/01
CO/NIOCTAP Op./mn; Ne 1, Ne 3, Ne5: Hoiunang MrmeX [Loiunang Tm6X peecTpavuiiHux maTepianis:

no 1,5 mn 'y kapTpuaxi,
BMOHTOBAHOMY B
0/IHOPa30BY LUNPUL-
pyuky; o 1, 3a6o 5
LUMPWLL-PYYOK B
KapTOHHIlA KOpooLi

3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobm
3as1BHVKA, BiANoBiAa/IbHOI 32
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
Xopakiscbka TeTsHa
BsavecnasiBHa. 3miHa
KOHTaKTHUX faHNX KOHTaKTHOT
ocobu, BifnoBifabHOI 3a
thapmakoHarnag B YkpaiHi
161. | TPYKCUMA KOHUeHTpaT ans CenntpioH Pecny6nika CENINTPIOH IHk., Pecny6nika BHECEHHS 3MiH 0 3a peyenmom UA/17284/01/01
PO34MHy s iHdysii, no Xenskeap Ko., /1ITq Kopes Pecny6nika Kopes Kopesi/ peecTpavuinHMx maTepianis:
100 mr/10 mn; no 10 mn (BupobHuuTBO, Benuka 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
(100 mr) y dpnaxoHi; no 2 nepBuHHE BpuTaHis/ A®l. BUpo6HMLTBO. 3MiHV B
h/1aKOHW Yy KapPTOHHIN nakyBaHHs, YropumHa/ npoueci BupobHuutea AP (iHwi
KOpPOO6LLi; KOHLLeHTpaT BTOpPUHHE IpnaHgis/ 3MiHWN) - MNoKa3HUK "AKTUBHICTb"
AN po34nHy Ans nakyBaHHs, HimeyunHa 6yB BBEAEHWIN B AKOCTI
iHcpy3iiA, no 500 mr/50 BMNPOGYBaHHSA KPUTWUYHOTO NnoKasHuka skocTi (y
mi; no 50 mn (500 mr) y CTabiNbHOCTI; BignosigHocTi o ICH Q6B
hnakoHi; no 1 dpnakoHy BunpobyBaHHs KinbKicHa Mipa 6ionorivHol
Y KapTOHHIl kopoobLi cTabinbHOCTI); aKTUBHOCTI Ma€ 6yTun BK/IlOYEHA
Bnpo6HuK, [0 KPUTUYHUX NMOKA3HUKIB
BiANoBigabHUIA 3a AKOCTI). K pe3ynbTaTr BBEAEHHS
BWMNYCK Cepil: [aHOi 3MiHN- OHOB/IEHHSA

Biotek Cepsicec
IHTepHewwHN N4,
Benwvka BputaHis;
BrnpobyBaHHs
KOHTPO/O AKOCTI
npu BUNYCKY,
BTOPUHHE
nakyBaHHS:
3AT
dapmauleBTUYHNI
3asof ETIC,
YropumHa
YacTkoBe
BMNPO6YBaHHsA
KOHTPOSO SIKOCTI
npu BUNyCKy (3a
nokasHukamu
CTEpPUbHICTb Ta
€HJ0TOKCUHM):
dapmachbioTikan
KoHTpon eHpf,
JesenonMeHT
Na6opaTopi Ko.,
nta, YropuwmHa;

Mogynsa 3.2.5.2.4.
3MiHY | TUnNY - 3MiHW 3 AKOCTI.
A®|. BupobH1LTBO. 3MiHK
BMNpo6yBaHb abo AOMYyCTUMUX
MeX Yy npoveci BUpobHuLTBa
A®I, 10 BCTAHOBMEHI Y
cneumdikauisix (3BY>XXEHHs
JonycTuMux Mex) - Ans
3a6e3MneyeHHs XXOPCTKOro
KOHTPO/I0 MiKpobiosioriyHoro
HaBaHTaXeHHs BiAbynocb
3BY)KEHHS OMYCTUMUX MEX
napameTpy npv BUPOGHMLTBI
A®I: - Ha cTagji "Production
Bioreactor Step" 3 <1 KYO/ mn
Ha < 1 KYO/ 10 mn; -Ha ctagji
"Harvest and recovery Step"- 3 <
10 KYO/10 mn Ha < 50 KYO/ 10
M#; - Ha cTagii "Protein Affinity
Chromatography Step and Virus
Inactivation Step" - 3 <10
KYO/mn Ha < 50 KYO/10mn
(Load bioburden) Ta 3 <100
KYO/10mn Ha <50 CFU/10mL

Brpo6HuK, (Pool bioburden); - Ha cTagisx
BiANoBigabHUIA 3a "Anion Exchange
BMMNYCK Cepil: Chromatography step", "Mixed
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MinnmayHT Mode Chromatography Step",
Xenckeap N4, "Viral Filtration",
Ipnangis; "Concentration/Diafiltration
Brpo6HMUTBO, Steps" - 3 < 100 KYO/10mn Ha
nepBuHHe <50 CFU/10mL; Ans
nakyBaHHS, 3a6e3neyeHHs OPCTKOro
BMNPOGYBaHHSA KOHTpO/0 npotiecy chinbTpauii
KOHTPOJO SKOCTI BipyciB 6yna BBeieHa HIMKHSA
npw BUNYCKy: Mexa nepenagy Tucky: "Viral

BakcTep OHKONOAXi
'M6X, HimeuyunHa

Filtration Step" 3 < 0.98 bar Ha
0.50 - 0.98 bar.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
A®|. BupobH1LTBO. 3MiHU
BUNpobyBaHb abo AoNyCTUMUX
MeX y npoueci BUpobHuLTBa
A®I, 110 BCTAHOB/EHI Y
cneumadikayisx (nogasaHHsA
HOBOroO BMNPOGYyBaHHA Ta
[OMyCTUMMX MeX) - BHeceHHs
MOKa3HWUKIB KOHTPOTIO Npw
BMPOGHULITBI: NoyaTkoBa
XUTTE3AATHICTB KIITUH (initial
viability), kiHueBa
XUTTE3daTHICTb KNiTuH (final
viability) 3 BcTaHOBNEHOO
Mexeto> 80%; BHECEHHA TeCcTy
Ha KOHLeHTpaLito 6inka y
npoweci BUpo6HMLTBA Npn
nepLui Ta gpyrin
ynbTpadinbTpaLii; BHeCeHHS
TecTy Ha MikpobionoriyHe
HaBaHTaXKEHHS Y NpoLieci
BMPOGHMLTBA, A/151 AKOTO
BCTaHOB/IeHa Mexa < 100 KOE /
10 mn nig yac BUPOGHMLITBA
.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y meTofax
BMNPOGYBaHHSA NEPBUHHOT
YNaKoBKM rOTOBOTO /liKapCbKOro
3aco6y (He3HauHi 3MiHN Yy
3aTBEPMKEHNX MeToAax
BMNpoGyBaHb) - Ans
NoKpaLLEeHHSA BU3HAYEHHSA MeXi
BU3HAYEHHS 415 TECTY Ha

NMPOHUKHEHHS1 6apPBHMKA

134




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MeTU/IEHOBOIO CUHBLOTO A5t

hnakoHiB 3assBHUK NPONOHye
3MEHLNTK Kanibp roskm 3 100
MkM (ronka 34-ro kaniépy) go 10
MKM (OTBip, OTPUMaHMIA
nasepHol0 06po6KoLD).
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Micns
PO34MHEHHS abo BifHOB/IEHHS
(niaTBEPOXYETHCA AAHUMU
peasibHOro Yacy) - 36iNbLUEHHS
TEepMiHy NpWAATHOCTI FOTOBOTO
nikapcbKoro 3acoby nicns
po3BeaeHHs B 0,9 % po3uunHi
NaCl 3 "24 roguH npu
Temnepartypi Big 2 8o 8 °C ta
npoTArom 12 roguH npu
KiIMHaTHIn Temnepartypi (He
Buwe 30 °C)" Ha "30 gHiB npu
Temnepartypi Bia 2 o 8 °C ta
npOTArom 24 rofnH npu
KiMHaTHIn Temnepartypi (He
suue 30 °C)". 3MiHM BHECEHI A0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapCbKoro
3acoby y po3gain "TepmiH
npugatHocTi". BBeAeHHSA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPIXKEHHS.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbkoro 3acooy) -
36i/bLUEHHS TEPMIHY
nNpuAaTHOCTI NiKapcbKoro 3acoby
6i0N0riYHOro/iMyHOOrN4YHOro
MOXOAXXEHHS Ha OCHOBI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pe3ynbTaTiB AOC/iHKEHD
cTabinbHOCTI, NPOBeAEeHNX
BIANOBIAHO [0 3aTBEPAKEHOIO
npoToKony - 36iNbLIeHHS
TepMiHy NpuAaTHOCTI TOTOBOrO
nikapcbKkoro 3acoby 3 3 pokiB Ha
4 poKN Ha OCHOBI pe3ynbTaTiB
[ocnimkeHHs cTabinbHOCTI,
npoBefeHnX BignoBiAHO J0
3aTBEPKEHOI0 NPOTOKOSTY.
3MiHV BHeceHi A0 IHCTPYKLii ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"TepmiH npugaTHoCTI".
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby (3MiHa y
3aTBepAXEHOMY NPOTOKONI
CTabiNbHOCTI) - 3MiHN Y
3aTBEPAKEHOMY MPOTOKO/TY
CTabinbHOCTI, a came 3MiHy
4YacoBUX TOYOK, B SIKUX
NpoBOANTLCA AOCTIIKEHHS 3 "0,
24, 48 roguH" Ha "0, 24, 48
roavH ta 16, 31 geHb".
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeJMYHOr0o 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/éionoaio
HUX NiKapCbkUx 3aco6is nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pethepeHTHW1 npenapaT (3MiHa
He noTpebye HafaHHS XO4HUX
HOBUX JOAATKOBUX AaHUX) -
3MiHV BHeceHi A0 IHCTPYKLii ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"MokasaHHA" (Aof4aHHA
nokasaHHs: "Putykcumab y
KOMGiHaLji 3 ximioTepanieto
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

nokasaHuin Ans nikyBaHHs giTein
(BikOM = 6 MicsLIB — < 18 pokiB)
i3 paHiwe He nikoBaHO
nowvpeHoo CD20-no3nTUBHOK
Ondoy3HO B-BENMUKOKNITUHHO
nimcpomoto (ABBK/), nimcomoro
BepkitTa (/16)/neiiko3om
BepkiTTa (rocTpuii neiikos 3i
3pinux B-knituH) (B/1B) abo
nimcomoto, NoAibHOW A0
nimcomun Bepkitta (INNB)"), Ta,
AK HaCNifokK, [0 po3Ainis
"®apmakooriyHi B1acTuBocTi”,
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta 4o3u",
"OiTn", "MNo6ivHi peakuii" 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro
3acTocyBaHHS ped)epeHTHOro
nikapcbKkoro 3acoby
(MABTEPA®, KoHUeHTpaT ans
po3unHy ans iHdysiii, 100 mr/10
M/1). BBeeHHS 3MiH NpoTSArom
6-Tn MicAaLiB nicns
3aTBEPIXKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHS TEKCTY MapKyBaHHs
yNaKkoBKM NiKapCbKoro 3acoby 3
BHECEHHAM iHdopmMaLii Lwoao
3a3HaYeHHs OAUHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHu Il TUnNY - 3MiHU 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa
BMPOGHMKa
BUXiQHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHMKa (BKHOYaouu,
e HeobxiaHo, micue
NpoBeAeHHSA KOHTPOSII0 AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPKEHOMY [OCbE)(3MiHA B
A®| 6i010rIYHOTO NOXOMKEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

162.

abo BuxigHomy maTepiani/
peareHTi/ NPOMXHOMY NPOAYKTI,
LLLO0 BUKOPUCTOBYHOTLCS A5
BMPOGHMLTBA
6ionoriyHOro/iMmyHo10r4yHoro
nikapcbKoro 3acoby ) -
BreceHHss CELLTRION, Inc. (23,
Academy-ro, Yeonsu-gu,
Incheon, 22014, Republic of
Korea (CLT1)) B sikoCTi
[00aTKOBOT BUPOGHMYOT
AinbHULUI ANA BUPOBGHMLUTBA Ta
NepBUHHOrO naxkyBaHHA A®I
Putykcumaby.
3MiHn Il TUny - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (3miHa
3HaxoAuTLCA No3a
3aTBEPMKEHNMUN JONYCTUMUMM
mMexamu crnenudikaiin) - 3mMiHn
KpUTEpIiB NPUAHATHOCTI ANs
nokasHuka "OCMONAbHICTL" 3
342-371 mOcMonb/kr Ha 329-
387 MOCMOIbL/KT.

YHI®PJIOKC

Kpansi O4Hi/BYLLHI,
po3uunH 0,3 % no 5 mn
abo 10 mny
nnacTykoBoMy
KOHTeliHepi-
KpanenbHuLj; no 1
KOHTeliHepy-
KpanesnbHuULi B
KapTOHHIA Kopoo6Li

TOB "YHimepq
Papma”

Cnosaubka
Pecny6nika

TOB "YHIME[
PAPMA"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHasIbHOI dhapmakonel
nepxasun €C (3miHa y
cneuudikaisix, nos'asaHa 3i
3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWIN HauioHanbHIn dhapmakonei
aepxasu €C) - 3MiHW y
crneundikauii A®l ochnokcaumHy
Yy 3B°A3KY 3 NPUBEAEHHAM [10
BMMOT fiko40i MoHorpadii EP

3a peyenmom

UA/12837/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ofloxacin Ta BignoBigHo
3MIHIOETLCSA HOMEpP
cneuudikadlii; 3anponoHOBaHO:
SS-VL-SUR-35/V12: CynpoBigHi
pomiwkm (LC) domiwka A: He
6inbLue 0,2%; flomiwka D: He
6inbwe 0,10%; HeBigomi
[oMiLkn He 6inble 0,10%;
pa3om He GinbLie 0,4%; mexa
BUAB/IEHHA AoMiwkmn: 0,05% Ta
YTOYHEHHSI 38 NOKa3HWKOM
«OnTnyHe obepTaHHA»

163.

YPCOCAH®

Kancynu no 250 mr no
10 kancyn y 6nictepi, no
1 a60 5, a6o 10
6nicTepiB y KAPTOHHIl
Kopobui

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

AJIC Yecbka
Pecny6nika, c.p.o.,
Yecbka Pecny6nika
(KOHTpOSIb AKOCTI);
KOO®APMA c.p.o.,
Yecbka Pecny6nika
(nepBuHHE i
BTOPWHHE
nakyBaHHs);
MPO.MEA.LC
MNpara a.c., Yecbka
Pecny6nika (BCi
cTagii BUpo6HMLTBA,
KOHTPO/b SKOCTi Ta
BMNyckK cepii); CBYC
®apma A.C., Yecbka
Pecny6nika
(nepBuHHe i
BTOPUHHE
nakyBaHHs)

Yecbka
Pecny6nika

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUNY - YTOYHEHHSA 80

po3giny 3.2.P.1. Onuc i cknag,
nikapcbkoro 3acoby, a came
[ofaHo iHdopmaLiio woao
TEXHIYHOI JOMOMDKHOI Pe4OBUHMN
BO/ZM OUULLEHOT; 3MiHUW | Tuny -
BUYYEHHS 3i cneuudikawii
[OMOMDKHOT PEYOBUHY -
XXeNaTUHOBI Kancynu,
He3HaYyHOro NokasHuka, a came -
3arasibHa [0oBXWHa 3aKpuTOl
Kancynu; 3amiuu | Tuny -
BUYYEHHS 3i cneuudikawii
[0MOMIXHOT PEYOBUHM
(kenaTvHOBI Kancysnu) n. «Baxkki
MeTasn»; 3MiHu | Tuny -
BWYYEHHS 3i cneuudikawii
O0NOMDKHOT peyoBUHU (KpeMHito
Aiokena konoigHuii 6e3BoAHWIA)
n. «Baxkki meTanu»; 3minm | Tuny
- BHECEHHSA 3MiH A0 MeToAy
«CynyTHi gomiwkm» A®l, a
came- 3amMiHa MeTOAy KOHTPO/IIO
3rigHo EP ans igeHTudikawi
pomiwkm C (nitoxonesoi
KUCMOTU) HA MeTOA, BUPOOHUKaA
(aonoBHeHHs PRO.MED.CS y
mogayni 3.2.) NS akTMBHOI
pevoBUHM (YPCOAEOKCMXONEBOT
K1cnoTn) Big BUPO6HMKa AdI:
Daewong Bio Inc., Kopes Ta
Industria Chimica Emiliana SpA,
ITanis; 3mMiHu | TUNY - BHECEHHS
3MiH 10 METOAY KOHTPOSIIO M.
«KinbKicHuii BMiCT

3a peyernmom

UA/3636/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YPCOAEOKCUXOEBOT KACNOTH,
mMeTog BEPX»; 3miHu | Tuny -
BHECEHHS 3MiH [0 MeToAy
KOHTPOJIO M. «PO3UMHEHHA»;
3MiHW | TUNY - BHECEHHS 3MiH A0
MeTOoAy KOHTPO/IHO M. «CynyTHi
OOMILLKN»

164.

®EPPYM JNIEK

TabneTku XyBasibHi N0
100 wmr; no 10 TabneTtok
y cTpuni abo y 6nictepi,
no 3 cTpunu abo
6nicTepy B KAPTOHHIi
Kopobui

CaHpo3
dapmacbioTikan3
Aa.a.

CnoseHisa

Nek
PapmaueBTUYHA
KOMnNaHis 4.4,

CnoseHisi

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - BHECEHHS 3MiH JO
p.3.2.P.7 Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3acib, a came-3MiHa CTOCYETbCA
TIET YACTVHWN NEePBUHHOIO
nakyBas/lbHOro mMarepiasy, Lo He
KOHTaKTY€E 3 FOTOBWM JTiKapCbKUM
3ac060M: NPONOHYETLCA
3aMiHWUTW TPYHTOBKY ANS APYKY,
LLIO MICTUTb HITpOLIeN0I03Y, Ha
rPYHTOBKY 6€3 HITpoLentonosu
[ANsa anioMiHieBOT honbrn, Lo
BUKOPUCTOBYETLCA AN1a ALU-
ALU 6nictepa

3a peyenmom

UA/0127/02/01

165.

DINCTUM®

pO34nH A1 iH'ekui 0,3
Mr (30 msiH MO/1 mn),
no 1 mn (30 maH MO)
(0,3 mr) abo no 1,6 mn
(48 mnH MO) (0,48 mr) y
nonepeaHLo
HaroBHEHOMY LLNPULL;
no 1 nonepegHL0
HarnoBHEHOMY LINpULY Y
6nictepi; no 1 6nictepy
y nauui 3 kKapToHy

TOB "®3
"BIO®PAPMA"

Ykpaina

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - 3MiHW WoA0
6e3nekn/epeKTBHOCTI Ta

thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX faHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiMiHHa Big
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-tharina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOB&XXEHOT 0CO6U

3a peyernmom

UA/14300/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepgakuis: ow,
TeTsHa tOpiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CobM
3as1BHVIKa, BiANOBiAa/IbHOT 32
hapmMakoHarnsag,

166.

®/TIABOBIP®

cupon no 30 mn, abo no
50 mn, abo no 60 mny
hnakoHax 3 ckia abo
naacTuky; no 1 dpnakony
pasom 3 [03y40t0
EMHICTIO y nayui 3
KapTOHHY

TOB "HBK
"Ekochapm”

Ykpaina

TOB "HBK
"Ekochapm”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHK |l TNy - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneupndikauivi Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (3miHa
3HaxoAuTbCA nosa
3aTBEPMKEHNMUN JONYCTUMUMM
Mexamuy cneuudikadiii) -
BHECEHHS 3MiH f0 Cneumndikaui
N3 Ha TepMiH NpUAaTHOCTI,
30Kpema: 3MiHa KpuTepiiB
NPUAHATHOCTI 38 NOKa3HWKOM
"KinbkicHe BU3HAYeHHS.
MeTtunnapa6eH,
Mponinnapa6ex"

6e3 peyenma

UA/5510/01/01

167.

XIMOTPUMNCUH_
KPUCTANIYHN

niodpinizat Ans po3ynHy
ans iH'ekuii no 0,01 r 5
oNakoHIB 3
niocpinizatom y 6nicTepi;
no 2 6nictepu y nayu,i 3
KapToHy

TOB "3
"BIO®APMA"

YKpaiHa

TOB "®3"
BIO®APMA"

Ykpaina

BHECEHHSA 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnsay (Bkiryaroum

3a peyenmom

UA/2347/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuisi: oy,
TeTsaHa tOpiiBHa. 3MiHa
KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg

168.

XYMIPA®

pO34MH A4 iH'eKuUid, 20
mr/0,2 mn;no 0,2 mn
pO34nHy y nonepesHbLo
HarnoBHEHOMY
0[IHOA030BOMY LLMPWL,
no 1 wnpudy pasom 3 1
CEepBETKOIO,
npocsikHyTot 70 %
i30NpoMniNIoBUM CANPTOM
(B8 namiHoBaHOMY
nonieTuneHomM nanepi),
BMILLYIOTb Y KOHTYPHY
YapyHKOBY YMakoBKy; N0
2 Wwnpuuy (y KOHTYpPHIiA
YapyHKOBIl ynakosLj 3 1
CEPBETKOI KOXEH) Y
KapTOHHIlA KOpooLi

EG66BI
BiothapmacbtoTikans
6X

LLiBefiuapis

Bettep ®apma-

®epTiryHr MTm6X i Ko.

KI', HimeuunHa
(BMpPOGHMLTBO
niKkapcbKoro 3acoby,
nepBuHHE
nakyBaHHs; BeTtep
dapma-depTiryHr
v6X i Ko. K,
HimeuunHa
(BTOpPUHHE
naxkyBaHHs ); E66Bi
BioTekHonoaxi
'M6X, HimeuunHa
(Bunyck cepii );
E66Bi [loinuneHy
vm6X i Ko. KT,
HimeuunHa
(TecTyBaHHS)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUNY - BBEAEHHS
[04aTKOBOI Ai/TbHUL
TecTyBaHHA Ta Bunycky Adl:
AbbVie Operations Singapore
PTE Ltd (AOS), 23 Tuas South
Avenue 6, Singapore 637022;
3MiHW | TUNY - 3BY)XEHHS
KpUTepili NPUIAHATHOCTI Y
crneundikauii Ha TepMiH
36epiraHHHA /13 3a NOKa3HUKOM
«YucToTa aganimymabar:
3anponoHoBaHo: Miku mMix Lys 1
Ta Lys 2 — «He Ginblue 4%».
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPLXKEHHS;
3MiHu Il Tvny - 3 MeToro
PO3LUMPEHHSA NOTY)XHOCTEN,
3anponoHOBaHO BBEAEHHS
anbTepHaTUBHOI BUPOGHUYOT
AinbHUU aganimymaby AbbVie
Operations Singapore PTE Ltd
(AOS), 23 Tuas South Avenue
6, Singapore 637022; 3miHu I
TMNy - BBEAEHHS A0AATKOBOrO
BMPOGHMKa A®I, L0 NTPOBOAUTL
TecTyBaHHA AdI i3
3aCcTOCyBaHHAM 6ioN0rivmx
meTogiB Ta Bunycky A®l: AbbVie
Operations Singapore PTE Ltd
(AOS), 23 Tuas South Avenue
6, Singapore 637022

3a peyernmom

UA/16818/01/01

169.

XYMIPA®

pO34MH A4 iH'eKuUiid, 40
mr/0,4 mn; no 0,4 mn
PO34MHY Y NnonepesHbLo

E66BI
BiothapmacbtoTikan3
v6X

LLiBefiuapis

BetTep ®apma-

®epTiryHr MTm6X i Ko.

KI', HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUNy - BBEAEHHS

3a peyernmom

UA/16818/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HaroBHEHOMY (BMPOGHMLTBO [04aTKOBOI Ai/TbHUL
0ZIHOA030BOMY LLNPWLL; nikapcbKkoro 3acoby, TecTyBaHHSA Ta Bunycky Adl:
no 1 wnpuuy pasom 3 1 nepBuHHe AbbVie Operations Singapore
CEepBETKOH, nakyBaHHsi; BeTtep PTE Ltd (AOS), 23 Tuas South
npocskHyTo 70 % Papma-PepTiryHr Avenue 6, Singapore 637022;
i30NponiNoBUM CNNPTOM v6X i Ko. KT, 3MiHW | TUMY - 3BYXXEHHSA
(B namiHoBaHOMY HimeuyunHa KpUTepili NPUAHATHOCTI Y
nonieTuneHomM nanepi), (BTOpUHHE cneuudikauii Ha TepMiH
BMILLLEHi Y KOHTYPHY naxkyBaHHs ); E66Bi 36epiraHHHA 13 3a NokasHWKOM
YapyHKOBY YNakoBKy; Mo BioTekHonomxi «YucToTa aganimymabar:
2 Wwnpuuy (y KOHTYpHIiA v6X, HimeuunHa 3anponoHoBaHo: Miku Mix Lys 1
YyapyHKoBili ynakosLuj 3 1 (Bunyck cepii ); Ta Lys 2 — «He Ginblue 4%».
CEepBETKOI KOXEH) y E668i [JoiuneHs BBefeHHs 3MiH NpoTArom 6-Tu
KapTOHHIlA KopooLi 'm6X i Ko. KT, MiCALB NiCNA 3aTBEPOXKEHHS;
HimeyunHa 3MiHK |l Tuny - 3 MmeTo
(TecTyBaHHs) PO3LUNPEHHS MOTY)XHOCTENR,
3anponoHOBaHO BBEAEHHS
anbTepHaTUBHOI BUPOGHUYOT
AinbHUUI aganimymaby AbbVie
Operations Singapore PTE Ltd
(AOS), 23 Tuas South Avenue
6, Singapore 637022; 3miHu I
My - BBEAEHHS A0AATKOBOrO
BMPOGHMKa A®PI, L0 NPOBOAUTL
TecTyBaHHA AdI i3
3aCTOCYBaHHSM 6ios10riumnx
meTogis Ta Bunycky A®l: AbbVie
Operations Singapore PTE Ltd
(AOS), 23 Tuas South Avenue
6, Singapore 637022
170. | LLEENYNAP PO34MH A1 iH ek, no MpvBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/17259/01/01
2 mn B amnyni; no 5 akuioHepHe akuioHepHe peecTpavuiiHux maTepianis:
amnyn y 6nictepi; no 1 TOBapUCTBO “J1eKxim TOBapUCTBO “JIekxiM 3MiHY | Tuny - AOMiHICTpaTUBHI
6nicTepy B maui — Xapkis” — Xapkis” 3MiHW. 3MiHa Ha3BW NiKapCbKOro
3acoby. 3miHa Ha3Bu
nikapcbKoro 3acoby.
3aTtBeppxeHo: PagukyBiT.
3anponoHosaHo: Lienynap.
BBefeHHs 3MiH NpoTArom 3-x
MicALB Nic/1a 3aTBepAKEHHS.
171. | UEPErH PO34UH ANs iH'eKUIA, NO Pyn Pecny6nika Pyn Pecny6nika BHECEHHS 3MiH 0 3a peyenmom UA/8854/01/01
1 mn B amnyni; no 5 "benmepnpenaparun” Binopycb "benmeanpenapartn” Binopycb peecTpauiiHnx matepianis:

amnyn y 6nictepi; no 2
6nictepi y nauui;

no 5 mn B amnyni; no 5
amnyn y 6nictepi; no 1
ab6o 2 6nictepun y navui;

no 5 mn y dpnakoHi; no 5

3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHIl
yMaKoBL{i FOTOBOTO NiKapCbKOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
abo 10 chnakoHiB y 3acoby (Tvn KoHTelHepa abo
nauui [oAaBaHHA HOBOTO KOHTelHepa)
- CTepunbHi nikapcbki 3acobu Ta
nikapcbki 3acobu
6ionoriyHOro/iMmyHo10r4yHoro
NMOXOPKEHHS - BBEAEHHS
[0AATKOBOrO TUMY KOHTelHepa
ONS NepBUHHOTO MakKyBaHHS
NiKapcbKoro 3acoby — gonakoHy
no 5 mn; no 5 a6o 10 dprakoHis
y nayui. 9k HacnigoK 3MiHu B p.
Ynakoska MKA /13 Ta iHCTpyKL;i
0719 MEMYHOIO 3aCTOCYBaHHS.
172. | LE®MA ONTAYA NOPOLLOK A/191 OPasIbHOT ToBapucTBo 3 Ykpaina Canotac dapma HimeyuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/18064/01/01
CYCNEHS3IA cycneHsii, 40 mr/5 mn, obmexeHor v6X, HimeuunHa AscTpis peecTpauiiHnx matepianis:
no 50 a6o 100 mny BiAMNOBIAA/TLHICTIO (BTOPUHHE BMMpPaB/IEHHS TEXHIYHOI
hnakoHi; no 1 dpnakoHy "CaHpo3 YkpaiHa" nakyBaHHs); CaHno3 NOMWJIKK, WO 6yna aonylleHa y
Ta WnpuLy y KapTOHHii M6X - BupobHuya 3aTBepKeHnX MeTogax
Kopobui AinbHUUS KOHTPO/IO AIKOCTi Y po3aini
AHTWiIHEKU,HI TN3 "Cneumadikanin”, a came
Ta XimiuHi onepauii nomusaka y HopMyBaHHi 10
Kynans (AIXO N3 nokKasHuka
KyHab), ABCTpis «PecycneHgoBaHICTb»
(BUpOGHMLTBO "in 3a3Ha4yeHo HOpMyBaHHs npu
bulk", nepBuHHe Ta BWMNYCKY Cepii, B TOl Yac siK
BTOPWHHE [JaHuii TeCT BUKOHYETbCS Ha
nakyBaHHs, nepiog, TepMiHy nNpuaaTHocTi,
TeCTyBaHHS, BUNYCK (3aTBEPMAKEHO: MPW BUNYCKY
cepir) cepiii: He 6inbwH 10 c.;
3anponoHOBaHO: Ha nepiog
TepMiHy NpuaaTHOCTI: He BinbLH
10 c.). 3a3HayeHe BUMNpaB/IeHHSA
BiANOBiAae apxiBHUM
martepianam peecTpauiiHoro
[OCbE.
173. | LLE®POBOLMA, MOPOLLIOK A1 PO3UMHY My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 3a peyenmom UA/9239/01/01
ans iH'ekuii no1rno 1 akuioHepHe akuioHepHe peecTpauiiHux maTepianis:
dhakoHy 3 NOPOLLKOM; TOBapuCTBO TOBapWCTBO 3MiHU | TUNY - 3MiHW 3 AKOCTI.
no 1 chnakoHy 3 "HaykoBo- "HaykoBo- oTOBUIA Nikapcbknii 3acib.
MOPOLLKOM Yy nauui 3 BVMPOGHNYMNIA LEHTP BMPOGHWYNIA LEHTP 3MiHN Yy BUPOGHULTBI. 3MiHa
KapToHy; no 5 donakoHis "BopLyariBcbkuii "BopLyariBcbKuii po3Mipy cepii (BkHoYaoun
3 MOPOLUKOM Y KaceTi; no XiMiko- XimiKO- AianasoH po3mipy cepii)
1 kaceTi y naHeni 3 hapmaLeBTUYHNMIA thapmaueBTUYHWI roTOBOrO JlikapcbKoro 3acoby -
KapToHYy 3asof” 3asofa” BBEJEHHS Aiana3oHy po3Mipy
cepii roTOBOrO /1iKapCbKOro
3acoby. 3anponoHoBaHo: 10-250
Kr (8050 — 246 474 chnakoHwn)
174. | UE®PTPUAKCOH NOPOLUOK Ai/15 PO3YUHY MpuBatHe YKpaiHa lNpvBaTHe Ykpaina BHECEHHS 3MiH 40 3a peyernmom UA/17237/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ans iH'ekuiii no 1r; 1 a6o akujioHepHe akujioHepHe peecTpauiiHnux matepianis:
5, abo 50 hnakoHis 3 TOBapuCTBO TOBapuCTBO 3MiHK | TUNY - 3MiHW BHECEHO A0
MOPOLLKOM Yy nayLi "Nlekxim-Xapkis" "lekxim-Xapkis", IHCTPYKUiT 4Nns MeanyHoro
YkpaiHa (nakyBaHHs 3aCTOCYBaHHS NiKapCbKOro
3in bulk chipmu- 3acoby a0 po3giny "MobiyHi
BMpO6HUMKa Reyoung peakuii" woao 6e3nekun
Pharmaceutical Co., 3acTOCyBaHHS Ail0H0i Pe4yoBUHM,
Ltd., Kutaiicbka BiANOBIAHO [0 pekomeHaaLii
HapogHa PRAC; cynyTHsi 3mMiHa - 3MiHK
Pecny6nika) woao 6e3nekn/edpekTBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) 40 3060B'A3aHb Ta
YMOB BMAadi peectpauiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBnAiHHA pu3nKamu
(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHom) - OHOBMIEHO MnaH
ynpas/liHHA pu3nKamu, Bepcis
3.1. 3MiHM BHECEHO [0 YaCTUH:
V «3axoam 3 MiHimizawi
pu3ukiB» (Mogysb V.1, V.3) Ta
VI «Pe3tome nnaHy ynpasniHHA
pusnkammn» (Mogynb VI.1.,
po3ginu VI.1.1., VI.1. 4., mogynb
VI.2., po3gin VI.2.7)
175. | LE®TPUAKCOH MOPOLLIOK A1 PO3UMHY MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/13240/01/01
ans iH'ekuii no 1,0r; 1, akujioHepHe akujioHepHe peecTpauiiHux maTepianis:
a6o 5, abo 50 hnakoHis TOBapuCTBO TOBapuCTBO 3MiHK | TUNY - 3MiHW BHECEHO A0

3 MOPOLUKOM Y nauuj 3
KapToHy; 1 chnakoH 3
nopotukom Ta 1 amnyna
3 PO3UUHHUKOM
(NigokaiH, po3unH ans
iH ekuiid, 10 mr/mn, no
3,5 mn) y 6nicTtepi; no 1
6nicTepy y navui 3
KapToHy; 1 chnakoH 3
nopotukom Ta 1 amnyna
3 po3unHHUKOM (Boga
Ans iH'ekuiid, no 10 mn B
amnyni) y 6nictepi; no 1
6nicTepy y navui 3
KapToOHyY

"Nlekxim-Xapkis"

"Nlekxim-Xapkis"
YkpaiHa (nakyBaHHs
i3 popmu in bulk
ipMn-BUPOGHMKa
Qilu Pharmaceutical
Co., Ltd, KnTait)

IHCTPYKUIiT 4NnA MeanyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby a0 po3ziny "Mo6iyHi
peakuii” Wwoao 6esneku
3acTOCyBaHHS Ajil040i Pe4oBUHM,
BiANOBIAHO [0 pekomeHaaLii
PRAC; cynyTHs 3MiHa - 3MiHK
woao 6e3nekn/edpeKkTBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) 40 3060B'A3aHb Ta
YMOB BuAadi peectpauiiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBnAiHHA pu3nKamu
(3acTocyBaHHS TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHom) - OHOB/EHO MnaH
ynpaB/liHHA pu3nKamu, Bepcis
3.1 3MiHV BHECEHO [0 YacTuH: V
«3axoay 3 MiHiMi3auii pusnkie»
(mogynb V.1, V.3) Ta VI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«Pe3tome nnaHy ynpasniHHA
pusmkamm» (Mogynb VI.1.,
posginu VI.1.1., VI.1. 4., mogynb
VI.2., po3gin VI.2.7)
176. | LUNMPOPAPM® Kpansi ByLUHi, cycneHsis AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/15541/01/01
AEKC no 7,5 mn y chnakoHi; no peecTpauiiHnx matepianis:
1 donakoHy y nauuj 3 3MiHW | TUnY - 3MiHK Y
KapToHy CreuudikaLii Ta meTogax
KOHTPOIO cybCTaHuil
umnpodIoKcaLuHy rigpoxnopug,
Bif, BUpo6HUka M3 gns
npuseeHHs 40 MoHorpadil
«Ciprofloxacin Hydrochloride»
€O (gitove BUAaHHSA) Ta
OOKyMeHTauii BUpo6HUKa
cy6CTaHLii, a came BUTyYEHHS
NOKa3HWUKIB «PO3YMHHICTb» Ta
«Baxki meTanu»
177. | UMTEPAN® TabMeTKM, BKPUTI AJIKANIOIO, AL Pecny6ika AJTKANOIQ ALL Pecny6nika BHECEHHS 3MiH 10 3a peyenmom UA/1079/01/01
NAiBKOBOK 0O0/IOHKOHO, Ckon'e MiBHiYHaA Ckon'e MiBHiYHaA peecTpavuiiHux matepianis:
no 250 mr no 10 MakeoHis MakepoHis 3MiHM | TUMY - NOAAHHA
Tabnetok y 6nictepi; no OHOBJIEHOTO cepTudikaTy
1 6nicTepy y navui BignosigHocTi €EP Ne R1-CEP
KapTOHHI 2000-405-Rev 11 ana Adl
LinnpodonokcauuHy
rigpoxnopuay Bif Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Neuland Laboratories Limited,
IHAis, Ta Ak HacNigoK, BBeAEHHS
[04aTKOBOT BUPOGHMYOI
pinbHUUl gna A®l Neuland
Laboratories Limited Unit-Il1,
IHais
178. | UUTEPAN® TabNeTKM, BKPUTI ANIKANOIL AL Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [0 3a peyenmom UA/1079/01/02
N1iBKOBOK 060/IOHKOIO, Ckon'e MiBHiuHa Ckon'e MisHiyHa peecTpauiiiHix maTepianis:
no 500 mr no 10 MakefoHis MakefoHist 3MiHKM | TUNY - NOAAHHSA

Tabnetok y 6nictepi; no
1 6nicTepy y nayu,i
KapTOHHIN

OHOBJIEHOTO cepTudikaTy
BignosigHocTi E® Ne R1-CEP
2000-405-Rev 11 gna Ad|
LinnpochnokcaumHy
rigpoxnopuay Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
Neuland Laboratories Limited,
IHAiA, Ta AK HacNifoK, BBeAEHHsS
[04aTKOBOT BUPOGHMYOT
AinbHuUi ana A®l Neuland
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Laboratories Limited Unit-llI,
IHais
B.o. l'eHepanbHOro gupekropa Ainpekropary
thapmaneBTUYHOro 3abe3neyveHHs IBaH SAABOPHUX
AopaTtok 4
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
Big Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHOOBAHI 40 ,qEP)j(ABHO'I' PEECTPALLII, NEPEPEECTPALLII TA BHECEHHSA 3MIH A0
PEECTPALUIHNX MATEPIANIB
Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JNliKapcbKo20
3acoby
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HYKNEKC

kancynn no 250
mr; no 10 kancyn y
6nictepi; 2 a6o 4
6nictepy y nauui 3
KapToHY

[ouipHe
nignpueMcTBo
"BioCen" kopnopaduii
"baieCen
NebopeTopi3
KopnopeiwH"
"BioCell subsidiary
company "BioCell
Laboratories Corp.”

YkpaiHa

TOB
"BAJTIAPTIH
DAPMA"

YkpaiHa

3acigaHHs
HTP Ne 43 Big,
09.12.2021

He PpeKOMEeH[O0BaHO [0 3aTBepPMKEHHSA - Ha MiAcTasi HeraTMBHWX BUCHOBKIB
eKCnepTHUX KOMICili - BHeceHHs1 3MiH Ao Cneuudikauii /13, 30kpema: BBeAEHHS
nepiognYHOCTI «KOHTPO/b NPOBOAATb A1 KOXHOI N'ATOI cepii NpoaykTy, ane He
pigwe oAHoro pasy B pik» 3a nokasHukamu "KinbkicHe Bu3HaueHHs. A3oT, docdop”
Ta "BigHOWEHHA BMICTy a3oTy A0 BMICTy dpocchopy” - He pekOMeHAOBaHO A0
3aTBepxeHHs. MNo-neplue: 3rigHo Hakasy 460 po3giny VI 3a n. 8.1. 3aaBneHa 3miHa
B.Il.r.1. (x),JA He nignagae nig TvMn |A 3 ornAgy Ha KPUTWUYHICTb 3asBEHUX
nokasHukie. Mo-gpyre: npeacrasneHe 06rpyHTYBaHHSA LWOAO MOX/IMBOCTI BBEAEHHSA
NepiofnNYHOCTi KOHTPO/O 3a AaHUMW MNOKa3HWKaMW € HENPUAHATHWUM, OCKiNbK/
NOKa3HUKN KiNbKICHOrO BM3HA4YeHHs (a30T, docdop) Ta iX CNiBBIAHOWEHHA €
nokKasHUKamMn rapaHTii sIKOCTi Ta MOCTIMHOCTI XapakTepUCTMK JiKapcbKoro 3acoby.
Kpim TOro, 3anponoHoBaHa 3MiHa LLOA0 NepioaNYHOCTI KOHTPOSIIO «A/18 KOXKHOT N'ATOl
cepii MpoaykTy, asne He pigwe ofgHoro pasy B pik» 3a nokasHukamu “KinbkicHe
BU3Ha4YeHHs. A30T, docdop” Ta "BigHoweHHA BMICTY a3oTy A0 BMICTY chocdopy” B
cneuudikauii M13 He y3rofxyeTbCcsA 3 MaTepiasiaMmy peecTpayiiiHoro AOCbE, OCKi/IbKU
B po3aini 3.2.P.3.4. KOHTpOnb KPUTUYHMX CTaAjil i MPOMDKHOI MPOAYKLi, 3a3Ha4YeHo,
L0 pe3ynbTaTy aHanisy 3a nokasHukamu “KinbkicHe BM3HauyeHHs. A3oT, ®occhop” Ta
"BigHOLEHHA BMICTy a30Ty A0 BMICTy dhocopy” nepeHOCcATbCA 3 MPOMDKHOI
npoaykuii B cepTudiikaT SKOCTi TOTOBOrO Jlikapcbkoro 3acoby, TO6TO KOxHa
BUrOTOB/IEHA CePis MiKapCbKOro 3acoby MICTUTb 3a3HayeHi MOKa3HWKU AKOCTi. Takum
YMHOM BifCYTHS AOLIIbHICTb Ta NOTiYHICTb BBEAEHHS 3anpOornoHOBaHNX 3MiH.

B.o. l'eHepanbHOro gupekropa Aimpekropary

hapmMmaLeBTUUHOrO 3a6€e3neYeHHs
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